
 

 

VETERINARY EXAMINING BOARD 

 

CR 106 Board Room, 2811 Agriculture Drive, Madison, Wisconsin 

Contact: Matt Tompach (608) 224-5024 

November 4, 2015 
 

The following agenda describes the issues that the Board plans to consider at the meeting. At the time 

of the meeting, items may be removed from the agenda.  Please consult the meeting minutes for a 

record of the actions of the Board. 
 
AGENDA 

 

9:00 A.M. – OPEN SESSION – CALL TO ORDER – ROLL CALL 

 

A. Introductions 
 

B. Approval of the Agenda (1-3) 

 

C. Approval of Board Meeting Minutes of July 29, 2015 (4-6) 
 

D. APPEARANCE – Department of Agriculture, Trade, and Consumer Protection (DATCP) 

Office of the Secretary: Ben Brancel, Secretary, Sandy Chalmers, Assistant Deputy 

Secretary, Lauren Van Buren and Dennis Fay, DATCP Attorneys, Matt Tompach, 

Administrative Policy Advisor, Gretchen Mrozinski, Attorney, Department of Safety & 

Professional Services. Introductions and Discussion 
 

E. 9:30 a.m. ADMINISTRATIVE RULES HEARING – Chapter VE 10, Continuing 

Veterinary Education for Veterinarians and Veterinary Technicians (7-16) 

1) Summary of the Proposed Change to Chapter VE 10 

2) Review and Respond to Clearinghouse Report 

3) Public Comments 

 

F. Legislative/Administrative Rule Matters 

1) Future Rulemaking Priorities 

 

G. American Association of Veterinary State Boards (AAVSB) Matters (17-310) 

1) Annual Meeting of the AAVSB Report – September 22-24, 2015 – Milwaukee, WI 

i. North Carolina Dental Board Case (18-33) 

ii. Facilities Inspection (34-81) 

iii. Federal Drug Administration (FDA) Animal Feed Directive (82-284) 

iv. Prescription Drug Monitoring Programs (285-310) 

v. Other 

 

H. Open Meetings Law and Public Records Law Presentation 
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I. Administrative Procedures Presentation 

 

J. Administrative Items Related to the Veterinary Examining Board (VEB) Transfer 

1) Boardvantage Demonstration (11:00 A.M.) 

2) Travel, Per Diem Procedures 

 

K. Future Meeting Dates and Times for 2016 

1) Screening Committee November 16, December 18 

2) Board Meeting Dates 

 

L. Future Agenda Items 

 

M. Public Comments 

 

N. Recess: Break for Lunch, Reconvene at 12:55 P.M. 

 

CONVENE TO CLOSED SESSION to deliberate on cases following hearing (§ 19.85 (1) (a), 

Stats.); to consider licensure or certification of individuals (§ 19.85 (1) (b), Stats.); to consider 

closing disciplinary investigations with administrative warnings (§ 19.85 (1) (b), Stats.); to 

consider individual histories or disciplinary data (§ 19.85 (1) (f), Stats.); and to confer with legal 

counsel (§ 19.85 (1) (g), Stats.). 

 

O. Open Cases 

 

P. Monitoring Matters 

1) Benjamin Blandin, D.V.M. – Requesting full licensure (311-322) 

 

Q. Administrative Warnings 

1) 14 VET 006 – T.D., D.V.M. (323-324) 

2) 14 VET 019 - R.M.R., D.V.M. (325-326) 

 

R. Deliberation on Proposed Stipulations, Final Decisions and Orders 

1) Jagmohan Singh, D.V.M., 13 VET 028 (327-332) 

2) Laurie D. McCabe, D.V.M., 13 VET 045 (333-339) 

3) Elizabeth A. Nasal, D.V.M., 14 VET 006 (340-346) 

4) Craig Schley, D.V.M., 14 VET 016 (347-352) 

5) Jeffrey S. Schuette, D.V.M., 15 VET 020 (353-358) 

6) Marla K. Lichtenberger, D.V.M., 13 VET 037; 13 VET 040; 14 VET 001; 14 VET 003 

(359-367) 

 

S. Case Closing(s) 

1) 13 VET 044 – S.M., D.V.M. (368-369) 

2) 13 VET 037 – C.M.J., D.V.M. (370-374) 

3) 14 VET 008 - D.R.T., D.V.M. (375-378) 

4) 15 VET 023 - T.J., D.V.M. (379-381) 

 

T. Consulting with Legal Counsel 

 

U. Review of Veterinary Examining Board Pending Cases Status Report as of October 22, 
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2015 (382-383) 

 
RECONVENE TO OPEN SESSION IMMEDIATELY FOLLOWING CLOSED SESSION 
 

V. Open Session Items Noticed Above not Completed in the Initial Open Session 
 

W. Vote on Items Considered or Deliberated Upon in Closed Session, if Voting is Appropriate 
 

X. Ratification of Licenses and Certificates 
 

ADJOURNMENT 
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VETERINARY EXAMINING BOARD 
MEETING MINUTES 

July 29, 2015 

PRESENT: Bruce Berth; Diane Dommer Martin, D.V.M.; Robert Forbes, D.V.M.; Philip Johnson, 
D.V.M.; Brenda Nemec, C.V.T.; Sheldon Schall; Neil Wiseley, D.V.M, Lisa Weisensel 
Nesson, D.V.M. 

STAFF: Tom Ryan, Executive Director; Amber Cardenas, Legal Counsel; Nilajah Madison-Head, 
Bureau Assistant; Katie Vieira, Administrative Rules Coordinator and other Department 
staff 

CALL TO ORDER 

Philip Johnson, Chair, called the meeting to order at 9:32 A.M.  A quorum of eight (8) members was 
confirmed. 

ADOPTION OF AGENDA 

Amendments to the Agenda 
• Under Item L, Add Proposed Stipulation, Final Decision and Order 14 VET 010 – Roger H. 

Newman, D.V.M. 

MOTION: Sheldon Schall moved, seconded by Brenda Nemec, to adopt the agenda as 
amended.  Motion carried unanimously. 

APPROVAL OF MINUTES 

MOTION: Neil Wiseley moved, seconded by Lisa Weisensel Nesson, to approve the minutes 
of April 29, 2015 as published.  Motion carried unanimously. 

LEGISLATIVE/ADMINISTRATIVE RULE MATTERS 

Preliminary Rule Draft of VE 10 Relating to Continuing Education 

MOTION: Diane Dommer Martin moved, seconded by Sheldon Schall, to authorize The 
Chair or other member of the Board to approve the preliminary rule draft of VE 
10 relating to Continuing Education for posting of economic impact comments 
and submission to the Clearinghouse.  Motion carried unanimously. 

Adoption Order for CR14-064, VE 2, 3, 8, Relating to Entrance to Examinations 

MOTION: Robert Forbes moved, seconded by Neil Wiseley, to approve the Adoption Order 
for Clearinghouse Rule CR 14-064, relating to Entrance to Examinations. Motion 
carried unanimously. 

Review of Model Practice Acts and Veterinary Examining Board Rules 

MOTION: Bruce Berth, seconded by Lisa Weisensel Nesson, to defer the discussion of 
revisions to a future meeting.  Motion carried unanimously. 
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CLOSED SESSION 

MOTION: Sheldon Schall moved, seconded by Brenda Nemec, to convene to Closed Session 
to deliberate on cases following hearing (§ 19.85(1) (a), Stats.); to consider 
licensure or certification of individuals (§ 19.85 (1) (b), Stats.); to consider 
closing disciplinary investigations with administrative warnings (§ 19.85 (1) (b), 
Stats. and § 440.205, Stats.); to consider individual histories or disciplinary data 
(§ 19.85 (1) (f), Stats.); and to confer with legal counsel (§ 19.85 (1) (g), Stats.).  
The Chair read the language of the motion aloud for the record.  The vote of each 
member was ascertained by voice vote.  Roll Call Vote:  Bruce Berth – yes; Diane 
Dommer Martin – yes; Robert Forbes – yes; Philip Johnson – yes; Brenda Nemec 
– yes; Sheldon Schall – yes; Lisa Weisensel Nesson – yes; Neil Wiseley – yes.  
Motion carried unanimously. 

The Board convened into Closed Session at 10:26 A.M. 

RECONVENE TO OPEN SESSION 

MOTION: Robert Forbes moved, seconded by Brenda Nemec, to reconvene in Open Session 
at 11:47 A.M.  Motion carried unanimously. 

VOTE ON ITEMS CONSIDERED OR DELIBERATED UPON IN CLOSED SESSION, 
IF VOTING IS APPROPRIATE 

MOTION: Sheldon Schall moved, seconded by Brenda Nemec, to affirm all Motions made 
and Votes taken in Closed Session.  Motion carried unanimously. 

ADMINISTRATIVE WARNINGS 

13 VET 039 (T.C.D., D.V.M.) 

MOTION: Robert Forbes moved, seconded by Diane Dommer Martin, to issue an 
Administrative Warning in the matter of DLSC case number 13 VET 039 (T.C.D., 
D.V.M.).  Motion carried unanimously. 

PROPOSED STIPULATIONS, FINAL DECISIONS AND ORDERS BY THE DIVISION OF 
LEGAL SERVICES AND COMPLIANCE 

12 VET 031 - Kurt Zaeske, D.V.M. 

MOTION: Sheldon Schall moved, seconded by Lisa Weisensel Nesson, to adopt the Findings 
of Fact, Conclusions of Law, Stipulation and Order, in the matter of Kurt Zaeske, 
D.V.M, DLSC case number 12 VET 031.  Motion carried unanimously. 

15 VET 006 - Scott McDonald, D.V.M. 

MOTION: Neil Wiseley moved, seconded by Robert Forbes, to adopt the Findings of Fact, 
Conclusions of Law, Stipulations and Orders, in the matter of Scott McDonald 
D.V.M., DLSC case number 15 VET 006.  Motion carried unanimously. 
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14 VET 036 - David Williams, D.V.M. 

MOTION: Robert Forbes moved, seconded by Sheldon Schall, to adopt the Findings of Fact, 
Conclusions of Law, Stipulation and Order, in the matter of David Williams, 
D.V.M., DLSC case number 14 VET 036.  Motion carried unanimously. 

14 VET 010 - Roger H. Newman, D.V.M. 

MOTION: Lisa Weisensel Nesson moved, seconded by Sheldon Schall, to adopt the Findings 
of Fact, Conclusions of Law, Stipulation and Order, in the matter of Roger H. 
Newman, D.V.M., DLSC case number 14 VET 010.  Motion carried 
unanimously. 

CASE CLOSINGS 

MOTION: Diane Dommer Martin moved, seconded by Neil Wiseley, to close the following 
cases according to the recommendations by the Division of Legal Services and 
Compliance: 
1) 15 VET 004 (R.S.) for Insufficient Evidence (IE). 
2) 15 VET 015 (W.C.) for Prosecutorial Discretion (P6). 
3)  15 VET 007 (J.D.F.) for No Violation (NV). 
4) 14 VET 030 (V.A.L.) for Insufficient Evidence (IE). 
5) 14 VET 037 (C.D.G.) for Prosecutorial Discretion (P3). 
6) 15 VET 010 (T.E.) for No Violation (NV). 
Motion carried unanimously. 

DELEGATION OF RATIFICATION OF EXAMINATION RESULTS  
AND RATIFICATION OF LICENSES AND CERTIFICATES 

MOTION: Robert Forbes moved, seconded by Sheldon Schall, to delegate ratification of 
examination results to DSPS staff and to ratify all licenses and certificates as 
issued.  Motion carried unanimously. 

ADJOURNMENT 

MOTION: Lisa Weisensel Nesson moved, seconded by Brenda Nemec, to adjourn the 
meeting.  Motion carried unanimously. 

The meeting adjourned at 11:53 A.M. 
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State of Wisconsin 
Department of Safety & Professional Services 

 

AGENDA REQUEST FORM 
1) Name and Title of Person Submitting the Request: 
 

 

2) Date When Request Submitted: 
 

 

Items will be considered late if submitted after 12:00 p.m. less than 8 
business days. 

3) Name of Board, Committee, Council, Sections: 
 

Veterinary Examining Board 

 

4) Meeting Date: 
 

11/4/2015 

5) Attachments: 

x Yes 

 No 

 

6) How should the item be titled on the agenda page? 
 

9:30 A.M. PUBLIC HEARING – Chapter VE 10, Continuing Veterinary 
Education for Veterinarians and Veterinary Technicians 
o Summary of the Proposed Change to Chapter VE 10 

o Review and Respond to Clearinghouse Report 

o Public Comments 
7) Place Item in: 

x Open Session 

 Closed Session 

 Both 

 

8) Is an appearance before the Board being 
scheduled?  If yes, who is appearing? 
 
 No 

 

9) Name of Case Advisor(s), if required: 
      

10) Describe the issue and action that should be addressed: 
  
Conduct a Public Hearing for Chapter VE 10, Continuing Veterinary Education for Veterinarians and Veterinary Technicians. Hear 
Public Hearing comments on the rule draft and then review and respond to Public Hearing Comments as well as the 
Clearinghouse Report. 
 

11)                                                                                  Authorization 

 

Signature of person making this request                                                                                          Date 
 

 

Supervisor (if required)                                                                                                                       Date 
 

 

Bureau Director signature (indicates approval to add post agenda deadline item to agenda)    Date  
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STATE OF WISCONSIN 
VETERINARY EXAMINING BOARD 

------------------------------------------------------------------------------------------------------------ 
IN THE MATTER OF RULEMAKING : PROPOSED ORDER OF THE 
PROCEEDINGS BEFORE THE  : VETERINARY EXAMINING 
VETERINARY EXAMINING BOARD : BOARD 
      : ADOPTING RULES 
      : (CLEARINGHOUSE RULE             ) 
------------------------------------------------------------------------------------------------------------ 

PROPOSED ORDER 
 
An order of the Veterinary Examining Board to repeal VE 10.03 (3) (b) and (i) relating to 
continuing education. 
 
 
Analysis prepared by the Department of Safety and Professional Services. 
------------------------------------------------------------------------------------------------------------ 

ANALYSIS 
 
Statutes interpreted: 
 
Section 453.062 (2) (a) and (b), Stats. 
  
Statutory authority: 
 
Sections 15.08 (5) (b), 227.11 (2) (a), and 453.03 (2), Stats. 
 
Explanation of agency authority: 
 
Section 15.08 (5) (b), Stats., provides examining boards, “shall promulgate rules for its 
own guidance and for the guidance of the trade or profession to which it pertains. . .”  
The proposed rule seeks to provide guidance to licensed veterinarians and licensed 
veterinary technicians on compliance with continuing education requirements. 
 
Section 227.11 (2) (a), Stats., sets forth the parameters of an agency’s rule-making 
authority, stating an agency, “may promulgate rules interpreting provisions of any statute 
enforced or administered by the agency. . .but  a rule is not valid if the rule exceeds the 
bounds of correct interpretation.” 
 
Section 453.03 (2), Stats,. provides that the, “examining board shall promulgate rules 
requiring training and continuing education sufficient to assure competency of 
veterinarians and veterinary technicians in the practice of veterinary medicine, . . .” 
 
Related statute or rule: 
 
None 
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Plain language analysis: 
 
In accordance with s. 453.062 (2) (a) and (b), Stats., licensed veterinarians are required to 
complete 30 hours of continuing education and licensed veterinary technicians are 
required to complete 15 hours of continuing education. Continuing education 
requirements for both veterinarians and veterinary technicians are found in Chapter VE 
10. Recently, the Veterinary Examining Board identified several provisions within ch. 
VE 10 that required revising, specifically s. VE 10.03 (3) (b).  The Board determined that 
this provision allowing self-study of veterinary medical or scientific journals was 
obsolete due to the abundance of continuing education offered via the internet.  The 
Board also identified s. VE 10.03 (3) (i), regarding certification to use, handle, distribute 
and dispose of pesticides as outdated due to recent legislation,  2009 Wisconsin Act 139.  
Act 139 specified that the Board may not require training or continuing education 
concerning the use, handling, distribution, and disposal of pesticides, other than for 
disciplinary purposes. 
 
Summary of, and comparison with, existing or proposed federal regulation: 
 
None. 
 
Comparison with rules in adjacent states: 
 
Illinois:  
 
Illinois Administrative Code allows renewal applicants to use self-study courses offered 
by an approved provider (Ill. Admin. Code tit. 68, pt.1500.25 and Ill. Admin. Code tit. 
68, pt. 1505.55).   
 
Iowa: 
 
Iowa Administrative Code allows the completion of distance education courses but does 
not explicitly allow for the completion of self-study courses to fulfill continuing 
education requirements (Iowa Admin. Code r. 811-11.1). 
 
Michigan:   
 
Continuing education is not required to renew a license as a veterinarian or a veterinary 
technician in the state of Michigan. 
 
Minnesota: 
 
Minnesota Administrative Code specifies that not more than ten hours of continuing 
education credit from noninteractive (self-study) sources may be accepted toward the 40-
hour continuing education credit requirement for license renewal (Minn. R. 9100.100 
subp. 5.) 
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Summary of factual data and analytical methodologies: 
 
The Board reviewed the continuing education rules for consistency with the Wisconsin 
Statutes and contemporary practices.  Adjacent states’ requirements were also reviewed. 
 
Analysis and supporting documents used to determine effect on small business or in 
preparation of economic impact analysis: 
 
The rule was posted for public comment on the economic impact of the proposed rule, 
including how this proposed rule may affect businesses, local government units, and 
individuals for a period of 14 days.  No comments were received. 
 
Fiscal Estimate and Economic Impact Analysis: 
 
The Fiscal Estimate and Economic Impact Analysis document is attached. 
 
Effect on small business: 
 
These proposed rules do not have an economic impact on small businesses, as defined in 
s. 227.114 (1), Stats.  The Department’s Regulatory Review Coordinator may be 
contacted by email at Eric.Esser@wisconsin.gov, or by calling (608) 267-2435. 
 
Agency contact person: 
 
Katie Vieira (Paff), Administrative Rules Coordinator, Department of Safety and 
Professional Services, Division of Policy Development, 1400 East Washington Avenue, 
Room 151, P.O. Box 8935, Madison, Wisconsin 53708; telephone 608-261-4472; email 
at Kathleen.Vieira@wisconsin.gov. 
 
Place where comments are to be submitted and deadline for submission: 
 
Comments may be submitted to Katie Vieira (Paff), Administrative Rules Coordinator, 
Department of Safety and Professional Services, Division of Policy Development, 1400 
East Washington Avenue, Room 151, P.O. Box 8366, Madison, WI 53708-8935, or by 
email to Kathleen.Vieira@wisconsin.gov.  Comments must be received on or before the 
public hearing to be held on November 4, 2015 to be included in the record of rule-
making proceedings. 
 
------------------------------------------------------------------------------------------------------------ 

TEXT OF RULE 
 
SECTION  1. VE 10.03 (3) (b) and (i) are repealed. 
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SECTION  2. EFFECTIVE DATE.  The rules adopted in this order shall take effect on 
the first day of the month following publication in the Wisconsin administrative register, 
pursuant to s. 227.22 (2) (intro.), Stats. 
 
------------------------------------------------------------------------------------------------------------ 

(END OF TEXT OF RULE) 
------------------------------------------------------------------------------------------------------------ 
 
 
Dated _________________  Agency __________________________________ 
       Chairperson 
       Veterinary Examining Board 
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STATE OF WISCONSIN 
DEPARTMENT OF ADMINISTRATION 
DOA-2049 (R03/2012) 

DIVISION OF EXECUTIVE BUDGET AND FINANCE 
101 EAST WILSON STREET, 10TH FLOOR 

P.O. BOX 7864 
MADISON, WI  53707-7864 

FAX: (608) 267-0372 
ADMINISTRATIVE RULES 

Fiscal Estimate & Economic Impact Analysis 
 

1 
 

 
1. Type of Estimate and Analysis 

 Original  Updated Corrected 

2. Administrative Rule Chapter, Title and Number 
VE 10 

3. Subject 
Continuing education 

4. Fund Sources Affected 5. Chapter 20, Stats. Appropriations Affected 
 GPR  FED  PRO  PRS  SEG  SEG-S       

6. Fiscal Effect of Implementing the Rule 
 No Fiscal Effect 
 Indeterminate  

 Increase Existing Revenues 
 Decrease Existing Revenues 

 Increase Costs 
 Could Absorb Within Agency’s Budget 
 Decrease Cost 

7. The Rule Will Impact the Following (Check All That Apply) 
 State’s Economy 
 Local Government Units 

 Specific Businesses/Sectors 
 Public Utility Rate Payers 
 Small Businesses (if checked, complete Attachment A) 

8. Would Implementation and Compliance Costs Be Greater Than $20 million? 
 Yes  No 

9. Policy Problem Addressed by the Rule 
 
In accordance with s. 453.062 (2) (a) and (b), Stats., licensed veterinarians are required to complete 30 hours of 
continuing education and licensed veterinary technicians are required to complete 15 hours of continuing education. 
Continuing education requirements for both veterinarians and veterinary technicians are found in Chapter VE 10. 
Recently, the Veterinary Examining Board identified several provisions within ch. VE 10 that required revising, 
specifically s. VE 10.03 (3) (b).  The Board determined that this provision allowing self-study of veterinary medical or 
scientific journals was obsolete due to the abundance of continuing education offered via the internet.  The Board also 
identified s. VE 10.03 (3) (i), regarding certification to use, handle, distribute and dispose of pesticides as outdated due to 
recent legislation,  2009 Wisconsin Act 139.  Act 139 specified that the Board may not require training or continuing 
education concerning the use, handling, distribution, and disposal of pesticides, other than for disciplinary purposes. 
10. Summary of the  businesses, business sectors, associations representing business, local governmental units, and individuals that 

may be affected by the proposed rule that were contacted for comments. 
 
This proposed rule was posted on the Department of Safety and Professional Services website and on the Wisconsin 
government website for 14 business days to solicit comments from the public. No businesses, business sectors, 
associations representing business, local governmental units, or individuals contacted the department about the proposed 
rule during that time period 
11. Identify the local governmental units that participated in the development of this EIA. 
 
None. This rule does not affect local government units. 
12. Summary of Rule’s Economic and Fiscal Impact on Specific Businesses, Business Sectors, Public Utility Rate Payers, Local 

Governmental Units and the State’s Economy as a Whole (Include Implementation and Compliance Costs Expected to be 
Incurred) 

 
The rule will not have an economic or fiscal impact on specific businesses, business sectors, public utility rate payers, 
local government units, or the state’s economy as a whole. 
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STATE OF WISCONSIN 
DEPARTMENT OF ADMINISTRATION 
DOA-2049 (R03/2012) 

DIVISION OF EXECUTIVE BUDGET AND FINANCE 
101 EAST WILSON STREET, 10TH FLOOR 

P.O. BOX 7864 
MADISON, WI  53707-7864 

FAX: (608) 267-0372 
ADMINISTRATIVE RULES 

Fiscal Estimate & Economic Impact Analysis 
 

2 
 

13. Benefits of Implementing the Rule and Alternative(s) to Implementing the Rule 
 
The benefits of implementing the proposed rule include bringing the administrative code in line with current technology, 
current practice within the profession, and the Wisconsin Statutes. 
14. Long Range Implications of Implementing the Rule 
 
The long rang implications of implementing the proposed rule include bringing the administrative code in line with 
current technology, current practice within the profession, and the Wisconsin Statutes. 
15. Compare With Approaches Being Used by Federal Government 
 
None. 
16. Compare With Approaches Being Used by Neighboring States (Illinois, Iowa, Michigan and Minnesota) 
 
Illinois Administrative Code allows renewal applicants to use self-study courses offered by an approved provider (Ill. 
Admin. Code tit. 68, pt.1500.25 and Ill. Admin. Code tit. 68, pt. 1505.55).   
 
Iowa Administrative Code allows the completion of distance education courses but does not explicitly allow for the 
completion of self-study courses to fulfill continuing education requirements (Iowa Admin. Code r. 811-11.1). 
 
Continuing education is not required to renew a license as a veterinarian or a veterinary technician in the state of 
Michigan. 
 
Minnesota Administrative Code specifies that not more than ten hours of continuing education credit from noninteractive 
(self-study) sources may be accepted toward the 40-hour continuing education credit requirement for license renewal 
(Minn. R. 9100.100 subp. 5.) 
17. Contact Name 18. Contact Phone Number 

Katie Vieira (Paff) (608) 261-4472 

This document can be made available in alternate formats to individuals with disabilities upon request. 
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One East Main Street, Suite 401 • P.O. Box 2536 • Madison, WI 53701–2536 

(608) 266–1304 • Fax: (608) 266–3830 • Email: leg.council@legis.wisconsin.gov 
http://legis.wisconsin.gov/lc/ 

 

 

 

WISCONSIN LEGISLATIVE COUNCIL 
RULES CLEARINGHOUSE 

 

 
Scott Grosz 

Clearinghouse Director 

 

Margit S. Kelley  

Clearinghouse Assistant Director 

 

 
Terry C. Anderson 

Legislative Council Director 
 

Jessica Karls-Ruplinger  

Legislative Council Deputy Director 

 

 

CLEARINGHOUSE REPORT TO AGENCY 

 

 
[THIS REPORT HAS BEEN PREPARED PURSUANT TO S. 227.15, STATS.  THIS 

IS A REPORT ON A RULE AS ORIGINALLY PROPOSED BY THE AGENCY; THE 

REPORT MAY NOT REFLECT THE FINAL CONTENT OF THE RULE IN FINAL 

DRAFT FORM AS IT WILL BE SUBMITTED TO THE LEGISLATURE. THIS 

REPORT CONSTITUTES A REVIEW OF, BUT NOT APPROVAL OR DISAPPROVAL 

OF, THE SUBSTANTIVE CONTENT AND TECHNICAL ACCURACY OF THE 

RULE.] 
 

 

 

 

CLEARINGHOUSE RULE  15-062 

AN ORDER to repeal VE 10.03 (3) (b) and (i), relating to continuing education. 

 

 

Submitted by   VETERINARY EXAMINING BOARD 

 

 08-21-2015 RECEIVED BY LEGISLATIVE COUNCIL.

 09-21-2015 REPORT SENT TO AGENCY.

 

 

MSK:MM

LCRC 

FORM 2 
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Clearinghouse Rule No. 15-062 

Form 2 – page 2 

 

 
LEGISLATIVE COUNCIL RULES CLEARINGHOUSE REPORT 

 

 This rule has been reviewed by the Rules Clearinghouse.  Based on that review, comments are 

reported as noted below: 

 

1. STATUTORY AUTHORITY [s. 227.15 (2) (a)]  

  Comment Attached YES      NO    

2. FORM, STYLE AND PLACEMENT IN ADMINISTRATIVE CODE [s. 227.15 (2) (c)] 

  Comment Attached YES      NO        

3. CONFLICT WITH OR DUPLICATION OF EXISTING RULES [s. 227.15 (2) (d)] 

  Comment Attached YES      NO    

4. ADEQUACY OF REFERENCES TO RELATED STATUTES, RULES AND FORMS                  

[s. 227.15 (2) (e)] 

  Comment Attached YES        NO    

5. CLARITY, GRAMMAR, PUNCTUATION AND USE OF PLAIN LANGUAGE [s. 227.15 (2) (f)] 

  Comment Attached YES        NO    

6. POTENTIAL CONFLICTS WITH, AND COMPARABILITY TO, RELATED FEDERAL   

REGULATIONS [s. 227.15 (2) (g)] 

  Comment Attached YES        NO    

7. COMPLIANCE WITH PERMIT ACTION DEADLINE REQUIREMENTS [s. 227.15 (2) (h)] 

  Comment Attached YES        NO     

 

15



  
One East Main Street, Suite 401 • P.O. Box 2536 • Madison, WI 53701–2536 

(608) 266–1304 • Fax: (608) 266–3830 • Email: leg.council@legis.wisconsin.gov 

http://www.legis.wisconsin.gov/lc 

 

 

WISCONSIN LEGISLATIVE COUNCIL 
RULES CLEARINGHOUSE 

 

 
Scott Grosz 
Clearinghouse Director 

 
Margit Kelley 

Clearinghouse Assistant Director 

 
 

Terry C. Anderson 
Legislative Council Director 

 

Jessica Karls-Ruplinger 

Legislative Council Deputy Director 

 

 
CLEARINGHOUSE RULE 15-062 

 

Comments 

 

[NOTE:  All citations to “Manual” in the comments below are to the 

Administrative Rules Procedures Manual, prepared by the Legislative 

Reference Bureau and the Legislative Council Staff, dated December 2014.] 
 

 

4. Adequacy of References to Related Statutes, Rules and Forms 

In the rule summary, the references to ss. 453.03 and 453.062, Stats., should be corrected 

to ss. 89.03 and 89.062, Stats., respectively, to reflect the renumbering of those sections in 2015 

Wisconsin Act 55. 
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State of Wisconsin 
Department of Safety & Professional Services 

 

AGENDA REQUEST FORM 
1) Name and Title of Person Submitting the Request: 
 

 

2) Date When Request Submitted: 
 

 

Items will be considered late if submitted after 12:00 p.m. less than 8 
business days. 

3) Name of Board, Committee, Council, Sections: 
 

Veterinary Examining Board 

 

4) Meeting Date: 
 

11/4/2015 

5) Attachments: 

x Yes 

 No 

 

6) How should the item be titled on the agenda page? 
 

American Association of Veterinary State Boards (AAVSB) Matters  
1) Annual Meeting of the AAVSB Report – September 22-24, 2015 – Milwaukee, 

WI  
i. North Carolina Dental Board Case  

ii. Facilities Inspection  

iii. Federal Drug Administration (FDA) Animal Feed Directive  

iv. Prescription Drug Monitoring Programs  

v. Other 

7) Place Item in: 

x Open Session 

 Closed Session 

 Both 

 

8) Is an appearance before the Board being 
scheduled?  If yes, who is appearing? 
 

 No 

 

9) Name of Case Advisor(s), if required: 
      

10) Describe the issue and action that should be addressed: 
  
Receive a report about the AAVSB Annual Meeting – September 22-24, 2015 – Milwaukee, WI and review several topics 
addressed by the AAVSB. 
 

11)                                                                                  Authorization 

 

Signature of person making this request                                                                                          Date 
 

 

Supervisor (if required)                                                                                                                       Date 
 

 

Executive Director signature (indicates approval to add post agenda deadline item to agenda)    Date  

 

17



a AAVSR 
.\\\[>\(<_-\:-< -~'~()l'!,!,1!11~- ()f 

\'!lfltlNA!IY ~lATf ~O.\RD~ 

2015 AAVSB Amwul l\fcdiiig & Confer..•uce 
fo.fiJ\nfUkec, n'iSl'OllSill 

BACKGROUND OF THE SUPREME COURT 
DECISION ON THE NC DENTAL BOARD CASE 

Jack Nichols, JD 
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N.C.Denlal Board v. ff¢/ 

How Are My Teeth Whitened? 
-, Solhvsefrays,bv'I: __ 

-._ Oootiibllseh)tlogeo 
pet"~ -c.n 25-.40 percent. 

• -O!OOs WJ h)d"ogeri 
pen»Sdeat 6-!Spercenl, oc 
hydogen cabomJda {YJ*tt 
bed:sdo'Ml 103% h}d"ogen 
pet"ooSde) 

· Whal does the statute Say? 
hl 1879. lheN.C. Genera!Assernb.'ts!ated: "The ptOefke ol 
derilblry h Iha Sfate of Norlh Cao!ilo h hereby d~Jaced lo affect 
lhe pubk heolh.. $0/ely ond welfOftt and fo be svb}«f lo 
1eguJaffon and conlrol In !he pvbk lnlere$1. ff i; tmher dedaed fo 
be amolferof pufkillere~f cmdconcem that lhe denfof 
prof essbn merit ond receiie Iha confidence of the pOOfc ond that 
oo¥ qoolT.l:"!d PffiO!li be pe<mitfed to pcacfice denfohy in the - -
Slafe ol Noah Caoli?o. nis Alflele shoU ba fberofy cOllshWd lo f, 
eanyQIJffhe1eob}edJondptNp01eJ." (Emphos!sodded)- - f, 

muv~»i 

You Think You Want Whiter Teeth? 

• YOlK Dentist? • Spa or tvkill? 

What Does the Expert Say? 
"My conclusions are that bleaching has some risk #o the 

- -publlc safely_ and needs a proper dental exam pdorto 
lnlffation due to the uro:nowns of what bleachhg does i1 
terms of masking pathology, also that there ore concerns 
about fhe_ qvallfy of products and pH Essues and acid 
levels, and there's concern about what things fie dental 
Hg his do In ferrns of bleaching." {Emphasis added) 

Dr. Yan Haywood, DDS 

""._, .... ,_ ... _,,,. 

What does the statute Say? 
{o) No pei-son sho!I engage in the practice of 

- dentistry in this Stole, or offer or attempt to do so, 
un~ sueh person is the holder of o vo~d icense 
or cerlificole of renev1ol of f-cense duly issued by 

- the North Corofino Stole Boord of Dental 
ExOiriners. 

>!•_, ...... _..._= 

8/18/15 
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Whatdoes the statute Say? 

J:tSt~:~~~~~=~.:~ln 
IOO c::bilyto do onr QM« rroe d !he ki<:M'ngocl:s a Rmg< 
Wkh. iorlh<t p..rposes d. !!'is'°'1lid11. COO'dhle ~ µocrce of 
OO'f'&ly. 

~~ lem:rt•I $kins,oc0:e'!°iOOS«deposl>ic<>mh hi.mon 

'"""""""""' 

'"[~~ctual History. 
.- SOmelinahi'OOl. the Ff\: -

hJ:lated on hvestlgottqn_ of 
the Slate Socrd. __ 

• from20C6~_20lO.lheFIC 
hl~17Boad 
members &staff members 

-- (somelvke)ondreqoesfed 
l_houson<h of pages. 

( FClctual History 

•-Oo.Jooe 17,'2010. lhe 
-C~Redon 
odm'nlslra!lve Corrpkfnt 

- -dteg'ng !hot state Boero hod 
compfed fores!:ru:'r_l Wade by 
eofOfd\g a !fofestoMe, 
N.C. Gen.Slq_I. § 90-29{blf2), 

-• The AC AU coriducfed a 5 Week friol ond issued a 
1:.30f)oge l_nit_!ol Decision on_July 14, 2011. 

• He ocde<ed the Boold tO Cease and Desist from 
lssiin9 Cease &. Desi_st letters, but okw1ed the Boad - ~t{ 
to file cOt.Kt actions ogoinst a non-dentist provider - 14_ 

- for alleged violation of the Dentol_ Practice Act. -- I~ 

-~ 

Factual History 
• h 21))3, BOC.-d receNOO 

complolif; oboot IX'>fKknfi>t 
rro~of_teelllv.hleohg 

"""""" • fr91ll2003-'2009,lhe8ocrd 
- ooocfucled flvesl{lationi of 

spo.sondklosksh ~. 

.- -,- _- - -_. --

FClctual History 

• ffom2005~2009,lhe8ocrd 
sent ~7 Ceose & Demi lelters 
to uofceosed per50r1$ « 

"°""""'· 

In ood1ion, the odffiinislrotive conlp!Oint o!!eged 
tho!:. 

• The _Boord had engaged in cOndvct tho! would 
hQve the effect of restro'ring competition by 

- prevei\fing ond delerring non-Oenttsl_s frotn 
p<ovidng feelh whilering servfces_in Norttl (;'aoioo. 

• Jhot Issuance of fhe C & D Jeffers wos without 
aulholily. . 

:'C-'.-':.::>: __ -_ - -

Fa~lucll History - 4th Circuit . 
liie Boa'd oppeo1.d lo 111e FO\Kfh cirut which 

-ofMtied t_h_e FTC In o 3-0 decision, wilh o concuTing 
opinion. The Court held tho!: 

• -ltle-800-d 'NOS o-privot_e octor ond not a_ state 
_agency. 

• The Sfole did no! "actively superl.iSe" the Bocv-0. 

8/18/15 
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FCctual History - 41h Circuit 
--_. The Booed, beCouse it wos mode up of 

lcenSees, had the capacity to conspie. 

• The FTC's findings of anfi-competilive behavior 
Were Suppoited by substanllal evidence. 

• The pattern of sending C & D letters was -
concerted ocflon. 

t\l,t)VS~ 

. Factual History - SCOTUS 
01..li_ng the oral argument. Justice Breyer asked 
the salient question,-" ••• what the State says is: We 
woiJki like this group of brain surgeons to dec{de 
who _C_an practice brain surgery in this State. l 

i 

don't \'tont a group of bureaucrats deciding that. . -lf 
- l woutd Bke brain surgeons to decide that." 

Factual History - SCOTUS 
BUT, other Court mSmbers expressed support for 
the FTC position. Justice G!nsbllfg asked, "VVhy 
should there be an antitrost exemption for 
coliduct that is not authorized by state faw? The 
_objection here was that this board was issuing a 
whole bunch of cease and desist orders. They 
had no authority to do that. ·No authority at otl." 

iq ....................... ,,, 

Factual History'- SCOTUS 
On Oct. 14, 2014, SCOTUS head oral aguments 
and considered 17 amicus briefs. 

The_ queslions at fhe Of'al argument indicated fhaf 
the Col.Kf is ikely fo estobish a new test. 

Factual History - SCOTUS 
\Alhen fhe Deputy Soficilor General described the 
rote of the Rules Review Commission as on 
indepehd6nt _''_OOdy of cf1Sinterested State actors -
vA10 Could pdss on fhe voidily of rules," JuStice 
Scalia responded, "ReoYy, realty? ••. f don't want 
_that. -, ,Vant o neurologist to decide that." _ --= ::-

Factual History - SCOTUS 
, Juslice-Kago_n sold that the question Is: 

-"ls this P:<Jrly, ihis board of all dentists, is there a 
dongerthaf it's acting to further ifs ov1n interests 
rolhei th on the governmental interests of the 
State? An_d that seem almost self-evidently to be 
true." 

8/18/15 
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Factual History - SCOTUS 
Counsel for the Dental Boord ond Justice Kogan 
hod a long COiioquy about state supervision. 
CoU11Se_I not_ed that: "There is a grave risk that_ if 
you require too much supe1Vision as o condition 
of anti-trust {sic] Immunity, no one vlill seNe on 
lhese boards." 

- Factual Hish:>ry - AAVSB Brief to 
SCOTUS - -_ --- - - -

The_MVSB & 18.~ther_Os.sociafions filed an omlcus 
brief. The:~ief_orguedfhal: 

-• The DSritol Boord Yros 0 duly consfituted state 
agency that acted on behalf of the State. 

• _Congiess never intended to subject Ol.B _l()_Ffc 
oversight. - - - -

Whal Happenl!d To S~pcirallon Of 
Powers? 

• EXECUTIVE, 

• LEGISLATIVE, and 

'JUDICIAL_ 

8/18/15 

Factual History -scorus 
lh!.s C_oncern was articulated by several of the 
_omicus briefs. -nm N.C. Stale Bar, in ils amicus 
brief, said: "LcTwyers wiH be reluctant to serve as 
bar councifors for fear of being sued - and of 

- being held indivkiuolfy liable - in treble damage 
antitrust action?." 

l'ClctllCllHlstory -AAVSB Brief to 
SCOTUS 
• Subjectirig OLB to FfC _CNersight woutd 

undermf(le_the abflily"of States to regulate 
health pfovisions. -

• Risfof anfifrustoversighf will discourage quoUfied - ;:-

• ::=::::';~: ::=:~~~v•rsiQhf wov~ ~ 
disruPt a 150 year fr?dition of State reguTaffon. ] 

i'IOo·\ ..... <-_>"-J<"$ 
. KIAA\'SB 

- "-'-!_',_'-:";!_-

- --- - --

Blind Men Examine an Eleph~nl 

l'lllo\ ...... _ .... = 

4 

"'C 
:lJ 
m 
CJ) 
m z 
~-
~ -0 ,z 
CJ) 

197 
22



198 

F~rrnlllallng the Question Formulotes the 
Answer - · 

• Agef)cy_Lawters so';. 

.--Anlifrus_t Lav...yers soy: 

• ff~e_ Enterprise types say: 

• Conslilulionol lawyers ... 

,:c;;-'.-,-:.·,,_- __ _ 

i Pos~ible .Outcomes 
:1. -Affirm the 1948dedslonofParkeiv.Brown, 

where the court fht ci"ticuloled fhe poky of 
stale qgency exemption from ontifrust !av.rs. 

2. Oeo_le _a new test for Stole agencies. 
- -3,; Accept FTC's suggestion of a "hybrid booed of -

- se\f..fnteresl mat et pcxtidpanfs" with oppr. opiate 
supervis.lon of "dsinleresled slate offickil to - -
enstXe no anticompefit1ve behavior. 

4. Increase in Stole Supervis.to_n_ 

SCOTUS ISSUES DECISION 
_• Onfetwcxy25, 2015, theSufXeme Court Issued Its 

decision. 
• By a vote of 6-3, theCOlrl offtmed fhe FolxfhCtcull 

ondthefTC. 
•- Thecloslng sentence of the op!n.lon neatly 

summaizes the Court's Dedslon. 
• "if a State nonb to re1'fonacttve marketparlk:tpcints 

as regubton, It must f)(ovkle actNe supeIVislon • 
sfale-acffon immunity under Parker~ to_ be i'lvoked." 

......................... ,,, 

Possible Outcomes 

Possible Outcomes 
4. lnqea$e in State Supervision by: 

• The PED -PfOposed OlC; 
• New leglsl<ittve oversight committee; or 
•_Increased oversight by APO. 

SCOTUS ISSUES DECISION 
Justice _Kennedy, spOOking for the mo!ority, said: "A 
non-sove<eign oclor conlrolled by oclive mOO:.et 
pocticiponfs- such os !he Bocvd- erioys Pa<ker 
Immunity on!y if it satisfies two reqv'1emenls: 

• 'Iha cho!ler19ed reslroinl •.. {is] deafy OOiculoted 
ond offt-mof!'le!y expressed as slate poicy, • 

• and ... '!he po-fey ..• {is) actively superv'iSed by 
the Stole.' 

8/18/15 
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What Is State Supervision? 
• 01 CO\is0, lhe ques!lon OOcomes, who! is "aclive 

supeMSon'i" - -

•-Justice KennOOy left !hot mall er open. 

• He slated, "Ac five slspervis..bn need not enfal dat-fo-day 
hvolvemenf hon agency's operations ot 
-mkromonogement of ffs every decls.l::m. Rather the 
·qvesffon fs whether the State's 1evlew mechon5ms pov1de 
•reoislic as:sotooce• that the nonsoverelgn'soctor s --
ootlcompelitl'le condvct "promotes state po fey, rather 
than mere>; the patty's ildMduol lntecesls.. • 

blssenting Opinion 
Tue diss6nt also aiticized the new test under Mid cal 
·Qnd lhe fa~t that municipofilies _ -

"tJeliefit from 0 more lei11ent standard for stafe­
action" immtinity than private enh'h"es. Yet, under 
the Court's approach, the North Carolina Boord of_ 
Dental Examiners, a full-fledged state agency, is 
treated like a private actor and must demonstrate- -
that the State a_ctNely supervise_ its actions." -

'w~~tls state supervision? 
-MY-"'ew-clfSt01-eS~10n_rstoconsldl7f'on3 
bconches of government. - -

-· Juciciol Branch 

•-Executive Branch 

• legts_tolive Branch 

"'''"'""''-u.zu 

Dissenting Opinion 
r, ._-_In lis-dssent. Justice Alito. joined by JLislices Scaia ond 

Tuomos. indcoted he \'/Ould have upheld Paker. 

• "Todciv. however,- the Cotxt takes the unprecedented 
step of holding_ fhot Pofke1 does not OPP!>' .ta lhe Norlh 
Corofoo &xxCJ because lhe Boord is nat slrucfu<ed in 
o way that merifs o gooq..gavemmenf seol of 
oP.(XovoJ; I hot is, it is mode U,P of practicina def!fists. 
WOO hove o financial incentiVe lo use the Jk;ensing 
fav_ls to ftxther the finonciol interest of the State's of 
dentists. There is nothing new about !he sfrucltx_e 
the l\'orlh Coro/ha BoorCJ." 

"l>l~s~nting OpiniC:m · 
-;~:lhe.--- final;n.- Orine.· ~nt •. '"'. -, iceAHo,_ bY.. o.s1:.1oa questions, 
feteootl lhe uncertoinlyof !lie Mt.re applcOllon oflhe Dedron. 
.- "\'mat ls-a 'coo!roti'oQ flurnber'i 
<_ tslt a in$iJyi-Andff_so, why does the Court eschewlh~l lerm? 

• __ Who~ an 'ocllve_-ma1:::el paildpont'? 

•_What h !he SC%>0 of lhe illaket In v.tikh a member maynol 
palldpolE) WhFie reeving on the bead? _ _ -

• M.mllhemark.e!berelevonllo. lhe. "°""" .. ""'.eg"" .. ""°. >being cho~ a merely lo !he JIX'.scficlbn of I he enlte agencyi" 

'"Gol~g forward, How Will o~cupallonar Licensing 
' Board Members Be Selected? ,-

• The-F0Vrth Circuit's cono...rring-judge based her 
opinion on l_he subject of immunity on the fact that _ 
the N.C; Board niembe(s were ·elected by the state's 
denflsls, ralhe< th.on sele_cted by the Executive 
Brandl. 

But, the Oral argument before lhe-S-Up<eme_ Court 
seemed to rrinlmize that Issue; - -

.. ,..,...,.~.u.,.u_.,, 

8/18/15 
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.--,--- - ---- ;-_ 

Gl>lng Forward, How WJH Occupational 
Licensing Board Members Be 
Selected? 

• Th0_ Sur)reme Col.Xi's majority opinion avoided 
discussion_ of board selection or composition. 

• But the dissent forecast the likeihood !hat some 
_prospective board members would flO longer __ ~ 
vA!ing to serve. 

' Going Forward, Wiii Occupational 
· Licensing Board Members Be Liable? 

• --JuS_tiCe Kenii_edy~ SpeQ_\:ing fOf the majority, scid: "But 
His _cose, which dOes not p<esent a ck>im for money 
damages, does not offer occasion to address the 
question whether agency officials, lnclu<fng board 
members, may, under some drcumstonces, e£1oy 
irrimUnity from damages &obiity •••• And. of cotK_se, · "!.·.• ... ·,· 
the States may provide for the defense_ond ~ 
Indemnification of agency members In the-event of 
lltfgatlon," (Emphasis add~} 

.. - -- -

Going Forward, Wiii Occupational 
Licensing Board Members Be Liable? 
-Re9arding active stOte supervision, !he complaint 
alleges: -

"fhe Boord is mode up of nine (9) physicians, who 
-participate in the provision of healthcare services in 
Mississippi. Even though the Boord is made up of 

- morlcet participants it receives no supervision from a 
politicoll}t accounfoble state supervisor with veto 
power \Vho is not a morlcet porticfpont.-" 

, Going Forw'ard,Wlll Occupational 
•Licensing Board Members Be Liable? 

•_ As noted pre_viousty, many of the Omkus briefs before 
- the Supreme Col.Kf raised_ the specfef of occupatiC>OQI 
icenSinQ boad oppointeas declnlng to serve 
because of their COflCe(n obout lhei' personal iobi§ty. 

!<I ...................... , ... 

c~plng Forward, Wiii Occupallonal 
licensing Board Members Be liable? 
n¥:s 1s·n0 longer on ocOdenic d-scussion. 

-·--~~~~~~?h~~~~gl~~J:f ~~nt~e 
because ii forced him fosee ihe cinicsince.hewosnot 
a_pt_lysicion. 

• The CQo)plslint uses/follows the FTC's odrririslrotive --_ -

fh~~~ftl~~~rir~~Ne~l~fyf~di~facl, 
·heading, ANTICOMPETITTVE EFFECIS OF !HE DENTAL 

BOARD'S ACTIONS --- _: 

Going Forward, Wiii Occupational 
licensing Board Members Be Liable? 

Plaintiffs seek: 
• injuriClive reief, 
• declaratory refief, 

• treble damages, and 
• AtlOfnay fees & cosls. 

"1'""""''_ ... _ 

8/18/15 
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Going Forward, Wiii Occupational 
licensing Bo.ard Members Be liable? 

• Does_ your BOOl'd have pubic liabiity insurance 
thot_~ll pay the cost of defense? 

-· wm it also pay damages? 

• Probably, any coverage Vvill exclude lrebJe 
damages, 

Going forward, the FTC's Position 
,_· 5.!grificOnlly, she no led "-lhaf decision rep-esenls the 

culrn1ootion of the eornrrnssk>n's efforts fn !he $!ale 
octlonaeo." 

~-She olsO OQ!ed that the FT C's wori:: on the sub}ect 
began v.ilh the StoleActton To~k Force, wtich 

-- fcrm!Jlated Iha goals of ''reigning In antitrust 
exemp~_ond lmmurVttes." 

·Going Forward, the FTC's Position 
• -Could be-OC!ively sypeMsed by Iha fo!owiog 
·methods: .legislofive comrriffees, umbrela stole 

~ _agencies, rut~ re\tfew cornrrisslons, or other 
~- ds!ntecested state officio ls in the event that the 
il Stale_pr0fers that a bead Is "controled by market 

. pO<tidponls"; 

• Could be indemnified in the event thOt ontifrust­
domages ae imposed on lndviduo!_ boad 
members; - -

Going Forward, the FTC's Position 
.; ln_a Morch31, 2015, speech to The Heritage 

i=oundalion, M:nxeen K. Ohlhausen, a member 
of the FTC; Commented on the N.C. Dental 
Boofd-Decision but noted !hat fhe comments 
were her own "and do not necesson?y reflect 

_ the viev1S of the Federal Trade Commission or 
onyothe_rComfnissfoner." - - -

Going Forward, the FTC's Position 
Comaissioner Oh!housen obswed thof slate boads: 

• Shouki be "moce cognizant Of, and hopehAty 
rririmQing, !he competitive effects of a bead's 
reg_vk?loiy decision ... "; 

~ -_"{Njeed not be conlro!l'ed by active mOO:et 
pcrfk:ipools"; 

~olng Forward, the FTC's Position . . 

•_~Id use thetryuilct1ve J::(ocedlKes In court ond re.'y 
_on the Noerr-Pennington dochioo. 

•_ She later dhct.is.sed the need fq Slates to "lake a step 
bock to _reconskler the composttloo and oversight of 
fhetr_egulatoryboards .;. toseelftheyaeon bolance _ 
_he!?ng q horrnlng consumen." 

8/18/15 
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WhatWlll the FTC Do Now? 

~ • <;onttnve to WOO:: fo weaken State Immunity 

5 

~ • _UtlgaleAct!veSupeMs!oo 

• Be mae ixoacttve !n stole Ol8 activity. 

"' ............ _ . .._,.., 

·· The Last Word •••• 

__ However your 80Q(d operated before 2015, it 
mil HAVE to operate differently from NOW 

ON! 

8/18/15 
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2015 .AA.VSB Amwal i\kdi11!! & Co11ft'r~·1we 

,\fiJw;rnkee, l\'iSl'OJISill 

UPDATE ON EFFECTS OF SUPREME COURT 
DECISION ON THE NC DENTAL BOARD 

Jennifer Semko, JD 

28
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2015 MVSB Annual Meeting & Conference 
September 17-19, 2015 
Milwaukee, Wisconsin 

EVOLUTION OF STATE ACTION IMMUNITY: \'JHAT NOW? 

JENUIH~ AUCONASEMKO, ESQ. 

BAUR & MCHNZIE, llP, WASHINGTON, D.L 

Supreme Court's February 25 Ruling 
"'If a State wants to rely on active marke.t partidpants as regulators, ft 
must provide active superv'.s\on If stale-action lmmuntty ... is to be 
Invoked." 

• t t f 

! ' t ' ~: 
, ",. ,,,. ,. _, """' .. 

(Brief) Overview of Ruling 
6 to 3 deds!on {Alito, Sc;i!!a and Thomas d\$sentlng) 

Majority's Conduslon: Be<ause a "control!lng number" of the 
Bo.ard's dedsloo makers are "acti\oe market partklpants In th<! 
occupation the Board regulates: the Board Is treatOO as a private 
actor and must show actl\oe supervl1ion by the State 
•The "'active supervision~ requlrementwas not met here 

Dissent: lhe majority seriously misunder5tar.ds the doctrine of 
state-actloo Immunity. Board Isa state entity. Period. 

Objectives 
Recap of the U.S. Supreme Court NC State Board decision 

Potential implications for regulatory boards 

Recent developments 
0 Utigatioo 

•Statere5pomes 

Food for thought 

Overview of the Decision 

Majority's Analysis 
• There are limits on immunity 

• State agencies are not sovereign simply because of their 
governmental character 

• Active state supervision is required and must be 
meaningful 

• Compared Board to a trade association 

\ 
8/18/15 
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Majority's Analysis (cont'd) 
Citizens need not be discouraged from serving 

Long tradftion of pf<lfess.'oru.I self-regulation in US 

• States may see broefits to st<iffing ageocles v.ith e:qi.erts 

No clatm fOf money damages here, so need Mt a<ldress v.hether bo.ard 
membe<s may be lmml.Hle from moner damages ~ KlfT\e drcumstallCE:S 

State can p<O'Me fc~dl!ferue and ln&?mnifkalioo 

State can ensure Immunity by adoptin,i: dear po-'icy to dlsp!~ 
competition and frf agency CO(ltrolled 17( acth-e market partidpants) 
providing .Xth'l! Sllpff'o'lslOO 

Dissent's Viewpoint 
The NC Soard Is a state agency '"aOO that Is the end of the matter" 

" ... until today ..• lmmunitywas oeo.-ercoOOrtlooed on the 
prOf)Ef use of state regulatory authority." 

Majoritydeds!on '\vl!I sp.awn confu;lon" and be difficult to apply 

States may now ha~oe to change composition of boards,~ it Is 
not dear what sort of changes are needed to satrsfythe test that 
the Court now adopts;• 

Potential Implications 

Majority's Analysis {cont'd) 
How much slate supervision Is required? 

Te-st Ii "fleJ<ible and contert-Oependent" 

[)o(l't nttd day-to-<by Wlro.\-ement ~ operations 0< micromanagement of 
e.-erydedsion 

Re-.iew mecha(l!s.m rrrust prcr.'!de 9 teali:stlc assuraoce"" that conduct 
~promotes state potcy, rather than merely the party's 100:-.'klual lnte<ests-" 
Four requ!iements: (1} supervisor rrAJSt revk-N ~tance, not merely 

=;~t~:;n'd(~j~~~Ur~·ffi3~~er::~tialfor 
particfpant 

Dissent: Unanswered Questions 
• \'Ill.at Is a "cootrolV!g number"? Ma,lo!ity? Votirr;: b.Jod Obstructfoo!st 

minority? Po-,.,·erfuhge<Kychalr? 

Who Is an "acth-e marketpartfdpant"? 

\'Ill.at Is the scope of the market? Must market be relevant to the 
partkular thall elllM cooduct? Would result be different If Board 
members &d not p<OVide teeth whitfilllli' 

How much particfpatfon makes pe<soo .. acti\-e"" In the matS:et? 

\'Irr{ stop at structure of the board v.t.ffi evalua!ing "board capture"? 

Why does this matter to you? 
Broader ls.sue of'state actkm• 1s relevant to 
all regulatory boards 

Many boards loclude practitioner members 

Amount of Interface with the state may vary 

Second recent Supreme Court ruling 
narrowing state·actlon defense; FTC strongly 
disfavors state act!O!l defense and 5-eeks a 
hlgh bar for •active supe1'rlslon• 

c~. 
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So now what? 
FTCCommlss..loo« Brill announced in June that FTCv.'Ol.id lswe 

"""~ 
Talk to AG a boot your boatd/state 

Don't focget first p<0ng; dearly artkulated state poiqto displace 
rornpelition 

• HaN dear Is your enabling statute? 

Remember four r.equ!rernents fN actr.-e supen"'<S!oo; (1) wpeffisor 
mo;.t re-MN substance, not merely procedures; (2) most ha-.-e powa to 
\'elo/mod[fy; (3) mere potrotlal forwpe<v!sloo notenoog.h; and (4) 
supeMWf tan't be active rNrket partk:ipant 

Litigation Consequences 
Ukelyto embolden private 
litigants to assert antitrust 
claims, even when merits not 
strong 

Does oot mean boardswm 
lose .•• Sut nave potentially 
lost straightforward grour.ds 
for early dismissal 

Suits are already being filed ... 

Axcess Medical Clinic 
dink opened 2010 

In 2011, Board adopts rule requlringdlnlcs to be owned 
by a hospital or licensed physlclan 

Plaintiff gives his majority interest to a physlcian without 
compensation 

din le later forced to dose when Board imposes new rules 
requiring education/certification for physician owners 

Recent Developments 

Axcess Medical Clinic 
Challenges new rules Imposed 

Axcess Medical Clinic 
Antitrust Claims: 
•Excluding oon·ph'(siclans from ownership of pain dlnlcs and 
requlfln.g approval from board before operating 

• lmpo.;!n.g special edocatlonf certlfkati-On requirements for clink 
owners oot required of other physklans 

Seeking$700,000 in damages, treble damages and 
attorney's fees 
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Axcess Medical Clinic 
Board composition: 9 physki<Jns {MDs and DOs) 

P!a!ntiff alleges board membErs are "market partldpants• arrd 
acted without a state supervisor wlthveto authority 
• Must UH! bo<:rd rr.anbtrs partidpote In pain mw~Wl<'nt proctic.-. lo be 
"=rill put!Op<nl5'1 

Note: Board a.•ersees MOs, osteopaths, podJatrlsts, PAs, 
racf:<>!oglst assistants and acupuncturists 
• Ml&fit state~ ~Am'ty app.'y to dedsc!ons ...,...dated to pr~ of 

rr.eOldr..-.1 

Teladoc, Inc. v. Texas Medical Board 
Board Includes 12 f}fdctfdng phys!dans (voted 13/1 for new rule) 

203 of 206 public: comments opposed the new rule 
• Tv.'O fa-,~ statell>Eilts cam"' from tll.e Taas Medlca[ Association 

Board argues new rule clarifies and expands opportunities for 
telemedklne ... Only scenario prohibited Is treating unknown 
patient Without objectiVt! dlagoostlc data or ahi!ity to follow up 
With patient 

Robb v. CT Board of Veterinary Medicine 
Characterizes licensing board as 
•competitors" seekingto prevent a 
threat to significant aspect of vet 
practices 

Application for TRO denied 

Also seeking compensatory and 
treble damages II . 

Teladoc, Inc. v. Texas Medical Board 
National telemedldne provider sues Texas 
Boord In April 2015 

Seeklngto stop rule requiring doctO!s to 
meet Jn person With new patients before 
writing pres.cfiptlons 

• Alleges Boord adopted rule only when 
Te/ado<; began to be a competitive threat 
to tr;iditional practices 

Robb v. CT Board of Veterinary Medicine 
Complaint filed In ]line 2015 ;iga!rut 
CT Boord and Its members 

OVM {and owner of Banfield 
Hospltalfr.mchlse) seeking to block 
dlsc!pfinary actloo against h!m, 
arguing v)o!atloo of antitrust laws 

• Dlsdpllnaryactloo stems from 
p!a1ntlff$ decision to Implement his 
own vaccination protocols 

Oklahoma Response 
Governor issues executive order 
In late July 

Stale boards made up of majority 
of Industry participants must 
submit all non-rulemaking actions 
(like licensure) to AG for review 

Must defer to AG on any 
modifications 
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Food for Thought 

Other Considerations 
Evaluate (establlsh7j state provam fOf d.efense and lr.demnifk:atlon of 
board members 

some acthities may be more i\ely to draw scrutiny than others (e.g., 
indMdual d&Jpinary action vs. broader scope-<>f-p<actlce question) 

Prepare f0< potential lnue<!S(! In private antitrust claims In response to 
board a<tloos 

FTC may be i;ncooraged; complaints brought to FT C's attention may get 
receyti;-eaudlence 

Method of board member ~ not an e;ipress factor lo Court's 
OO:ls.~ 

·---.-.--·· 

Potential Strategies in Response to Ruling 
• [)o',00pgre~terstate stJpei;is.lo.i rnaErlstY-,gboud {e.g., •stateS!.lpcn<s!on 

Cur,"~ti".-eCCflYJl;ttee,statecowt) 
•Ol:lo..,..,.~OT,.roo<i>:AS<:F."" 

Ch.<nge ~rd m.arb!r1N9 so not coo If~ Ut adl.-a rmrl;et partidp.;nts; 
31'l\l.le for stlte ertity status {e.g, m«e puV..: mt1mb.;rs; le.TIO't'e pr.tcti!X>!".cr 
m;Pfity) 

CooVr>e 00.rds to dfute marl et pa:rlJO?ants {e.g., t.mbnf.a boords) 

Seek stale EMoiSffil«f'lt of Oeds.'oos 11\th V"-6'\;fiarnt effeds on compEtlt;ori 

Abandon boards for cat;ln profe~.s 

l.'a~now~~ 

----.-. -· 

Questions? 

,,-----er;-

Jennifer AnconaSemko 

Baker & McKenzie LLP 

\Vashlngton, DC 

(202} 835-4250 

lennlfer.semko@bakermckenzie.com 

\ 
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Objectives  
• The following information will be shared about the 

process used to 
– Develop a new inspection form 
– Develop a transparent disciplinary process for inspection 

violations 
– Implement an electronic inspection program 
– Update regulations related to inspections 
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Board Structure 
The authority for the establishment of the Board of Veterinary Medicine’s 
(Board) and its duties and responsibilities are found in the Code of Virginia 
(Code).  

– The Board is part of the Executive Branch of government. 

– The Governor appoints the seven member board composed of  

– 5 licensed veterinarians 

– 1 licensed veterinary technician 

– 1 citizen member 

– The Code designates that the Board be under the Health and Human Resources (HHR) 
Secretariat and that the Department of Health Professions (DHP) oversees its operation. 

– DHP assigns appropriate staff to handle the day-to-day functions. 
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Board Functions 
As a member board under DHP, the Board adheres to the 

mission statement of the agency: 

Our mission is to ensure safe and competent patient care by 
licensing health professionals, enforcing standards of 
practice, and providing information to health care 
practitioners and the public. 
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Board Functions (continued) 

• The Board regulates the practice of veterinary medicine, veterinary technology 
and equine dental technology by promulgating rules governing practice; 
licensing veterinarians and veterinary technicians and registering equine 
dental technicians and veterinary establishments; and disciplining licensees for 
misconduct that is a violation of statutes or regulations. 

• The Board’s specific authority to regulate the inspection process is found in § 
54.1-3804(3) of the Code of Virginia which states: 

 In addition to the powers granted in § 54.1-2400, the Board shall have the following specific 
 powers and duties:  

 3. To regulate, inspect and register all establishments and premises where veterinary medicine 
 is practiced.  
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Starting Point 
• No major updates to the inspection process in more than 10 years 

• Board appointed an ad hoc Inspection Committee to review the 
inspection process and make recommendations to the full board 

• Inspection Committee included 
– 2 Board Members 

– 2 Board Staff Members (executive director and operations manager) 

– 1 Veterinary Establishment Inspector 

• Public business meetings held 
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Prior Inspection Process  
• Facility types 

– Full Service 
– Restricted (ambulatory, large and small animal practices) 

• Routine inspections every three years 

• Unannounced inspections completed to determine compliance with applicable laws and 
regulations 

• Inspection summary completed 
– Copy left with veterinary establishment 
– Copy sent to the board office 

• Response sent to the board office 

• Action taken by Board if warranted 
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• Inspection form insertion 

Paper Inspection Form 
The previous form lacked 
specificity with regards to the 
laws, regulations and guidance 
information on inspection 
items. 
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• Committee tasked with reviewing the forms and the inspection process. 

• Step process 
– Identify laws and regulations to include in an inspection 
– Format paper copy  
– Designate regulations as major or minor violations  
– Develop point system for use in board actions 
– Format electronic copy 
– Launch pilot program 
– Implement final program details 
– Update regulations 

 
 

 

Overview: Inspection Review Process 
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Identified laws and regulations to include in an inspection 

• Performed a comprehensive review of the current laws and regulations 

• Determined which laws or regulations needed to be on the form 

• Categorized the inspection items 
– Licenses and Permits 
– Veterinarian-in-Charge (VIC)  
– Requirements for drug storage, dispensing, destruction, and records for all establishments, 

full service and restricted. 
– Bulk Reconstitution of Injectable, Bulk Compounding or Prepackaging 
– Patient/Medical Recordkeeping 
– Standards for Veterinary Establishments (building, lab, surgery, radiology) 

Review Step 1 
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Formatted paper copy 
– Started with formatting a hard copy 
– Cited statutory or regulatory language 
– Included the beginnings of guidance information 

Review Step 2 
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Designated regulations as major or minor violations 
– Patterned after Board of Pharmacy 
– Evaluated each regulation 
– Assigned “major” designation if violation likely to cause harm 
– Assigned “minor” designation if violation not likely to cause 

harm 
– Started using new form in December of 2011 

 
 
 

Review Step 3 
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Developed the point system for use in board actions 
– Utilized Sanctioning Reference Points concept 
– Assigned 2 to 5 points for  “major” designations 
– Assigned 1 point for “minor” designations 
– Assigned double points for repeat violations 
– Applied points to sampling of inspections 

Review Step 4 
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Formatted electronic copy 
– Added point system information 
– Added guidance information 
– Finalized the details of the E-Mobile inspection summary 

 

 

 

 

Review Step 5 
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New Form 
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Launched pilot program 
– Developed guidance document 
– Presented at the 2013 Virginia Veterinary Medical Association’s 

annual meeting 
– Evaluated data to validate the point ranges 

Review Step 6 
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Letter of Support from VVMA 
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Guidance Document 
The pilot program was introduced to 
the veterinary community through a 
guidance document adopted by the 
Board. The guidance document 
included information on the inspection 
program as well as board actions for 
non-compliance. 
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Implemented final program details 
– Revised guidance document  
– Trained inspectors on quantifying/qualifying violations 
– Developed evidence collection process 
– Identified process for amending inspection report 
– Determined process for identifying repeat violations 
– Developed follow-up evaluation process 

 
 

Review Step 7 
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Updated regulations 
– Identified current veterinary facility business models 
– Identified regulations that needed to be updated 

 

Review Step 8 
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• Three year inspection cycle 
• Four inspectors 

– 1090 facilities 
– Approximated 7 to 8 inspections/inspector/month 
– Average of 4.2 hours to conduct an inspection 

• New form well received 
• E-Mobile working well 
• Board action based on point system 
• Regulatory update ongoing 

 
 

Current Inspection Program 

55



• Steady and slow got the job done 

• Objective method for determining board actions protects 
the Board, veterinary community and the public 

• Follow-up evaluation process is key to ensuring program 
integrity 

Summary 
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Questions and Answers 
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Facility Inspection System 

Virginia Board of Veterinary Medicine 
2015 
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Objectives  
• The following information will be shared about the 

process used to 
– Develop a new inspection form 
– Develop a transparent disciplinary process for inspection 

violations 
– Implement an electronic inspection program 
– Update regulations related to inspections 
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Board Structure 
The authority for the establishment of the Board of Veterinary Medicine’s 
(Board) and its duties and responsibilities are found in the Code of Virginia 
(Code).  

– The Board is part of the Executive Branch of government. 

– The Governor appoints the seven member board composed of  

– 5 licensed veterinarians 

– 1 licensed veterinary technician 

– 1 citizen member 

– The Code designates that the Board be under the Health and Human Resources (HHR) 
Secretariat and that the Department of Health Professions (DHP) oversees its operation. 

– DHP assigns appropriate staff to handle the day-to-day functions. 
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Board Functions 
As a member board under DHP, the Board adheres to the 

mission statement of the agency: 

Our mission is to ensure safe and competent patient care by 
licensing health professionals, enforcing standards of 
practice, and providing information to health care 
practitioners and the public. 
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Board Functions (continued) 

• The Board regulates the practice of veterinary medicine, veterinary technology 
and equine dental technology by promulgating rules governing practice; 
licensing veterinarians and veterinary technicians and registering equine 
dental technicians and veterinary establishments; and disciplining licensees for 
misconduct that is a violation of statutes or regulations. 

• The Board’s specific authority to regulate the inspection process is found in § 
54.1-3804(3) of the Code of Virginia which states: 

 In addition to the powers granted in § 54.1-2400, the Board shall have the following specific 
 powers and duties:  

 3. To regulate, inspect and register all establishments and premises where veterinary medicine 
 is practiced.  
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Starting Point 
• No major updates to the inspection process in more than 10 years 

• Board appointed an ad hoc Inspection Committee to review the 
inspection process and make recommendations to the full board 

• Inspection Committee included 
– 2 Board Members 

– 2 Board Staff Members (executive director and operations manager) 

– 1 Veterinary Establishment Inspector 

• Public business meetings held 
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Prior Inspection Process  
• Facility types 

– Full Service 
– Restricted (ambulatory, large and small animal practices) 

• Routine inspections every three years 

• Unannounced inspections completed to determine compliance with applicable laws and 
regulations 

• Inspection summary completed 
– Copy left with veterinary establishment 
– Copy sent to the board office 

• Response sent to the board office 

• Action taken by Board if warranted 
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• Inspection form insertion 

Paper Inspection Form 
The previous form lacked 
specificity with regards to the 
laws, regulations and guidance 
information on inspection 
items. 
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• Committee tasked with reviewing the forms and the inspection process. 

• Step process 
– Identify laws and regulations to include in an inspection 
– Format paper copy  
– Designate regulations as major or minor violations  
– Develop point system for use in board actions 
– Format electronic copy 
– Launch pilot program 
– Implement final program details 
– Update regulations 

 
 

 

Overview: Inspection Review Process 
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Identified laws and regulations to include in an inspection 

• Performed a comprehensive review of the current laws and regulations 

• Determined which laws or regulations needed to be on the form 

• Categorized the inspection items 
– Licenses and Permits 
– Veterinarian-in-Charge (VIC)  
– Requirements for drug storage, dispensing, destruction, and records for all establishments, 

full service and restricted. 
– Bulk Reconstitution of Injectable, Bulk Compounding or Prepackaging 
– Patient/Medical Recordkeeping 
– Standards for Veterinary Establishments (building, lab, surgery, radiology) 

Review Step 1 
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Formatted paper copy 
– Started with formatting a hard copy 
– Cited statutory or regulatory language 
– Included the beginnings of guidance information 

Review Step 2 
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Designated regulations as major or minor violations 
– Patterned after Board of Pharmacy 
– Evaluated each regulation 
– Assigned “major” designation if violation likely to cause harm 
– Assigned “minor” designation if violation not likely to cause 

harm 
– Started using new form in December of 2011 

 
 
 

Review Step 3 
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Developed the point system for use in board actions 
– Utilized Sanctioning Reference Points concept 
– Assigned 2 to 5 points for  “major” designations 
– Assigned 1 point for “minor” designations 
– Assigned double points for repeat violations 
– Applied points to sampling of inspections 

Review Step 4 

71



Formatted electronic copy 
– Added point system information 
– Added guidance information 
– Finalized the details of the E-Mobile inspection summary 

 

 

 

 

Review Step 5 
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New Form 
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Launched pilot program 
– Developed guidance document 
– Presented at the 2013 Virginia Veterinary Medical Association’s 

annual meeting 
– Evaluated data to validate the point ranges 

Review Step 6 
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Letter of Support from VVMA 
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Guidance Document 
The pilot program was introduced to 
the veterinary community through a 
guidance document adopted by the 
Board. The guidance document 
included information on the inspection 
program as well as board actions for 
non-compliance. 
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Implemented final program details 
– Revised guidance document  
– Trained inspectors on quantifying/qualifying violations 
– Developed evidence collection process 
– Identified process for amending inspection report 
– Determined process for identifying repeat violations 
– Developed follow-up evaluation process 

 
 

Review Step 7 
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Updated regulations 
– Identified current veterinary facility business models 
– Identified regulations that needed to be updated 

 

Review Step 8 
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• Three year inspection cycle 
• Four inspectors 

– 1090 facilities 
– Approximated 7 to 8 inspections/inspector/month 
– Average of 4.2 hours to conduct an inspection 

• New form well received 
• E-Mobile working well 
• Board action based on point system 
• Regulatory update ongoing 

 
 

Current Inspection Program 
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• Steady and slow got the job done 

• Objective method for determining board actions protects 
the Board, veterinary community and the public 

• Follow-up evaluation process is key to ensuring program 
integrity 

Summary 
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Questions and Answers 
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CVM: Antibiotic use in Food Animals 

Overview 

 

Status of Regulatory & Policy Progress 

VFD Rule  

Data Collection  

References  
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CVM: Antibiotic Use in Food Animals 

Overview 

 

Status of Regulatory & Policy Progress 

VFD Rule  

Data Collection  

References 

Comments/Questions 
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CVM: Antibiotic Use in Food Animals.  

Status of Regulatory & Policy Progress 

 

Guidance 

Rule 
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CVM: Antibiotic Use in Food Animals.  

Policy Aspects of VFDs 

Guidance 
(See Reference slides for full title and url links to GFI full text.) 

 

Guidance for Industry (GFI) # 

209 

213 

152 
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Judicious Use of Antimicrobials 

 Guidance #209 – ‘‘The Judicious Use of Medically 
Important Antimicrobial Drugs in Food-Producing 
Animals’’ 

 Published as draft in June 2010 

 Finalized April 2012 

 Describes overall policy direction 

 Two key principles outlined in Guidance #209: 

1. Limit use of medically important antimicrobial 
drugs to those uses considered necessary for 
ensuring animal health (i.e., therapeutic 
purposes) 

2. Limiting such drugs to uses in food-producing 
animals that include veterinary oversight or 
consultation. 

 

6 
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Guidance #213:  Overview 

 Finalized December 2013 

 Provides more detailed guidance on 
implementation of key principles in 
Guidance #209  

 Definition of medically important 

 Process for updating product labels 

 Data required to obtain approval of  
any new (therapeutic) uses 

 December 2016 - Target for drug 
sponsors to implement changes to use 
conditions of affected products to: 

 Withdraw approved production uses 

 Require veterinary oversight 

 
7 

88



Guidance #213:  Affected Drugs 

 Medically important antimicrobials 

All antimicrobial drugs and their associated classes 
that are listed in Appendix A of GFI #152  

Drugs not currently classified as medically 
important according to Appendix A of GFI #152 are 
not affected 

 Examples: bacitracin, ionophores  

 Administered in feed or water 

 Available over-the-counter (OTC) 
8 
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CVM: Antibiotic Use in Food Animals.  

Policy 

Guidance for Industry # 213 

 

Implementation timeline  

 

3 months after finalization of Guidance 213 

March 2014 - Hear from drug sponsors as to their 

intentions 
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CVM: Antibiotic Use in Food Animals.  

Policy - Guidance for Industry # 213 

Implementation timeline  

3 months after finalization of Guidance 213 

Status: 

Commitment from all sponsors. 
http://www.fda.gov/AnimalVeterinary/SafetyHealth/Antimic

robialResistance/JudiciousUseofAntimicrobials/ucm378331.

htm  

91

http://www.fda.gov/AnimalVeterinary/SafetyHealth/AntimicrobialResistance/JudiciousUseofAntimicrobials/ucm378331.htm
http://www.fda.gov/AnimalVeterinary/SafetyHealth/AntimicrobialResistance/JudiciousUseofAntimicrobials/ucm378331.htm
http://www.fda.gov/AnimalVeterinary/SafetyHealth/AntimicrobialResistance/JudiciousUseofAntimicrobials/ucm378331.htm


12 July 2015  AVMA 11 

CVM: Antibiotic Use in Food Animals.  

Policy 

Guidance for Industry # 213 

Implementation timeline  

3 years after finalization of Guidance 213 

December 2016 - Target for implementing changes to 

use conditions of affected products 
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CVM: Antibiotic Use in Food Animals.  

Policy - Guidance for Industry # 213 

Implementation timeline  

3 years after finalization of Guidance 213 

December 2016 - Target for implementing changes to 

use conditions of affected products 

Status: 

The timetable in Guidance for Industry # 213  

expects that production indications will be 

withdrawn by December of 2016. 
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CVM: Antibiotic Use in Food Animals. 

Overview 

 

Status of Regulatory & Policy Progress 

VFD Rule  

Data Collection  

References 

Comments/Questions 
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CVM: Antibiotic Use in Food Animals.  

Regulatory Rule 

Veterinary Feed Directive (VFD) Rule 

(See Reference slides for urls to full text of statute and rule.) 

Statute: 

1996:  Animal Drug Availability Act passed by Congress 

 stating that medicated feeds which require 

 veterinary supervision are designated VFDs.  

Rule: 

2001:  FDA finalized regulations for distribution and use 

 of VFDs. 

2013: December – Advanced Notice of Proposed 

 Rulemaking proposing changes to VFD Rule.  

2015: 3 June 2015 -  FDA Finalized VFD Rule 

 1 October 2015 – Effective date of VFD final rule.    
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Updating VFD Process 

 Changes intended to make process more efficient 

 VFD Final Rule 

 June 2015 – FDA finalized the VFD Rule 

 October 1, 2015 – VFD Final Rule goes into effect 

 Draft Guidance #120 – Veterinary Feed Directive 

Regulation Questions and Answers 

 June 3, 2015 – Draft Guidance Published 

 August 3, 2015 – Comment Period Closes 

15 
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VFD Final Rule:  Major Provisions 

 Revised definitions 

 Information required on VFD 

 Expiration Dates and Refills 

 Transmitting VFD and Recordkeeping  

 Veterinary Client Patient Relationship 

(VCPR) 

16 
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CVM: Antibiotic Use in Food Animals.  

Rule & Policy 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 
(See Reference slides for url links to the documents.) 

 

Information required on VFD form 

Transmitting VFD 

Recordkeeping requirements 

VCPR – Veterinary Client Patient Relationship 

 

98



12 July 2015  AVMA 18 

CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

21 CFR Sec. 558.6(b) 

(3) The veterinarian must assure that the following 

 information is fully and accurately included on 

 the VFD:  

 (i) The veterinarian’s name, address, and 

  telephone number; 

 (ii) The client’s name, business or home 

  address, and telephone number;  
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(3) The veterinarian must assure that the following 

 information is fully and accurately included on 

 the VFD:  

 

 (iii) The premises at which the animals  

  specified in the VFD are located;  

 

 (iv) The date of VFD issuance;   
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(3) The veterinarian must assure that the following 

 information is fully and accurately included on 

 the VFD:  

 (v) The expiration date of the VFD.   

This date must not extend beyond the expiration date 

specified in the approval, … if such date is specified.   

In cases where the expiration date is not specified in the 

approval, … the expiration date of the VFD must not exceed 

6 months after the date of issuance;  
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(3) The veterinarian must assure that the following 

 information is fully and accurately included on 

 the VFD:  

 

 (vi) The name of the VFD drug(s);  

 

 (vii) The species and production class of 

  animals to be fed the VFD feed;   
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(3) The veterinarian must assure that the following 

 information is fully and accurately included on 

 the VFD:  

  

 (ix)  The indication for which the VFD is issued; 

 

 (x)  The level of VFD drug in the VFD feed and 

        duration of use; 
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(3) The veterinarian must assure that the following 

 information is fully and accurately included on 

 the VFD:  

  

 (xi) The withdrawal time, special instructions, 

  and cautionary statements necessary for 

  use of the drug in conformance with the 

  approval;  
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(3) The veterinarian must assure that the following 

 information is fully and accurately included on 

 the VFD:  

 (xii)  The number of reorders (refills) authorized, if 

  permitted by the drug approval, … .  

 

 In cases where reorders (refills) are not specified on 

 the labeling for an approved, … VFD drug, reorders 

 (refills) are not permitted.  
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(3) The veterinarian must assure that the following 

 information is fully and accurately included on 

 the VFD:  

 

 (xiii)  The statement:  "Use of feed containing this 

 veterinary feed directive (VFD) drug in a manner 

 other than as directed on the labeling (extra-label 

 use) is not permitted.";   
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CVM: Antibiotic Use in food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(3) The veterinarian must assure that the following 

 information is fully and accurately included on 

 the VFD:  

 (xiv)  An affirmation of intent for combination 

  VFD drugs as described in paragraph (6) 

  of this section; and 

 

 (xv)   The veterinarian's electronic or written 

  signature. 
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(4) The veterinarian may, at his or her discretion, enter 

 the following information on the VFD to more 

 specifically identify the animals authorized to be 

 treated/fed the VFD feed:  

 location 

 age 

 weight range 

 other ID information 
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(6)  The veterinarian may restrict VFD authorization to 

only include the VFD drug(s) cited on the VFD or may 

expand such authorization to allow the use of the cited 

VFD drug(s) along with one or more over-the-counter 

(OTC) animal drugs in an approved, conditionally 

approved, or indexed  combination VFD drug.  The 

veterinarian must affirm his or her intent regarding 

combination VFD drugs by including one of the 

following statements on the VFD: 
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(6)  

(i) "This VFD only authorizes the use of the VFD 

 drug(s) cited in this order and is not  intended to 

 authorize the use of such drug(s) in combination 

 with any other animal drugs." 
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(6)  

(ii)  "This VFD authorizes the use of the VFD drug(s) 

 cited in this order in the following FDA-approved, 

 conditionally approved, or indexed combination 

 medicated feeds that contain the VFD drug(s) as a 

 component." [List specific approved combination 

 medicated feeds following this statement.]  
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CVM: Antibiotic Use in Food Animals.  

Rule  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

(6)  

(iii) "This VFD authorizes the use of the VFD drug(s) 

 cited in this order in any FDA-approved, 

 conditionally approved, or indexed combination 

 medicated feed that contain the VFD drug(s) as a 

 component." 
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CVM: Antibiotic Use in Food Animals.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

 

Information required on VFD form 

Transmitting VFD 

Recordkeeping requirements 

Specificity of order  

VCPR – Veterinary Client Patient Relationship 
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CVM: Antibiotic Use in Food Animals.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Transmitting VFD 

21 CFR 558.3 (b)(7) 

 

A "veterinary feed directive" is a written (nonverbal) 

statement issued by a licensed veterinarian that orders the 

use of a VFD drug or combination VFD drug in or on an 

animal feed. … 
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CVM: Antibiotic Use in Food Animals.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Transmitting VFD 

21 CFR 558.3 (b)(7) 

… 

This statement authorizes the client (the owner of the animal 

or animals or other caretaker) to obtain and use the VFD 

drug or combination VFD drug in or on an animal feed to 

treat the client's animals only in accordance with the 

conditions for use approved, conditionally approved, or 

indexed by the Food and Drug Administration (FDA).  
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CVM: Antibiotic Use in Food Animals.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Transmitting VFD 

21 CFR 558.3 (b)(7)     Comments 

Fax: Section 558.6(b) provides more clarity by 

specifying that a facsimile (fax) also can be used.  

 

Electronic: If the VFD is transmitted electronically, 

the veterinarian would no longer be required to send the 

original in hardcopy to the distributor. See 558.6(a)(4).  
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CVM: Antibiotic Use in Food Animals.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Transmitting VFD 

21 CFR 558.3 (b)(7)     Comments 

 

 

Part 11 does not apply to paper records that are, or have 

been, transmitted by electronic means (such as facsimile, e-

mail attachments, etc.).  
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CVM: Antibiotic Use in Food Animals.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Transmitting VFD 

21 CFR 558.3 (b)(7)     Comments 

Written transmittal by phone: 

One comment requested that FDA modify the requirement 

that a veterinarian may not transmit a VFD by phone to state 

that the veterinarian must not verbally transmit a VFD 

because technology may allow for a written VFD to be 

transmitted by a phone.   

 

FDA finalizes this change in the regulatory text. 
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CVM: Antibiotic Use in Food Animals.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

 

Information required on VFD form 

Transmitting VFD 

Recordkeeping requirements 

VCPR – Veterinary Client Patient Relationship 
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CVM: Antibiotic Use in Food Animals.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Recordkeeping requirements 

21 CFR 558.6 

(a) General requirements related to veterinary feed directive 

(VFD) drugs: 

…  

(4)  All involved parties (the veterinarian, the distributor, and 

the client) must retain a copy of the VFD for 2 years.  The 

veterinarian must retain the original VFD in its original form 

(electronic or hardcopy).  The copy may be kept as an 

electronic copy or hardcopy. 
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CVM: Antibiotic Use in Food Animals.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Recordkeeping requirements 

21 CFR 558.6 

(a) General requirements related to veterinary feed directive 

(VFD) drugs: 

…  

(5)  All involved parties must make the VFD and any other 

records specified in this section available for inspection and 

copying by FDA. 
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CVM: Antibiotic Use in Food Animals.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Information required on VFD form 

Transmitting VFD 

Recordkeeping requirements 

VCPR – Veterinary Client Patient 

Relationship 
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CVM: Antibiotic Use in Food Animals.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

VCPR – Veterinary Client Patient Relationship 

(b) Responsibilities of the veterinarian issuing the VFD: 

(1)  In order for a VFD to be lawful, the 

veterinarian issuing the VFD must: 

 (i) be licensed to practice veterinary 

medicine; and 
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CVM: Antibiotic Use in Food Animals.  

VCPR – Veterinary Client Patient Relationship 

(b) Responsibilities of the veterinarian issuing the VFD: 

(1) In order for a VFD to be lawful, the veterinarian issuing 

the VFD must: … 

(ii) be operating in compliance with all 

applicable veterinary licensing and practice 

requirements, including issuing the VFD in 

the context of a valid veterinarian-client-

patient relationship (VCPR) as defined by 

the state. … 
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CVM: Antibiotic Use in Food Animals.  

VCPR – Veterinary Client Patient Relationship 

(b) Responsibilities of the veterinarian issuing the VFD: 

(1)  In order for a VFD to be lawful, the veterinarian issuing 

the VFD must: 

(ii) … If applicable VCPR 

requirements are not defined by such 

state, the veterinarian must issue the 

VFD in the context of a VCPR as 

defined in 530.3(i) of this chapter.  
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CVM: Antibiotic Use in Food Animals.  

VCPR – Veterinary Client Patient Relationship 

Three key elements: 

(1)  Engage with the client to assume  responsibility 

 for making clinical judgments about patient 

 health,  

(2) have sufficient knowledge of the patient by 

 virtue of patient examination and/or visits 

 to the facility where the patient is 

 managed, and  

(3)  provide for any necessary  follow-up evaluation 

 or care.  
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CVM: Antibiotic Use in Food Animals.  

VCPR – Veterinary Client Patient Relationship 

Policy - DRAFT Guidance for Industry # 120  

State/Federal VCPR List 

 

FDA will ask State regulatory 

authorities … and … compile a list  
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VFDs: What You Need to Know.  

VCPR – Veterinary Client Patient Relationship 

Policy - DRAFT Guidance For Industry # 120 

VFD Rule effective 1 October 2015 

State/Federal VCPR List 

This list will be provided online at  

http://www.fda.gov/AnimalVeterinary/Develo

pmentApprovalProcess/ucm071807.htm  

prior to 1 October 2015.  
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CVM: Antibiotic Use in Food Animals.  

VCPR – Veterinary Client Patient Relationship 

Policy - DRAFT Guidance For Industry # 120 

Extra-Label Use 

Can I write a VFD for OTC Drug ?  

No. A practicing veterinarian may not 

write a VFD order for an OTC drug.  

GFI # 120. …  
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CVM: Antibiotic Use in Food Animals. 

Overview 

 

Status of Regulatory & Policy Progress 

VFD Rule  

Data Collection  
References 

Comments/Questions 
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CVM: Antibiotic Use in Food Animals. 

Data Collection  

Proposed Rule:  

Published:   20 May 2015 

Comment period closes: 18 August 2015 
 

http://www.fda.gov/AnimalVeterinary/NewsEvents/CVM

Updates/ucm446803.htm  

http://www.fda.gov/AnimalVeterinary/NewsEvents/CVM

Updates/ucm446803.htm  
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CVM: Antibiotic Use in Food Animals. 

Data Collection  

Proposed Rule:  

Goal:  

to obtain estimates of sales by major food-

producing species (cattle, swine, chickens, 

and turkeys) 
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VFDs: What You Need to Know.  

Additional Changes 

 

Distributors 

 

Category II Drugs 
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CVM: Antibiotic Use in Food Animals. 

Overview 

 

Status of Regulatory & Policy Progress 

VFD Rule  

Data Collection  

References 

Comments/Questions 
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VFDs: What You Need to Know.  

Brochures 

 

Please pick up   

Brochures at CVM’s 

Booth # 231 
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VFDs: What You Need to Know.  

 

 

Please check CVM’s  

Veterinary Feed Directive  

Website at 

  

http://www.fda.gov/animalveterinary/developm

entapprovalprocess/ucm071807.htm  
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VFDs: What You Need to Know.  

Veterinary Responsibilities 

Veterinary Feed Directive Rule 

Please also check the presentation 

 

 Regulatory Aspects of Veterinary Feed 

Directives (567) 

In the Public and Corporate Practice: Preventative Medicine  

Monday 13 July 2015 4:00-4:50 pm in Room 205A 

for additional information regarding  

the VFD rule.  
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Regulation: 

Guidance: 

# 120: DRAFT: Veterinary Feed Directive Regulation Questions and Answers 

 http://www.fda.gov/downloads/AnimalVeterinary/GuidanceComplianceEnforcement/

 GuidanceforIndustry/UCM052660.pdf  

# 152: Evaluating the Safety of Antimicrobial New Animal Drugs with Regard to Their 

 Microbiological Effects on Bacteria of Human Health Concern 

 http://www.fda.gov/downloads/AnimalVeterinary/GuidanceComplianceEnforcement/

 GuidanceforIndustry/UCM052519.pdf 

# 209: The Judicious Use of Medically Important Antimicrobial Drugs in Food-Producing 

 Animals 

 http://www.fda.gov/downloads/AnimalVeterinary/GuidanceComplianceEnforcement/

 GuidanceforIndustry/UCM216936.pdf  

# 213: New Animal Drugs and New Animal Drug Combination Products Administered in or 

 on Medicated Feed or Drinking Water of Food-Producing Animals: 

 Recommendations for Drug Sponsors for Voluntarily Aligning Product Use 

 Conditions with GFI #209 

 http://www.fda.gov/downloads/AnimalVeterinary/GuidanceComplianceEnforcement/

 GuidanceforIndustry/UCM299624.pdf 
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Use: 
Blue Bird Labels: 

http://www.fda.gov/AnimalVeterinary/Products/AnimalFoodFeeds/

MedicatedFeed/BlueBirdLabels/default.htm  

www.fda.gov  

Lower left, under regulatory information, click Code of Federal 

regulations. In the Search Database window enter the active 

ingredient.  

Animal Drugs at FDA:  

Another way to search: www.fda.gov, click, animal & veterinary, 

upper right “animal drugs” upper right, “Animal Drugs@FDA” 

enter ingredient, species of interest, etc.   
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Overview 

 

Regulatory Aspects 
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Client Education 

References 
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Regulatory Aspects of VFDs 

 

Veterinary Feed Directive Rule 
(See Reference slides for a url link to the rule). 

 

Effective date 

1 October 2015 
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Rule 

Veterinary Feed Directive (VFD) Rule 

(See Reference slides for url link.) 

Statute: 

1996:  Animal Drug Availability Act passed by Congress 

 stating that medicated feeds which require 

 veterinary supervision are designated VFDs.  

Rule: 

2001:  FDA finalized regulations for distribution and use 

 of VFDs. 

2013: December – Advanced Notice of Proposed 

 Rulemaking proposing changes to VFD Rule.  

2015: 3 June 2015 -  Final VFD Rule 

 1 October 2015 – Date final rule goes into effect.    
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Updating VFD Process 

 Changes intended to make process more efficient 

 VFD Final Rule 

 June 2015 – FDA finalized the VFD Rule 

 October 1, 2015 – VFD Final Rule goes into effect 

 Draft Guidance #120 – Veterinary Feed Directive 

Regulation Questions and Answers 

 June 3, 2015 – Draft Guidance Published 

 August 3, 2015 – Comment Period Closes 

6 
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Some sources of information 

Current VFD approved applications 

DVM Responsibilities  
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Veterinary Responsibilities 

Veterinary Feed Directive Rule 

Some sources of information 

 

Please pick up   

Brochures at CVM’s 

Booth # 231 
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Veterinary Responsibilities 

Veterinary Feed Directive Rule 

Some sources of information 

 

Please check CVM’s  

Veterinary Feed Directive Website 

at  

http://www.fda.gov/animalveterinary/developm

entapprovalprocess/ucm071807.htm  
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Some sources of information 

Current VFD approved applications 

DVM Responsibilities  
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Tilmicosin 
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VFD Approved Applications 

Tilmicosin 

 

Swine: 

For the control of swine respiratory 

disease associated with Actinobacillus 

pleuropneumoniae and Pasteurella 

multocida 

 
http://www.fda.gov/AnimalVeterinary/Products/AnimalFood

Feeds/MedicatedFeed/BlueBirdLabels/ucm081802.htm  
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VFD Approved Applications 

Tilmicosin 

 

Cattle: 
Beef and nonlactating dairy cattle: For the control of 

bovine respiratory disease (BRD) associated with 

Mannheimia haemolytica, Pasteurella multocida, and 

Histophilus somni in groups of beef and nonlactating 

dairy cattle, where active BRD has been diagnosed in at 

least 10 percent of the animals in the group. 

http://www.fda.gov/AnimalVeterinary/Products/AnimalFoodFe

eds/MedicatedFeed/BlueBirdLabels/ucm072534.htm  
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Example 

 

Florfenicol 
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VFD Approved Applications - example 

Florfenicol 

Swine:  
For the control of swine respiratory disease (SRD) 

associated with Actinobacillus pleuropneumoniae, 

Pasteurella multocida, Streptococcus suis, and Bordetella 

bronchiseptica in groups of swine in buildings 

experiencing an outbreak of SRD. 

 

See 21 CFR Sec. 558.261 (e )(1).  
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VFD Approved Applications - example 

Florfenicol 

 

Catfish:  

For the control of mortality due to enteric 

septicemia of catfish associated with 

Edwardsiella ictaluri 

 

http://www.fda.gov/AnimalVeterinary/Products/AnimalFoo

dFeeds/MedicatedFeed/BlueBirdLabels/ucm072521.htm  
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VFD Approved Applications - example 

Florfenicol 

 

Freshwater-reared salmonids:  

For the control of mortality due to coldwater 

disease associated with Flavobacterium 

psychrophilum and furunculosis associated with 

Aeromonas salmonicida. 

 

http://www.fda.gov/AnimalVeterinary/Products/AnimalFoo

dFeeds/MedicatedFeed/BlueBirdLabels/ucm072521.htm  
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VFD Approved Applications - example 

Florfenicol 

 

Freshwater-reared finfish:  

For the control of mortality due to columnaris 

disease associated with Flavobacterium 

columnare. 

 

http://www.fda.gov/AnimalVeterinary/Products/AnimalFoo

dFeeds/MedicatedFeed/BlueBirdLabels/ucm072521.htm  
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Overview 

VFD Approved Application - example 

Florfenicol 

 

Freshwater-reared warm water finfish:  

For the control of mortality due to 

streptococcal septicemia associated with 

Streptococcus iniae. 
http://www.fda.gov/AnimalVeterinary/Products/AnimalFoo

dFeeds/MedicatedFeed/BlueBirdLabels/ucm072521.htm  
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VFD Approved Application - example 

Avilamycin 

 

Swine:  

For the reduction in incidence and 

overall severity of diarrhea in the 

presence of pathogenic Escherischia coli 

in groups of weaned pigs. 

 
http://www.fda.gov/AnimalVeterinary/Products/AnimalFoodFe

eds/MedicatedFeed/BlueBirdLabels/ucm081802.htm   
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Some sources of information 

Current VFD approved applications 

DVM Responsibilities  
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Veterinary Responsibilities 

Veterinary Feed Directive Rule 

Please also check the presentation 

 FDA CVM: Activities Regarding Antimicrobial 

Resistance and Food-Producing Animals (1171) 

In the Food Safety Symposium 

Public and Corporate Practice: Food Safety  

Sunday 12 July 2015 4:00-4:50 pm in Room 204A 

for detailed DVM requirements  

under the VFD rule.  
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Veterinary Responsibilities 

Veterinary Feed Directive Rule 

 

Changes between  

the currently effective rule  

and the rule effective  

1 October 2015  
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Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

 

Applications: 

Definitions: 

Veterinary Responsibilities: 

 VCPR 

Distributor Responsibilities: 
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VFDs: What You Need to Know.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

 

Applications: 

Definitions: 

Veterinary Responsibilities: 

 VCPR 

Distributor Responsibilities: 
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Rule 

Veterinary Feed Directive (VFD) Rule 

Applications: VDF Format 

21 CFR Sec. 514.1 (b) (9): 

 

Veterinary feed directive.  Three copies of a veterinary 

feed directive (VFD) must be submitted in a form that 

accounts for the information described under §§ 

558.6(b)(3) and 558.6(b)(4) of this chapter. 
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VFDs: What You Need to Know.  

Rule 

Veterinary Feed Directive (VFD) Rule 

 

Applications: VDF Format 

 

Sec. 558.6(b)(3) – required information. 

 

 

Sec. 558.6(b)(4) – discretionary information. 
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VFDs: What You Need to Know.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

 

Applications: 

Definitions: 

Veterinary Responsibilities: 

 VCPR 

Distributor Responsibilities: 
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VFDs: What You Need to Know.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Definitions: 

21 CFR Sec. 558.3 (b) 

(1)(ii)  Category II 

(6) “veterinary feed directive (VFD) drug” 

(7) “veterinary feed directive” 

(9) “distributor” 

(11) “acknowledgment letter” 

(12) “combination veterinary feed directive (VFD) drug” 

172



13 July 2015  AVMA 32 

VFDs: What You Need to Know.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

 

Applications: 

Definitions: 

Veterinary Responsibilities: 

 VCPR: 

Distributor Responsibilities: 
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Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

Veterinary Responsibilities: 

VCPR–Veterinary Client Patient Relationship: 

Rule effective now 

Vs 

Rule effective 1 October 2015 
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Rule 

Veterinary Feed Directive (VFD) Rule 

VFD Rule effective now. 

VCPR – Veterinary Client Patient Relationship 

21 CFR Sec 558.6  

(a)  What conditions must I meet if I am a 

 veterinarian issuing a veterinary feed 

 directive (VFD)?  

(1) You must be appropriately licensed.  
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VFDs: What You Need to Know.  

Rule 

Veterinary Feed Directive (VFD) Rule 

 VFD Rule Effective now.  

VCPR – Veterinary Client Patient Relationship 

21 CFR Sec 558.6  

(a)  What conditions must I meet if I am a 

 veterinarian issuing a veterinary feed 

 directive (VFD)? … 

(2) You must issue a VFD only within the 

 confines of a valid veterinarian-client-

 patient relationship (see definition at 

 530.3(i) of this chapter).  
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Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

VFD Rule effective 1 October 2015.  

VCPR – Veterinary Client Patient Relationship 

(b) Responsibilities of the veterinarian issuing the VFD: 

(1)  In order for a VFD to be lawful, the 

veterinarian issuing the VFD must: 

 (i) be licensed to practice veterinary 

medicine; and 
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VCPR – Veterinary Client Patient Relationship 

VFD Rule effective 1 October 2015 

(b) Responsibilities of the veterinarian issuing the VFD: 

(1) In order for a VFD to be lawful, the veterinarian issuing the VFD 

must: … 

(ii) be operating in compliance with all 

applicable veterinary licensing and practice 

requirements, including issuing the VFD in 

the context of a valid veterinarian-client-

patient relationship (VCPR) as defined by 

the state. … 
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VCPR – Veterinary Client Patient Relationship 

VFD Rule effective 1 October 2015 

(b) Responsibilities of the veterinarian issuing the VFD: 

(1)  In order for a VFD to be lawful, the veterinarian issuing 

the VFD must: 

(ii) … If applicable VCPR 

requirements are not defined by such 

state, the veterinarian must issue the 

VFD in the context of a VCPR as 

defined in 530.3(i) of this chapter.  
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VCPR – Veterinary Client Patient Relationship 

Three key elements: 

(1)  Engage with the client to assume  responsibility 

 for making clinical judgments about patient 

 health,  

(2) have sufficient knowledge of the patient by 

 virtue of patient examination and/or visits 

 to the facility where the patient is 

 managed, and  

(3)  provide for any necessary  follow-up evaluation 

 or care.  
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VCPR – Veterinary Client Patient Relationship 

DRAFT Guidance for Industry # 120  

VFD Rule effective 1 October 2015 

State/Federal VCPR List 

 

FDA will ask State regulatory 

authorities … and … compile a list … 
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VCPR – Veterinary Client Patient Relationship 

DRAFT Guidance For Industry # 120 

VFD Rule effective 1 October 2015 

State/Federal VCPR List 

This list will be provided online at  

http://www.fda.gov/AnimalVeterinary/Develo

pmentApprovalProcess/ucm071807.htm  

prior to 1 October 2015.  
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Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

 

Veterinary Responsibilities: 

21 CFR Sec. 558.6 (b): 

Responsibilities of the veterinarian issuing the VFD: 

 

Please see AVMA Booth # 231 for 

brochures of veterinary responsibilities.  
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VCPR – Veterinary Client Patient Relationship 

Policy - DRAFT Guidance For Industry # 120 

Extra-Label Use 

Can I write a VFD for OTC Drug ?  

No. A practicing veterinarian may not 

write a VFD order for an OTC drug.  

GFI # 120. …  
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VFDs: What You Need to Know.  

Rule 

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

 

Applications: 

Definitions: 

Veterinary Responsibilities: 

 VCPR: 

Distributor Responsibilities: 

 

185



13 July 2015  AVMA 45 

VFDs: What You Need to Know.  

Veterinary Feed Directive (VFD) Rule 

DRAFT Guidance for Industry # 120 

 

Distributor Responsibilities: 

21 CFR Sec. 558.6 (c ): 

Responsibilities of any person who distributes an animal 

feed containing a VFD drug or a combination VFD drug: 

 

Please see AVMA Booth # 231 for 

brochures of distributor responsibilities.  
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Overview 

 

Regulatory Aspects 

Veterinary Responsibilities 

Client Education 

References 

Comments/Questions 
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Client Education  

 

VFD Rule Statements  

OTC to VFD changes 
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Client Education  

 

VFD Rule Statements  

OTC to VFD changes 

189



13 July 2015  AVMA 49 

VFD: What you need to know.  

Client Education  

VFD Rule Statements  

 

21 CFR Sec. 558.6 (a) (6): 

… "Caution: Federal law restricts 

medicated feed containing this 

veterinary feed directive (VFD) drug to 

use by or on the order of a licensed 

veterinarian." 
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Client Education  

VFD Rule Statements 

  

21 CFR Sec. 558.6 (b)(3)(xiii): 

… “Use of feed containing this 

veterinary feed directive (VFD) drug in 

a manner other than as directed on the 

labeling (extralabel use) is not 

permitted." 
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Client Education  

Policy  

Transition from  

OTC to VFD or Rx 

for  

Medically Important Antibiotics 

intended for use in food animals 

expected to be completed in 

December of 2016 
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Policy 

OTC to VFD or Rx 

 

Guidance Documents 
(See reference slides for url links to documents.)  
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Regulatory Aspects of VFDs 

Policy 

Guidance 
(See Reference slides for titles of guidance documents.) 

Guidance for Industry # 

209 

213 

152 

194



Judicious Use of Antimicrobials 

 Guidance #209 – ‘‘The Judicious Use of Medically 
Important Antimicrobial Drugs in Food-Producing 
Animals’’ 

 Published as draft in June 2010 

 Finalized April 2012 

 Describes overall policy direction 

 Two key principles outlined in Guidance #209: 

1. Limit use of medically important antimicrobial 
drugs to those uses considered necessary for 
ensuring animal health (i.e., therapeutic 
purposes) 

2. Limiting such drugs to uses in food-producing 
animals that include veterinary oversight or 
consultation. 
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Guidance #213:  Overview 

 Finalized December 2013 

 Provides more detailed guidance on 
implementation of key principles in 
Guidance #209  

 Definition of medically important 

 Process for updating product labels 

 Data required to obtain approval of  
any new (therapeutic) uses 

 December 2016 - Target for drug 
sponsors to implement changes to use 
conditions of affected products to: 

 Withdraw approved production uses 

 Require veterinary oversight 
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Guidance #213:  Affected Drugs 

 Medically important antimicrobials 

All antimicrobial drugs and their associated classes 
that are listed in Appendix A of GFI #152  

Drugs not currently classified as medically 
important according to Appendix A of GFI #152 are 
not affected 

 Examples: bacitracin, ionophores  

 Administered in feed or water 

 Available over-the-counter (OTC) 
56 
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Policy - Guidance for Industry # 213 

Implementation timeline  

3 months after finalization of Guidance 213 

March 2014 - Hear from drug sponsors as to their 

intentions 

Note: All sponsors have voluntarily 

agreed. 

3 years after finalization of Guidance 213 

December 2016 - Target for 

implementing changes to use conditions 

of affected products 
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Policy 

Route 

 

Feed 

OTC to VFD 

 

Drinking or Medicated water 

OTC to Rx 
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Client Education 
 

An example of Affected Applications 

 

For production versus therapeutic uses  
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Client Education 

Affected applications 

Feed – some examples 

 

 

 

  Chlortetracycline 
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Overview of Changes to Antibiotic Regulation/Use 

Production use – An example 

 

Chlortetracycline: 

 

(i) 10 to 50 g/ton 

 

Growing turkeys: For increased rate of weight 

gain and improved feed efficiency. 
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Overview of Changes to Antibiotic Regulation/Use 

Therapeutic use  – An example 

 

Chlortetracycline: 

 

(ii) 200 g/ton 

 

Turkeys: For control of infectious synovitis 

caused by M. synoviae susceptible to 

chlortetracycline. 
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VFDs: what you need to know.  

Client Education 

Feed – examples 

Production and Therapeutic Uses 

Turkeys 

Disease    

Bluecomb:    

Coccidiosis:  

CRD:  

Fowl cholera:  

Hexamitiasis  

Infectious synovitis  

Paratyphoid:  

See  Blue Bird Labels 

http://www.fda.gov/AnimalVeterinary/Products/AnimalFoodFeeds/Me

dicatedFeed/BlueBirdLabels/ucm081798.htm#Growing_Turkeys   

  

204

http://www.fda.gov/AnimalVeterinary/Products/AnimalFoodFeeds/MedicatedFeed/BlueBirdLabels/ucm081798.htm#Growing_Turkeys
http://www.fda.gov/AnimalVeterinary/Products/AnimalFoodFeeds/MedicatedFeed/BlueBirdLabels/ucm081798.htm#Growing_Turkeys


13 July 2015  AVMA 64 

VFDs: What you need to know.  

Client Education – 

Feed – examples 

Production and Therapeutic Uses 

Chickens 

Disease    

Air sacculitis    

Coccidiosis  

CRD  

E coli  

Fowl cholera 

Infectious coryza 

Infectious synovitis 

Necrotic enteritis 

See   Blue Bird Labels 

http://www.fda.gov/AnimalVeterinary/Products/AnimalFoodFeeds/MedicatedFee

d/BlueBirdLabels/ucm081798.htm  
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VFDs: What you need to know.  

Client Education – 

Feed – examples 

Production and Therapeutic Uses 

Swine 

Disease    

Bacterial enteritis    

Bacterial pneumonia  

Cervical lymphadenitis  

Leptospirosis  

Mycoplasma pneumonia  

PPE 

Swine dysentery 

See:   Blue Bird Labels 

http://www.fda.gov/AnimalVeterinary/Products/AnimalFoodFeeds/MedicatedFee

d/ucm081802.htm  
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VFDs: What you need to know.  

Client Education – 

Feed – examples 

Production and Therapeutic Uses 

Cattle 

Disease    

 

Anaplasmosis 

Bacterial enteritis 

Bacterial pneumonia 

Liver abscess 

Shipping fever 

 

See  Blue Bird labels: 

http://www.fda.gov/AnimalVeterinary/Products/AnimalFoodFeeds/Me

dicatedFeed/BlueBirdLabels/ucm072534.htm  
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Overview 

 

Regulatory & Policy Aspects 

Veterinary Responsibilities  

Client Education 

References 

Comments/Questions 
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http://www.gpo.gov/fdsys/pkg/PLAW-104publ250/html/PLAW-104publ250.htm  

Regulation: 

VFD: 
2001: Animal Drug Availability Act; Veterinary Feed Directive, Final Rule 65 FR 76924, 8 
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 2013: Advanced Notice of proposed rulemaking. 
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# 152: Evaluating the Safety of Antimicrobial New Animal Drugs with Regard to Their 

 Microbiological Effects on Bacteria of Human Health Concern 

 http://www.fda.gov/downloads/AnimalVeterinary/GuidanceComplianceEnforcement/
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Use: 
Blue Bird Labels: 

http://www.fda.gov/AnimalVeterinary/Products/AnimalFoodFeeds/

MedicatedFeed/BlueBirdLabels/default.htm  

www.fda.gov  

Lower left, under regulatory information, click Code of Federal 

regulations. In the Search Database window enter the active 

ingredient.  

Animal Drugs at FDA:  

Another way to search: www.fda.gov, click, animal & veterinary, 

upper right “animal drugs” upper right, “Animal Drugs@FDA” 

enter ingredient, species of interest, etc.   
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Outline – Questions to Be Addressed 

 What changes are being made and why? 

 What drugs are affected, which ones are not? 

 What is a veterinary feed directive? 

 What are key elements of VFD regulation? 

 When will this go into effect? 

2 
214



What changes are being made and why? 

3 
215



     

Antimicrobial Resistance – In Perspective 

 Complex, multi-factorial issue 

 Acquired vs. naturally occurring 

 Use as a driver of resistance 

 All uses (human, animal, horticultural, other) are part of the picture 

216



Antibiotic Use in Animal Agriculture 

 Subject of scientific and policy debate for decades 

 The science continues to evolve 

 Despite complexities and uncertainties steps can be 

identified to mitigate risk 

 Intent is to implement measures that address public health 

concern while assuring animal health needs are met  

217



Guidance #209: Outlined AMR policy 

 Describes overall policy 

direction 

 

6 
218



FDA’s Judicious Use Strategy 

Two key principles outlined in Guidance #209: 

1. Limit medically important antimicrobial drugs 

to therapeutic purposes (i.e., those uses 

considered necessary for ensuring animal 

health) 

2. Require veterinary oversight or consultation 

for such therapeutic uses in food-producing 

animals 

7 219



Guidance #213:  Implementation 

 Finalized December 2013 

 More detailed guidance on 

implementing key principles 

in Guidance #209  

Timeline 

Defines medically important 
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Guidance #213:  Overview  

 December 2016 - Target for drug sponsors to 

implement changes to use conditions of medically 

important antibiotics in food and water to: 

Withdraw approved production uses  

 such as “increased rate of weight gain” or 

“improved feed efficiency” 

Such production uses will no longer be legal  

9 221



Guidance #213:  Removing Production Uses 

 However, therapeutic uses are to be retained  

   treatment, control, and prevention 

 indications 

 

 Require veterinary oversight 

 

10 
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Guidance #213:  Veterinary Oversight 

 Key principle is to include veterinarian in decision-
making process 

 Does not require direct veterinarian involvement in drug 
administration 

 Does require use be authorized by licensed veterinarian 
 

 This means changing marketing status from OTC to 
Rx or VFD  

 Water soluble products to Rx – “medicated water” 

 Products used in or on feed to VFD – “medicated feed” 

 

 
11 
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What drugs are affected, which ones 

are not? 

224



Guidance #213:  Scope 

 Only affects antibiotics that are: 

“Medically important”  

Administered in feed or drinking water 

 Other dosage forms (e.g., injectable, bolus) not 

affected  

13 
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“Medically Important” antibiotics 

 Includes antimicrobial drugs that are considered 

important for therapeutic use in humans 

 Guidance #213 defines “medically important” to 

include: 

 All antimicrobial drugs/drug classes that are listed in 

Appendix A of FDA’s Guidance #152  
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Affected feed-use antibiotics 

15 

Antimicrobial 

Class 

Specific drugs approved for use in feed  

Aminoglycosides Apramycin, Hygromycin B, Neomycin,  

Streptomycin  

Diaminopyrimidines Ormetoprim 

Lincosamides Lincomycin 

Macrolides Erythromycin, Oleandomycin, Tylosin 

Penicillins Penicillin 

Streptogramins Virginiamycin 

Sulfas Sulfadimethoxine, Sulfamerazine, 

Sulfamethazine, Sulfaquinoxaline 

Tetracycline Chlortetracycline, Oxytetracycline 
227



Affected water-use antibiotics 

Antimicrobial Class Specific drugs approved for use in water 

Aminoglycosides Apramycin, Gentamicin, Neomycin, Spectinomycin, Streptomycin 

 

Lincosamides Lincomycin 

Macrolides Carbomycin, Erythromycin, Tylosin 

Penicillins Penicillin 

Sulfas Sulfachloropyrazine, Sulfachlorpyridazine, Sulfadimethoxine, 

Sulfamerazine, Sulfamethazine, Sulfaquinoxaline 

 

Tetracycline Chlortetracycline, Oxytetracycline, Tetracycline 
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Drugs not affected by Guidance #213 
 Antibiotics  

 that are already VFD – avilamycin, florfenicol, tilmicosin; or Rx - 

Tylosin. 

  that are not medically important  for example: 

 Ionophores (monensin, lasalocid, etc. ) 

 Bacitracin (BMD, bacitracin zinc) 

 Bambermycins 

 Other drugs (that are not antibiotics), including: 

 Anthelmentics:  Coumaphos, Fenbendazole,  Ivermectin 

 Beta agonists:  Ractopamine,  Zilpaterol 

 Coccidiostats:  Clopidol, Decoquinate, Diclazuril 
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What is a veterinary feed directive? 
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VFD Definitions 

 

 VFD drug  

 

 Veterinary Feed Directive (VFD) - 

19 
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VFD Definitions 

 VFD drug –  

 (6) A ‘‘veterinary feed directive (VFD) drug’’ 

is a drug intended for use in or on animal 

feed which is limited by a [CVM] approved 

application  … to use under the professional 

supervision of a licensed veterinarian. …  
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VFD Definitions 

 VFD drug - …  

 

 Use of animal feed bearing or containing a 

VFD drug must be authorized by a lawful 

veterinary feed directive.  

21 
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VFD Definitions 

 Veterinary Feed Directive (VFD) –  

 (7) A ‘‘veterinary feed directive’’ is a written 

(nonverbal) statement issued by a licensed 

veterinarian in the course of the 

veterinarian’s professional practice that 

orders the use of a VFD drug or combination 

VFD drug in or on an animal feed. …  
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VFD Definitions 

 Veterinary Feed Directive (VFD) – …  

 This written statement authorizes the client 
(the owner of the animal or animals or other 
caretaker) to obtain and use animal feed 
bearing or containing a VFD drug or 
combination VFD drug to treat the client’s 
animals only in accordance with the 
conditions for use approved … by the Food 
and Drug Administration.  
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Veterinary Feed Directive 

 Existing framework for veterinary oversight of feed 

use drugs is the veterinary feed directive (VFD) 

 In 1996 Congress passed Federal Law stating that 

medicated feeds which require veterinary 

oversight are VFDs 

 In 2000 FDA finalized regulations for authorization, 

distribution and use of VFDs 

 Although a similar concept, (… by or on the order 

of a licensed veterinarian) VFDs are not Rx 

24 
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Updates to VFD regulation 

 Changes intended to make process more efficient 

while continuing to provide public health 

protections 

 VFD Final Rule 

 June 3, 2015 – VFD final rule published 

 October 1, 2015 – VFD final rule becomes effective 

25 
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Current VFD Drugs 

 

26 

Currently Approved VFD Drugs Approved for Use in the Following Species 

Avilamycin Swine – reduction of diarrhea – E. coli.  

Florfenicol Fish – control of mortality (various diseases by fish type) 

Swine – control of SRD 

Tilmicosin Cattle – control of BRD 

Swine – control of SRD 

Note:  Only the drugs that are currently approved as 

VFD drugs (above) will be affected by the VFD final 

regulation when it goes into effect on October 1, 2015. 
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Examples of medicated feed-use antibiotics 

that are expected to transition to VFD status 

27 

Antimicrobial 

Class 

Specific drugs approved for use in feed  

Aminoglycosides Apramycin, Neomycin, Streptomycin 

Diaminopyrimidines Ormetoprim 

Hygromycin B Hygromycin B 

Lincosamides Lincomycin 

Macrolides Erythromycin, Oleandomycin, Tylosin 

Penicillins Penicillin - Currently only production uses. 

Streptogramins Virginiamycin 

Sulfas Sulfadimethoxine, Sulfamerazine, 

Sulfamethazine, Sulfaquinoxaline 

Tetracycline Chlortetracycline, Oxytetracycline 239



What are key elements of VFD regulation? 
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Information Required on VFD Form 

 Regulation lists all information that must be 

included on VFD in order for it to be lawful 

 Veterinarian is responsible for making sure the 

form is complete and accurate 

 See brochures for listing of required information 
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VFD Final Rule:  Distributors 

 A ‘‘distributor’’ means any person who distributes a medicated 
feed containing a VFD drug to another person.  

 Such other person may be another distributor or the client-recipient 
of the VFD medicated feed.  

There are two kinds of distributors: 

1. Only distributes VFD feed 

2. Manufactures and distributes VFD Feed 

 Distributors must notify FDA: 

 Prior to the first time they distribute animal feed containing a VFD 
drug 

 Within 30 days of any change of ownership, business name, or 
business address 

30 
242



VFD Final Rule:  Drug Categories 

 Feed-use drugs are assigned to one of two categories: 

 Category I - drugs having the lowest potential for 

residues 

 Category II - drugs having the highest potential for 

residues 

 Category determines whether a facility needs to be licensed to handle 

the drug in the Type A form  

 Definition of Category II  has been revised to eliminate the automatic 

classification of VFD drugs into Category II 

 This change applies to the existing approved VFD drug products, in 

addition to the products that will become VFD under GFI #213 
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Expiration Date and Duration of Use 

 Expiration Date –  

Specifies the period of time for which the VFD 
authorization is valid 

A VFD feed should not be fed after the expiration 
date (i.e., after VFD authorization expires) 

May be specified on the product label; if not – it 
cannot exceed 6 months after the date of issuance. 

The veterinarian can use his or her medical 
judgment to determine whether a more limited 
period is warranted 
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Expiration Date and Duration of Use 

 The Duration of Use –  

A separate concept from the expiration date 

The length of time that the animal feed containing 
the VFD drug is allowed to be fed to the animals 

Established as part of the approval, conditional 
approval, or index listing process 

 If the VFD order will expire before completing the 
duration of use on the order, the client should 
contact his/her veterinarian to request a new VFD 
order 

33 
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Current VFD Drugs 

 

34 

Currently 

Approved 

VFD Drugs 

Approved for Use in the Following 

Species 

VFD 

Expiration 

Date 

Duration of 

Use 

Avilamycin Swine – reduction of diarrhea – E. coli. 42 d 21 d 

Florfenicol Fish – control of mortality (various 

diseases by fish type) 

15 d 10 d 

Swine – control of SRD 90 d 5 d 

Tilmicosin Swine – control of SRD 90 d 21 d 

Cattle – control of BRD 

 

45 d 14 d 
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Medically important antibiotics used in 

animal feed expected to transition from 

OTC to VFD marketing status.  

 VFD Expiration Date: not to exceed 6   
     months 

 Duration of Use:  See CVM Blue Bird  
     Label website 

 http://www.fda.gov/animalveterinary/products/animalfoodfeeds/
medicatedfeed/bluebirdlabels/default.htm  

35 
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Refills 

 Refills (reorders) – Are only permitted to be issued 

by veterinarians if the drug approval, conditional 

approval, or index listing expressly allows a refill 

(or reorder) 

 If a label is silent on refills, a refill may not be authorized 

 Currently, there are no approved VFD drugs that allow 

refills or reorders as a condition of their approval, 

conditional approval, or index listing 
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Approximate Number of Animals 

 VFD must include an approximate number of 

animals: 

 The potential number of animals of the species and 

production class identified on the VFD that will be fed 

the VFD feed or combination VFD feed manufactured 

according to the VFD at the specified premises by the 

expiration date of the VFD 

37 
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Approximate Number of Animals 

 VFD will no longer be required to specify the 

amount of feed to be fed 

Expectation is that feed mill will work with the 

client and veterinarian to determine an 

appropriate amount of feed to manufacture and 

distribute under the VFD 

  based on the approximate number of animals, 

duration of use, and expiration date 

38 
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Combination VFD drugs 

 “Combination VFD drug” -  (12) A ‘‘combination 
veterinary feed directive (VFD) drug’’ is a combination 
new animal drug … intended for use in or on animal feed 
which is limited by a [CVM] approved application … to 
use under the professional supervision of a licensed 
veterinarian, and at least one of the new animal drugs in 
the combination is a VFD drug. 

 The new VFD rule requires the issuing veterinarian to 
include one of three “affirmation of intent” statements to 
affirm his or her intent as to whether the VFD drug being 
authorized can or cannot be used in approved 
combinations 

 Expect that this will be addressed through inclusion of a 
check box on the VFD form 

39 
251



Current VFD Drugs 
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Currently 

Approved 

VFD Drugs 

Approved for Use in the Following Species Combinations/ 

Affirmation  

Avilamycin Swine – reduction of diarrhea – E. coli. None/ 

1 

Florfenicol Fish – control of mortality (various diseases by 

fish type) 

None/ 

1 

Swine – control of SRD None/ 

1 

Tilmicosin Swine – control of SRD None/ 

1 
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Current VFD Drugs 
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Currently 

Approved 

VFD Drug 

Currently 

Approved 

Combination 

Approved for Use in the Following 

Species 

Affirmation 

Tilmicosin Tilmicosin 

only 

Cattle  – control of BRD 1 

+ Monensin Cattle – control of BRD + Coccidiosis 2 or 3 

+ Monensin Cattle – control of BRD + Feed efficiency 2 or 3 
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Substitution of VFD drugs 

Use of an approved generic VFD drug as a substitute 
for an approved pioneer VFD drug in cases where the 
pioneer VFD drug is identified on the VFD. 

 If the veterinarian does not specify that a substitution 
is not allowed, the feed  manufacturer may use either 
the approved pioneer or an approved generic VFD 
drug to manufacture the VFD feed.  

 However, the feed manufacturer may not substitute a 
generic VFD drug for a pioneer VFD drug in a 
combination VFD feed if the generic VFD drug is not 
part of an approved combination VFD drug. 
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Current VFD Drugs 
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Currently 

Approved 

VFD Drugs 

Approved for Use in the Following 

Species 

Pioneer Generic 

Avilamycin Swine – reduction of diarrhea – E. coli. Yes NA 

Florfenicol Fish – control of mortality (various 

diseases by fish type) 

Yes NA 

Swine – control of SRD Yes NA 

Tilmicosin Swine – control of SRD Yes Yes 

Substitution Option 

Cattle – control of BRD 

 

Yes NA 
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Veterinary Client Patient Relationship (VCPR) 

 Veterinarian issuing a VFD is required to be 

licensed to practice veterinary medicine and 

operate in compliance with either: 

State-defined VCPR – if VCPR defined by such 

State includes the key elements of a valid VCPR 

defined in § 530.3(i); or 

Federally-defined VCPR - where no applicable or 

appropriate State VCPR requirements exist 
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Veterinary Client Patient Relationship (VCPR) 

 

 The State-defined VCPR must at least 
address the concepts that the veterinarian:  

1) engage with the client to assume responsibility for 
making clinical judgments about patient health;  

2) have sufficient knowledge of the patient by virtue of 
patient examination and/or visits to the facility where 
patient is managed; and  

3) provide for any necessary follow-up evaluation or care 
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Veterinary Client Patient Relationship (VCPR) 

 FDA is working with State regulatory 

authorities to verify whether that state has 

VCPR requirements in place that:  

apply to the issuance of a VFD, and  

 include the key elements of the federally-defined 

VCPR 
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Veterinary Client Patient Relationship (VCPR) 

 FDA will provide an online list of such states 

at the time the final GFI #120 publishes 

CVM intends to publish this list on its VFD website 

by October 1, 2015 

This list will be updated periodically as FDA 

receives and verifies information from states if they 

change their VCPR definition or its applicability 
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When will this go into effect? 

48 260

http://www.usda.gov/oc/photo/95c2808.jpg


Implementation Timeline Summary 

 October 1, 2015 – VFD Final Rule goes into 
effect 

Applies to current VFD drugs 

 January 1, 2017 – Target for all medically 
important antimicrobials for use in or on feed to 
require a VFD 

December 2016 – Target for drug sponsors to 
implement changes to use conditions of products 
affected by GFI #213 
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Ongoing activities/Next steps 

 GFI # 120: 

Review comments received on GFI #120 

Publish final version of GFI #120 

 Publish VCPR list, by 1 October 2015 

 

 Develop guidance on format of VFD form 
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References and Resources 

 See Veterinary Feed Directive and Judicious Use 

CVM/FDA Sources of Information - In your packet.  
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Thank You 
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Good day! 

As you may know, the FDA is proposing "Guidance for Industry-Compounding Animal Drugs from Bulks Drug 
Substances." This guidance is remarkable in its restrictions and impact to the veterinary community such as: 
-documenting clinical need on each prescription for compounded drugs 
-no office stock of compounded medicinals, sterile or otherwise 
-scripts to be pet-specific--no flocks, fish or groups of shelter animals 
-no allowance for dispensing of acute amounts from office stock 

Not only do we find these guidelines contrary to the practice of contemporary veterinary medicine, they are 
also detrimental to pharmacies, many of whom are no longer making sterile products. 

Enclosed is the AVMA response to this proposal which addresses serious deficiencies, intensified record 
keeping and discusses the need and urgency for compounded sterile items for office use as well as the need to 
be able to dispense compounds for acute conditions. Additionally, I am enclosing a copy of a letter to the FDA 
from several congressmen who oppose the FDA's process. They feel the FDA has exceeded its authority and 
ask that the FDA proposal be withdrawn. 

In spite of this recognized shortcomings, some state boards of pharmacy are already seriously considering this 
FDA proposal for incorporation into their own regulations through a Memorandum of Understanding. Most, 
if not all, states are reviewing compounding legislation, to include office use items and the compounding of 
sterile products. It has been our experience that most state boards have little experience with veterinary 
medicine and often fail to consider ramifications to animal health when they regulate the practice of 
pharmacy based on human medicine. 

Roadrunner Pharmacy has been a partner in the veterinary community for more than 16 years; we know how 
important these issues are to you and your colleagues. While state VMAs are essential to this process, 
conveying the unique needs and practice formats to boards of pharmacy, as the state's expert on these 
matters, your opinion weighs heavily. In the presence of an 18 page letter from an organization that 
represents more than 85,000 veterinarians AND serious misgivings from members of Congress, I think there is 
more than enough input to consider a veterinary exclusion or, at the very least, less restrictions for animal 
products that are compounded. 

ROBERT L. EATON, JR. 
President/CEO 
Roadrunner Pharmacy, Inc 

7 I I E. Carefree Highway • suite 140 •Phoenix, Arizona 85085 • Phone (877) 518-4589 •Fax (623) 434-1 181 
www.RoadrunnerPharmacy.com 
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I '~Y.M.~. 
August 14, 2015 

Mr. Eric Nelson 
Center for Veterinary Medicine 
Division of Compliance 
FDA Center for Veterinary Medicine 
7519 Standish Pl 
Rockville, MD 20852 

HE: [Docket Nos. FDA-2015-D-1176 and FDA-2003-D-0202! Compounding Animal Drugs 
From Bulk Drug Substances; Draft Guidance for Industry; Availability; Withdrawal of 
Compliance Policy Guide; Section 608.400 Compounding of Drugs for Use in Animals 

Dear Mr. Nelson: 

I am \Vl'iting on behalf of the American Veterinary Medical Association (A VMA), established in 
1863 and the largest veterinary medical organization in the world with over 86,500 members. The 
AVMA's mission is to lead the profession by advocating for its members and advancing the science 
and practice of veterinary medicine to improve animal and human health. 

The A VMA recognizes that the FDA Draft Guidance for Industry #230 sets forth the Food and Drug 
Administration's (FDA) policy regarding compounding animal drugs from bulk drug substances by 
state-licensed pharmacies, licensed veterinarians, and facilities that register with FDA as outsourcing 
facilities under section 503B of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C. 
353b). We understand this guidance describes the conditions under which FDA generally does not 
intend to take action for violations of the following sections of the FD&C Act: section 512 (21 
U.S.C. 360b), section 50l(a)(5) (21 U.S.C. 35l(a)(5)), section 502(f)(l) (21 U.S.C. 352 (f){l)), and, 
where specified, section 50l(a)(2)(B) (21 U.S.C 35l(a)(2)(B)), when a state-licensed pharmacy, 
licensed veterinarian, or an outsourcing facility compounds animal drugs from bulk drug substances. 

Additionally, we recognize that this draft guidance only addresses the compounding of animal drugs 
from bulk drug substances, and that it does not apply to the compounding of animal drugs from 
approved new animal or new human drugs. The A VMA was a leader in the development of, and 
advocacy for, the enactment of the Animal Medicinal Drug Use Clarification Act on behalf of our 
members and the patients they serve. Extralabel drug use, including the compounding of preparations 
from FDA-approved drugs, continues to provide access to critical medications and our members 
continue to rely on this FDA-regulated activity in the practice of veterinary medicine within the 
confines of the 21 CFR 530. 

The A VMA appreciates the FD A's recognition that there is a need for preparations compounded 
from bulk drug substances. We also share the agency's concern about the use of these preparations 
when approved alternatives exist that can be used as labeled or in an extralabel manner consistent 
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with the requirements ofFDA's extralabel provisions. The AVMA continues to believe that three 
circumstances exist wherein compounds prepared from bnlk drug substances might be necessary: 

• the approved product is not commercially available, or 
• the needed compounded preparation cannot be made from the approved product, or 
• there is no approved product from which to compound the needed preparation. 

While we are formally submitting these comments today, we will continue to assess whether the draft 
guidance can realistically address the needs ofveterina1y patients and ask that the FDA continue its 
dialog with us. 

Overarching comme11ts 
Drug Availability 
Veterinmy medicine is unique in that we treat a multitude of species with an even greater number of 
unique diseases and conditions. Approval ofnew animal drngs is critical to veterinaty medicine and 
engaging with the Agency in facilitating that process remains a high priority for our Association. 
However, compounding from bulk drug substances is still a necessary practice for veterinarians 
because there are, and always will be, a limited number of FDA-approved dmg products for the 
many species and conditions that we treat. Intc1mittent drug shortages and commercial unavailability 
of FDA-approved drug products drive the need for compounded preparations within veterinary 
practice. While FDA has not identified cost as appropriate reason for compounding from bulk drug 
substances, the A VMA acknowledges that cost can be a reason veterinarians utilize compounded 
preparations because that is the only way a client can afford to treat their pet. 

Our members have clearly conveyed that they need access to safe and efficacious drug products that 
can be practicably used in their patients. 'Nhile recognizing FD A's jurisdiction is limited to issues 
related to safety and efficacy, not cost or commercial availability of drug products, we underscore the 
increasingly critical need for effective pathways for drug products to achieve legal marketing status. 
A robust, competitive animal health industty can benefit animal patients by way of increased 
numbers of legally marketed products that can be prescribed, dispensed or used in the preparation of 
compounds. 

Existing pathways to legal marketing 
• We continue to support the concept of user fees, so long as those fees go toward expedited 

reviews. Increased numbers of both pioneer and nonproprietary approved drug products can 
help to minimize the impacts of drug shortages. 

• FDA's indexing process can be a valuable way to increase the number of legally marketed 
drug products for use in minor species or in major species with rare conditions. We recognize 
that indexing provides a process to obtain legal marketing status for eligible products. The 
indexing process should be utilized to a fuller extent, or revised accordingly, so that well­
vetted drugs that have undergone expert panel scrutiny can be used legally for wildlife, 
aquaria, zoo, aquacultural, and laborato1y animal species, and for major species with rare 
conditions. 

Innovative pathways to legal marketing 
• In 2010, the FDA published a Federal Register notice FDA-2010-N-0528 seeking comments 

related to identification of emerging paths toward legal status of drugs that are medically 
necessa1y and manufactured using good manufacturing processes. At the time, FDA 
conveyed that it is open to using both the agency's existing authority and new approaches to 
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make more drugs legally available to veterinarians, producers, and pet owners. We 
commended the FDA on its pursuit at the time and urge the FDA to implement innovative 
strategies to legal marketing. The A VMA stands ready to discuss possible approaches fiuther 
with FDA. 

Non-food minor species 
In species including but not limited to zoo animals, laboratory animals, exotic pets, wildlife, aquaria 
animals, and non-food aquacultural animals, the use of compounded preparations is unquestionably 
necessary. We urge FDA to carefully consider the critical need for access to compounded 
preparations within these species, as FDA farther refmes its guidance. There are few choices of 
FDA-approved or indexed products available for use in these species; therefore, availability of 
properly compmmded preparations to be maintained for office use in appropriate strengths and 
fonnulations, and the ability to mix and dilute medications arc necessaty to provide adequate 
veterinary care. Several provisions within this draft guidance should not apply to non-food minor 
species in their respective environments, such as limiting preparations to be maintained in office for 
urgent or emergent needs, patient-specific prescriptions, and detailed labeling requirements for 
compounded preparations maintained for office use. 

Federal vs. State Jurisdiction 
The licensure of veterinarians is regulated by state govenunental authorities. Given this is a federal 
guidance, not a regulation, coupled with the existence of a wide range of state compounding mies, 
we would appreciate clarification on how GFI #23 0 will be enforced by the FDA. State mies 
regulating compounding in veterinaty practice vaty greatly. Some even provide substantial 
petmissiveness for veterinarians to obtain preparations compounded for office use, and administer 
and dispense from the compounded preparations maintained in their office. 

• How will the FDA evaluate whether the compounding of animal dmgs is done in accordance 
with the conditions outlined in the guidance? 

• Will tbe FDA rely on state boards ofphannacy and boards of veterinary medicine to enforce 
provisions within GFI #230, and how will the FDA reconcile discrepancies between state 
mies and GFI #230? 

Enforcement 
For many years the A VMA has advocated for, and applauded, the FD A's enforcement of illegal 
manufacturing activities. The A VMA asserts that large-scale manufacturing of animal drugs under 
the guise of compounding does not serve to benefit animal health; rather, circumvention of the drng 
approval process yields substances with unknown safety, efficacy, and potency, potentially allowing 
disease to progress. Animal drng manufacturers also contend that these compounded preparations 
result in a supply/demand disincentive for new FDA-approved drng products. 

• As FDA is concerned about the use of animal drugs compounded from bulk drng substances, 
especially when approved alternatives exist that can be used as labeled or in an extralabel 
manner consistent with the requirements ofFDA's extralabel provisions, how does this 
guidance change the FDA's ability to take action to address these concerns? 

• Does the FDA currently have the needed resources and enforcement capabilities to folly 
enforce all egregious compounding activities, or are new authorities and appropriations 
necessary for the agency? 

• Will the FDA develop and provide a user's guide on implementing the GFI #230 for state 
boards of pharmacy, state boards of veterinary medicine, individual veterinarians, and 
phannacists to follow? We anticipate that time for a transition to the new paradigm will be 
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needed across stakeholder groups, especially given the wide an'ay of state rules that exist 
related to veterinaty compounding. Some veterinary state boards might not be prepared to 
inspect veterinaty facilities for compliance with standards delineated within GFI #230. 

• How will FD A's enforcement of compounded preparations be reconciled with the Drng 
Enforcement Administration's expectations that preparations containing controlled 
substances must only be prepared pursuant to patient-specific prescriptions? 

• We also encourage FDA to coordinate with all relevant governmental agencies related to use 
of bulk drng substances in depopulation eff01ts, which might be needed during large-scale 
national emergencies. The A VMA stands ready to se1ve as a resource to FDA related to this 
topic. 

Adverse Event Reporting System 
The A VMA contends that there is a need for the continued development and strengthening of adverse 
event repmting systems for all adverse events, including lack of efficacy. We believe that there must 
be a strong, science-based, transparent and systematic surveillance system, especially consideting the 
wide scope of species and disease conditions that vetetinarians treat. TI1e A VMA supports 
development of a user-friendly, easy to access form for all adverse events related to compounding. A 
user-friendly electronic system would be anticipated to promote both repmting by those 
compounding, and ease of review by FDA. For example, FDA could maintain a database ofrecently 
reported adverse events for veterinarians and phannacists to use as a resource. Sufficient and 
meaningftil data inputs, or adverse event reports, are imperative for a strong reporting system 
foundation. 

• Does the FDA's cun'ent 1932a form, as a means of capturing adverse events, provide the' 
robustness FDA needs to detect and act on trends? The A VMA contends that all adverse 
events associated with compound preparations should be reported, not just serious adverse 
events. Adverse events related to lack of efficacy should also be collected and analyzed. 

Comme11ts 011 Specific Provisions within Draft GFI #230 
Scope of AVMA Comments 
The A VMA has chosen to comment on the sections and questions that impact veterinary medicine. 
We will defer to the pharmacy conununity for feedback related to the practice of pharmacy and 
functioning of outsourcing facilities: pharmacist supervision (Section III.A. I. and Section III.C.2); 
compounding in advance of receipt ofa prescription (Section III.A.2); detemlining and documenting 
that the compounded drug cannot be made from the FDA-approved drug(s) (Section III.A.5); current 
Good Manufacturing Practices (cGMP) (Section JII.C.4); certain labeling requirements (Section 
III.C.10); and reporting requirements from 503B of the FD&C Act (Section III.C.8). 

Definitions 
We request the FDA provide clarification on the following terms: 

• "Outsourcing facility"-Draft OFl #230 defines an "outsourcing facility'' as a facility that 
meets the definition of an outsourcing facility under section 503B( d)( 4) of the FD&C Act. 
Section 503B(d)(4) defines an outsourcing facility as a facility at one geographic location or 
address that (i) is engaged in the compounding of sterile drngs; (ii) has elected to register as 
an outsourcing facility; and (iii) complies with all of the requirements of that section of the 
law. 

As the use of outsourcing facilities in veterinary medicine is an entirely new concept, we are 
still assessing how the requirements for registration as an outsourcing facility would impact 
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the ability to meet veterinary needs. We wish to underscore that there is a substantial need for 
both non-sterile and stedle compounded preparations to be· maintained for office use in 
veterinaiy medicine. We appreciate that the use of outsourcing facilities in the preparation of 
office stock is intended to increase safety of compounded preparations, yet we caution that 
use of outsourcing facilities might have the unintended consequence that some preparations 
of critical importance to animal health may no longer be available due to economic or other 
business considerations. 

We ask the FDA to cladfy how it will reconcile the clear discrepancies between statutory 
language and provisions in vadous agency documents: 

o Specifically, it is our understanding that outsourcing facilities in compliance with 
Section 503B are only exempt from the human drug approval require111e11ts in 
section 505 of the FD&C Act (21 U.S.C. 355), the requirement to be labeled with 
adequate directions for use in section 502(1)(1) of the FD&C Act (21 U.S.C. 
352(1)(1)), and the track and trace requirements in section 582 of the FD&C Act 
(21 U.S.C. 360eee-l ). How does this guidance impact the facility's exemption 
from animal dmg approval requirements? 

o Per the FDA's draft guidance for industry For Entities Considering Whether to 
Register As Outsourcing Facilities Under Section 503B of the Federal Food, Dntg, 
and Cosmetic Act, referenced in draft GFI #230, outsourcing facilities are required to 
meet certain conditions to qualify. Of particular concern is the requirement that the 
outsourcing facilities must not compound drngs that appear on a list published by the 
FDA of drngs that have been withdrawn or removed from the market because the 
dmgs or components of such drugs have been found to be unsafe or not effective for 
humans. We are aware of a number of such compounded preparations needed in 
veterinary medicine, including but not limited to cisapride, asparaginase, and 
chloramphenicol. In these cases, the FDA-approved product was withdrawn from the 
market due to human safety concerns, leaving us with no alternative to treat animal 
patients. 

o An additional concern is that a facility, in order to meet the definition of an 
outsourcing facility, must be engaged in the compounding of sterile human dmgs. 
The draft guidance clearly states that "you should not register a facility as an 
outsourcing facility if the only activities conducted at the facility are ... animal 
dmgs,. .. because none of the products produced at the facility would qualify for the 
exemptions provided in section 503B." A nmnber of pharmacies currently exist that 
serve the needs of veterinarians and would need to register as an outsourcing facility 
per GFI #230, but they are explicitly prevented from registering per Section 503B 
because they do not meet certain requirements and were told not to register by the 
agency in another Guidance for Industry. 

• "Compounding" as defined within 503A does not include mixing, reconstituting, or other 
such acts that arc performed in accordance with directions contained in approved labeling 
provided by the product's manufacturer and other manufacturer directions consistent with that 
labeling. Defined within 503B, compounding is the combining, admjxing, mixing, diluting, 
pooling, reconstituting, or otherwise altering a drug or bulk drug substance to create a drug. 
Is the administration of a bulk drug substance directly to an animal (for example, dissolution 
of metronidazole powder in aquada for medical treatment of pet fish) considered 
compounding, or would administration be considered compounding only if the bulk drug 
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substance is mixed with another active or inactive ingredient? We ask the FDA to folly 
clarify its definition of animal dmg compounding within this guidance. 

• "Bulk drug substance" is defined within 21 CFR 207.3(a)(4) as "any substance that is 
rep1:esented for use in a chug and that, when used in the manufacturing, processing, or 
packaging ofa drug, becomes an active ingredient or a finished dosage fonn of the drug, but 
the term does not include intermediates used in the synthesis of such substances." We 
understand that compressed gases, household items, herbals and homeopathies, and 
manufactured unapproved drugs such as glucosamine, would be outside the scope of this 
guidance. We ask the FDA to folly clarify what it considers a bulk drug substance for 
purposes of this guidance. 

o In its Table I-Estimated Annual Recordkeepiug Burden, please clarify details 
surrounding FDA's estimate that 75,000 phanuacies will receive approximately 
6,350,000 prescdptions for compounded animal drngs annually. From where were 
these numbers obtained, and are these numbers specific to preparations compounded 
from bulk drng substances or prescriptions for all compounded preparations? 

• "Patient" is defined by the A VMA (https://www.avma.org/KB/Policies/Pages/Model­
Vetednary-Practice-Act.aspx) as an animal or group of animals examined or treated by a 
veterinarian, which would include herds, flocks, groups of shelter animals, laboratory animal 
colonies or groups, and zoo animal and aquada collections. We respectfully request the use 
of this definition for the term "patient." 

• "Non-ornamental fish" needs farther clarification. Which definition is the FDA using for this 
term? The FDA-CVM's Program Policy and Procedures Manual E1iforce111e11t Priorities 
ForDrug Use !11 Non-Food Fish includes a definition of"omamental fish." For purposes of 
GFI #230, are all fish not included in that definition to be considered "non-ornamental fish" 
and therefore food-producing animals? 

• "Clinical difference" is not expressly defined within Section 503B or in the draft GFI #230. 
How will "clinical difference" be evaluated by the FDA, or does the FDA intend to seek state 
enforcement of this component? 

• The terms "sale" and "transferred" need to be more clearly defined. For example, does this 
include the sharing of a compounded preparation between one clinic and a co-owned satellite 
clinic, between multiple zoological institutions or goverrnnent agencies, or from one 
university laboratory to another within the same university system? 

Section III.A. 
(2) We have serious concerns with the verbiage "The ch11g is dispensed ... for an individually 
identified animal patient. .. " A VMA folly suppmis the requirement that a veterinadan-client-patient 
relationship must exist for the use of a compom1ded preparation in an animal patient. However, the 
requirement that a patient must be 'individually identified' would eliminate the ability for 
veterinarians to obtain a preparation for a collection of animals, snch as in a zoo, laboratory animal 
research facility or aquarium. In some of these situations, the patient cannot be individually identified 
or the entire group needs to be treated; it would not be feasible or reasonable to write an individual 
prescription for each animal. 
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• We request the FDA delete the words "individually identified" and use the A VMA's 
definition of "patient": https://www.avma.org/KB/Policies/Pages/Model-V ctcrinary-Practice­
Act.aspx. 

(3) "Food-producing animal" defined to include all cattle, swine, chickens, turkeys, sheep, and goats 
is consistent with our understanding and definition of a "food-producing animal." 

The A VMA contends that compmmding from bulk drug substances in food-producing animals is 
medically necessary for certain poison antidotes, euthanasia, and depopulation medications. There 
must be some allowance for compounding from bulk ingredients for these explicit situations, when 
there is no FDA-approved product or the approved product cannot feasibly be used per label or in an 
extralabel fashion. Veterinarians must also be able to legally maintain sufficient quantities of these 
compounded preparations in their office for urgent achninistration needs or emergency situations in 
food animals. Without access, animals would die before the medication could be delivered; for 
example, methylene blue is needed to treat nitrate toxicosis in cattle in the southeastern patt of the 
USA. We recognize veterinarians' need to ensure food safety, maintain required records, and label 
drngs appropriately, as required under FDA's extralabel drug use rules. We ask that FDA draft a 
separate guidance to address these needs. 

We are not opposed to the requirement that the prescription or documentation accompanying the 
prescription for a non-food animal must contain the statement "This patient is not a food-producing 
animal." The statement also helps to distinguish those patients that could be a food-producing animal 
in some situations, independent of species (e.g., rabbits, captive elk, captive deer). 

We also would appreciate clarification on the wording in the latter half of this provision: ''. .. any 
other animal designated on the prescription or in documentation accompanying the prescription by 
the veterinarian as a food-producing animal, regardless of species, is considered to be a food­
producing animal." 

• Would this mean that a veterinarian would state "This patient is a food-producing animal" to 
identify for the pharmacist that a bulk drug substance is not to be used? 

(4)(a) The AVMA disagrees with the requirement that a pharmacy may compound a preparation 
using a bulk drug substance that is a component of any marketed FDA-approved animal or lnunan 
drng only iftbe change between the compounded drng and the FDA-approved drug would produce a 
clinical difference. We assert that compounding should be allowable if the approved product is not 
commercially available for other reasons (i.e., unavailable) and no therapeutic alternatives exist, or if 
the needed compounded preparation ·callllot be made from the approved product (such as preparation 
ofmetronidazole benzoate for use in a cat) as allowed per Section III.A.5. We ask the agency to 
amend the provision accordingly. Given the frequency of FDA-approved drug product shortages and 
backorders, including all marketed FDA-approved dtugs is too restrictive for the needs of veterinary 
patients. 

(4)(b) The A VMA has concerns with, and is opposed to, the requirement for a statement from the 
veterinarian that the compounded preparation "produces a clinical difference for the individually 
identified animal patient" with an explanation of that difference. We contend that a medical rationale 
is necessary for use of compounds, and is a more applicable term than "clinical difference." 
However, we believe docmnentation of why the compounded preparation was chosen is more 
appropriate for the medical record. 
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• Should FDA still choose to require inclusion of a statement in documentation, will the 
statements be evaluated by the FDA, or does the FDA intend to seek state enforcement of this 
component? 

Additionally, we believe that the tenn "clinical difference" does not capture other medical needs for 
compounded preparations, such as ce1tain worker and client safety needs, client compliance, and 
animal stress situations (e.g., fractions cats). These safety/animal handling needs are not related to 
clinical differences but rather, the ability to adequately medicate patients. 

(5) Related to pharmacists documenting that a compounded preparation cannot be made from an 
FDA-approved drng, what does the FDA consider to be "acceptable documentation," and to whom 
will the documentation be provided? 

(6)(b) In concept, the A VMA does not oppose the requirement that the statement "There are no FDA­
approved animal or human drugs that can be used as labeled or in an exh·alabel manner under section 
512(a)(4) or (5) and 21 CFR part 530 to appropriately treat the disease, symptom, or condition for 
which this drng is being prescribed" be documented on the prescription or documentation 
accompanying the prescription, because we believe vetelinarians need to carefully consider their 
therapeutic options. However, the statement could inadvertently discourage use of FDA-approved 
drngs in preparing compounded medications. For example, we understand that sometimes the best 
starting ingredient for a phannacist's preparation of a compounded medication is the FDA-approved 
drug. If the veterinarian includes the above statement, that essentially would direct the phaimacist to 
utilize a bulk drug substance. Moreover, the veterinaiian writing the prescription would not 
necessarily know whether the FDA-approved drug or the bulk drng substance is best for the 
preparation. We wholeheartedly agree with the need for veterinalians to utilize FDA-approved 
products whenever feasible. We ask that FDA discuss this topic fu1ther with the A VMA. 

(9) We would like clarification on the statement that "a sale or transfer does not include 
administration of a compounded drng by a veterinarian to a patient tmder his or her care." It is our 
understanding that under the guidance, the compounded preparation may only be dispensed by the 
phannacy to the patient's owner or caretaker, a concept with which the A VMA disagrees. Does this 
provision in some way allow for the veterinarian to receive the compow1ded preparation from the 
pharmacy, and then administer and dispense the preparation to the patient's owner or caretaker? The 
AVMA asserts that the prescribing veterinarian should be able to dispense these preparations to help 
ensure that the medications are being used and administered appropriately by the client. Such 
dispensing also keeps the prescribing veterinarian more closely attuned to the current status of the 
patient should client questions or concerns (such as adverse events) arise. 

We request that the FDA amend the provision to allow dispensing: " ... a sale or transfer does not 
include administration of a compounded drug hy a veterinarian to a patient 1mder his or her care, or 
the dispensing of a compounded drug by the veterinarian to the owner or caretaker of an animal 
wider his or her care." 

Section III.B. 
( 1) Again, the A VMA contends that compounding should be done within the confines of a 
veterinarian-client-patient relationship. However, veterinarians must be able to legally maintain 
sufficient quantities of compounded preparations in their office for urgent administration needs or 
emergency situations, including compounds prepared by veterinarians and pharmacies. In fact, the 
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maintenance of preparations for office use is lawful for veterinarians under some states' rules. We 
request that the FDA include an allowance for the preparation of compounds by veterinarians in 
advance of a specific patient's need. 

(2) For food animals, the A VMA, again, asserts that a publically available list of bulk drug 
substances for veterinarians to prepare poison antidotes, euthanasia, and depopulation preparations 
should be made available. 

As previously stated in Section Ill (A) 3, veterinarians must also be able to legally maintain sufficient 
quantities of these compounded preparations in their office for urgent administration needs or 
emergency situations in fooc\ animals. Without access, animals would die before the medication 
could be delivered; for example, methylene blue is needed to treat nitrate toxicosis in cattle in the 
southeastern part of the USA. We recognize veterinalians' need to ensure food safety, maintain 
required records, and label drugs appropriately, as required under FDA's extralabel drug use mies. 
We ask that FDA draft a separate guidance to address these needs. 

(3) If the veterinarian is prescribing a medication to be compounded in lieu of an FDA-approved 
drug, then there is a clinical need that has already been detennined by the prescribing veterinarian. 
Thus the AVMA agrees with the pmpose of the provision. We do not support any additional 
repo1ting or recordkeeping requirements related to this provision. 

We request that the FDA amend the provision to allow for compounding from bulk ingredients ifthe 
approved product is not commercially available (either due to a backorder, shortage, or no longer 
marketed) or if the needed compounded preparation cannot be made from the approved product. As 
stated with respect to Sec. III.A.4.a., the frequency of FDA-approved drng product shortages and 
backorders makes inclusion of all marketed FDA-approved drugs too restrictive for the needs of 
veterinary patients. 

( 4) The A VMA supports the intentions of this provision as the A VMA believes that an FDA­
approved drug product should always be used first and foremost. 

(5) The A VMA supports the requirement that veterinarians compounding from bulk drug substances 
do so in accordance with USP-NF Chapters <795> and <797> (e.g., a sterile chug is compounded in 
an area with air quality that meets or exceeds ISO Class 5 standards (see USP-NF Chapter <797>, 
Table 1)). 

(6) The AVMA agrees with the requirements for use of bulk drng substances that are accompanied 
by a valid ce1tificate of analysis and that come from FDA-registered manufacturers. 

(7) The A VMA agrees with the provision's allowance for veterinarians to achninister the preparation 
to the patient or dispense to the o\Vller or caretaker. The A VMA also agrees that this should all be 
done within the confines of a veterina1ian-client-patient relationship. 

The A VMA contends that dispensing practices by veterinarians should be regulated by individual 
state boards ofveterina1y medicine. We would like the FDA to clarify what the agency would 
consider to be the "transfer" of compounded preparations to another veterinarian or a satellite 
facility. 
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Section III.C. 
(I) Please see our comments in the section below related to Appendix A. We have reservations about 
the outline drafted for the creation of such a list and whether patient needs can be met through the use 
of such a list. 

(3) We do not oppose the requirement for a statement on the prescription or suppmiing 
documentation that "This drug will not be dispensed for or administered to food-producing animals." 
Including such a statement is important to help minimize the risk of the medication being used in a 
food animal. 

As stated previously, the A VMA contends that compounding from bulk drng substances in food­
producing animals is medically necessary for certain poison antidotes, euthanasia, and depopulation 
medications. There must be some allowance for compounding from bulk ingredients for these 
explicit situations, when there is no FDA-approved product or the approved product cam1ot feasibly 
be used per label or in an extralabel fashion. Veterinatians must also be able to legally maintain 
sufficient quantities of these compounded preparations in their office for urgent administration needs 
or emergency situations in food animals. Without access, animals would die before the medication 
could be delivered; one example also stated previously is methylene blue, which is needed to treat 
nitrate toxicosis in cattle in the southeastern part of the USA. We recognize veterinarians' needs to 
ensure food safety, maintain required records, and label drugs appropriately, as required under 
FDA's extralabel drng use rules. We ask that FDA draft a separate guidance to address these needs. 

(6) As the draft guidance is currently wtitten, outsourcing facilities would be the only way by which 
a veterinarian could obtain ot1lce stock of ceiiain compounded preparations. Many of these 
preparations are not only needed for immediate in-house administration by the veterinarian but also 
for dispensing to the patient's owner or caretaker for treatment at home, up to a 14-day timeframe. 
This allows for dispensing for emerging needs, and to help ensure the drug is going to be effective in 
a particular patient. It would also help to avoid a client needing two prescriptions for one drug in a 
shmt timeframe (which could decrease compliance), and would allow time to detect any immediate 
adverse events (e.g., intolerance to the drug, such as seen when amlodipine results in inappetence in 
cats). 

We request that the FDA amend the provision to allow dispensing:" ... a sale or transfer does not 
include administration of a compounded dmg by a veterinarian to a patient under his or her care,_m: 
the dispensing of a compounded drug_Qy_!he veterinarian to the owner or caretaker of an animal 
under his or her care." This would bring the provision in line with what is allowed for physicians 
imder Sec. 503B of the FD&C Act. 

(9) At this time, the A VMA has reservations related to the requirement that a veterinarian's order 
state that the product will be used in a maimer and in a species that complies with the list of 
pem1itted bulk ingredient uses under Appendix A. If any such list is created, it needs to be 
maintained properly and reflect veterinarians' needs. These concerns will be further addressed in the 
feedback below on Appendix A. 

(IO) The AVMA contends that ce1iain infonnation should be incorporated into labels/packaging and 
generally agrees with inclusion of: 

a. Active ingredient(s) 
b. Dosage fonn, strength, and flavoring, if any 
c. Directions for use, as provided by the veterinarian prescribing or ordering the drng 
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d. Quautity or volume, whichever is appropriate 
e. The statement "Not for resale." 
f. The statement "For use only in [fill in species and any associated condition or limitation 

listed in Appendix A]." 
g. The statement "Compounded by [name of outsourcing facility]." 
h. Lot or batch number of chug 
1. Special storage and handling instructions 
J. Date the dmg was compollllded, and date of dispensing, if dispensed 
k. Beyond use date (BUD) of the drug 
l. Name of veterinarian prescribing or ordering the dmg 
m. The address and phone number of the outsourcing facility that compmmded the dmg 
n. Inactive ingredients 
o. The statement "Adverse events associated with this compounded drug should be reported to 

FDA on a Form FDA 1932a." 
p. If the drug is compounded pursuant to a patient specific prescription, the species of the 

animal patient, name of the animal patient, number ofrefills if applicable, and name of the 
owner or caretaker of the animal patient. We wish to underscore that "patient" can also mean 
a herd, collection or group of shelter animals. We assert that the A VMA's definition of 
"patient" should be used. 

We also request that FDA require all compounded preparations be labeled that they are not FDA­
approved products. We believe it is important for consumers to recognize that safety, efficacy, 
potency and sterility, where applicable, of compounded preparations have not been assessed or 
veiified by the FDA. 

Labeling requirements for preparations to be maintained for office use can be difficult for minor 
species, including but not limited to zoo, aquaria, laboratory-animal, and wildlife collections and/or 
facilities. For example, some compounds maintained for office use will be used to treat lameness in a 
number of species in a zoo collection. The labeling requirement as posed in (f) would be patticularly 
difficult in these collections. 

Pertaining to Provisions Which Appear in Multiple Sections 
Related to Labeling by Pharmacies and Veterinarians (Section III.A.I I and Section IIl.B.9) 
A VMA requests that the labeling requirements for pharmacists and veterinarians include name of 
client; veterinarian's name and address; identification of animal(s) treated, species and numbers of 
animals treated, when possible; date of dispensing; name, active ingredient, and quantity of the chug 
preparation to be dispensed; drug strength (if more than one strength available); dosage and duration; 
route of administration; number of refills; cautionary statements as needed; beyond use date; and the 
statement "Compounded by [name, address, and contact number of the phannacy or veterinaiian]." 
We also assert that compounded preparations should be labeled that they have not been approved by 
FDA. Patient owners or caretakers should have information available to contact the compounding 
entity, be it a pha1macy, veterinarian or outsourcing facility. 

The A VMA agrees with inclusion of the name of the owner or caretaker and species of animal. 
A VMA contends that a patient may be an animal or group of animals so the "name" of the animal 
patient should only be required for presciiptions where applicable and appropiiate. 
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Related to Patient-Specific Prescriptions (Section Ill.A.2 and Section IIl.B.l) 
Veterinarians must be able to legally maintain sufficient quantities of compounded preparations in 
their office for urgent administration needs or emergency situations. These cannot be obtained 
tllJ'ough patient-specific prescriptions. Examples are many, and include: methylene blue to treat 
nitrate toxicosis; apomotphine to induce emesis in dogs; antibiotics, such as metronidazole, 
formulated into an appropriate dose for small dogs and cats and a palatable flavor for non-human 
primates to treat acute dial1'hea; and nonsteroidal anti-inflanmmtoty drngs, such as tileloxicam, for 
pain control in small mammals. 

This guidance's allowance that preparations that appear in a list will only be available from an 
outsourcing facility will greatly restrict veterinarians' access to critical medications and hamstring 
their ability to provide appropriate care in a timely manner. We must ask the FDA to reconsider 
provisions related to preparations compounded for office use and engage in discussion with the 
AVMA and the veterinaty profession to better ascertain how to best meet the needs of both the FDA 
and veterinary patients. 

Related to Sourcing of. and Information on, Bulk Dntg Substances (Section 111.A.7. Section 111.B.6, 
and Section lll.C.5) 
Section III.A. 7 states that "Any bulk drng substance used to compound the dmg is manufactured by 
an establishment that is registered under section 510 of the FD&C Act (21 U.S.C. 360) (including a 
foreign establishment that is registered under section 510) and is accompanied by a valid cettificate 
of analysis." How does the intent related to this statement differ from the intents for Section III.B.6 
and Section III.C.5, which both state "Any bulk dmg substance used is manufactured by an 
establishment that is registered under section 510 of the FD&C Act (21 U.S.C. 360) (including a 
foreign establishment that is registered under section 360(i)) and is accompanied by a valid 
ce1tificate of analysis"? 

The A VMA agrees with the requirement that any bulk drng substance used by either a phannacy, 
veterinarian, or outsourcing facility be manufactured by an establislrment that is registered under 
section 510 of the FD&C Act (21 U.S.C. 360) (including a foreign establishment that is registered 
under section 360(i)) and is accompanied by a valid certificate of analysis. 

Related to USP-Related Re,guirements (Section III.A.8 and Section III.B.5) 
The A VMA asserts that compliance with USP guidelines continues to be an element that can be 
utilized when a veterinarian considers the quality of a compounding pharmacy's preparations. The 
A VMA supp01ts the requirement that veterinarians, outsourcing facilities, and pharmacists 
compounding from bulk drng substances do so in accordance with USP-NF Chapters <795> and 
<797> (e.g., a sterile drug is compom1ded in an area with air quality that meets or exceeds ISO Class 
5 standards (see USP-NF Chapter <797>, Table l )). 

Related to the Sale or Transfor of Compounded Preparations (Section III.A.9 and Section III.B.7) 
The AVMA advocates that compounded preparations should not be wholesaled. However, we seek 
clarification from FDA related to the definition of"sale" and "transfer" as indicated previously in our 
comments. 

Related to Adverse Event Reporting Reguirements (Section III.A.10, Section III.B.8, and Section 
IIl.C.7) 
The AVMA advocates for robust, strong adverse event rep01ting systems. However, we ask whether 
the FDA's current 1932a fonn, as a means ofcaptming adverse events, provides the robustness FDA 
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needs to detect and act on trends? The A VMA underscores that all adverse events associated with 
compounded preparations should be reported by those compounding the preparations, rather than just 
serious adverse events. Adverse events related to lack of efficacy should also be collected and 
analyzed. 

The A VMA contends there is a need for the continued development and strengthening of adverse 
event reporting systems for all adverse events, including lack of efficacy. We believe there must be a 
strong, science-based, transparent and systematic surveillance system, especially considering the 
wide scope of species and disease conditions that veterinaiians treat. The A VMA suppotis 
development of a user-friendly, easy to access fonn for all adverse events related to compounding. A 
user-friendly electronic system would be anticipated to promote both reporting by those 
compow1ding and ease of review by the FDA. For example, the FDA could maintain a database of 
recently reported adverse events for veterinaiians and phannacists to use as a resource. Sufficient and 
meaningful data inputs, or adverse event reports, are imperative for a strong reporting system. 

Related to the proposed requirement for submission of all adverse events within 15 days, the AVMA 
asserts that this timeframe is acceptable for veterinarians. We hope that such a timeframe is amenable 
to pharmacies and outsourcing facilities. 

Appendix A, List of Bulk Drug Substances That May Be Used By An Outsourcing I<acility to 
Compound Drugs for Use In Animals 
In GFI #230, the FDA conveys its general intent to enforce all adulteration and misbranding 
provisions of the FD&C Act against entities compounding animal drngs from bulk drng substances if 
they are not in accordance with provisions delineated within the guidance. The A VMA understands 
this to mean that while all compounding from bulk drng substances continues to be illegal, those 
activities not provided for within the confines ofGFI #230 are subject to greater likelihood of 
enforcement. 

Although we want compounded preparations that veterinaiians maintain for office nse to be safe, we 
have concerns that the explicit use of outsourcing facilities might have the m1intended consequence 
of making some preparations unavailable. 

The A VMA asserts that use of a compounded preparation should be limited to those individual 
patients for which no other method or route of drng delivery is practical; those drngs for which 
safety, efficacy, and stability have been demonstrated in the specific compounded form in the target 
species; or disease conditions for which a quantifiable response to therapy or drng concentration can 
be monitored. Needs vaty greatly across species treated by veterinarians. 

• Zoo animals, laboratory anin1als, wildlife, exotic pets, camelids, aquaria species, and non­
food aquacultural species: These minor species have few FDA-approved animal or human 
drng products or indexed drngs that can be used as labeled or in an extralabel manner to treat 
conditions. For example, diminutive dosages and volumes are reqnired for some exotic pets, 
so office use is critical. Zoo veterinaiians have advised they need to have office stock to be 
able to readily treat lameness or other conditions that can aiise at any time among the large 
collections of animals they treat. For that reason, the importance of having preparations 
compounded from bulk drug substances in anticipation of the patient's need and available in 
the hospital or clinic for administration, and dispensing when appropriate, is undeniable. 

• Food-producing animals: The AVMA suggests that the FDA draft a separate guidance to 
address compounding from bulk drng substances for food producing animals. The draft GFI 
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#230 provides no allowance for the preparation of compounds from bulk drug substances for 
food-producing animals. The A VMA has advocated for a publically available, cmTent list of 
bulk drug substances that can be legally compounded within a veterinarian-client-patient 
relationship specific and limited to euthanasia, depopulation, and poison antidote compounds 
for food-producing animals. There currently exist no FDA-approved animal or human drug 
products or indexed drugs that can be used for these specific needs. Therefore, it is 
imperative that veterinarians have these preparations available and in their clinic when the 
need arises. Not only is compounding from bulk drug substances necessa1y for food­
producing animals, the FDA must allow for the preparations to be obtained in anticipation of 
a specific patient's need (i.e. via a nonpatient-spccific prescription or prescription order) for 
treating ce1iain toxicoscs and for euthanasia or depopulation. 

• Dogs, cats, and horses: While there arc a number of FDA-approved drug products for dogs, 
cats and horses, there remain circumstances where there is no FDA-approved dntg product 
available to treat a particular animal with a pa1ticular condition, because either no drug 
product is approved for a specific animal species or no approved drug product is available or 
feasible for use under the extralabel drug use provisions. For example, some shelters receive 
20,000 to 30,000 animals per year and have inunediate needs that require compounded 
preparations for adequate treatment. Another example is the need for compounded 
buprenorphine when an owner is unable to adequately medicate their painful cat with the 
injectable or oral treatment at home. In instances such as these, having access to these 
compounded preparations for administration and dispensing by the veterinarian is critical to 
preventing animal suffering and death. 

The criteria that all substances must meet to be included on the list are challenging. 
• As asked previously, will the identified "significant safety concem specific to the use of the 

bulk drug substance to compound animal drngs" be related to safety concems for humans or 
for animal patients? For example, cisapride was removed from the market due to human 
safety concems, but is critical in feline medicine. We contend that safety concerns related to 
the use of compounded medications in human medicine should have no bearing on their use 
in animal patients in most circumstances. 

• Additionally, evidence clearly indicating the ineffectiveness of a substance to be used should 
be a criterion by which the substance is not included on the list. 

We have concerns related to the feasibility of creating an all-encompassing list of bulk drug 
substances within the paradigm framed by FDA, with supporting documentation as outlined in the 
Docket No. FDA-2015-N-1196. In lieu of the list, we contend that compounding from bulk drng 
substances should be allowed in tluee general sets of circumstances: the approved product is not 
commercially available, the needed compounded preparation cannot be made from the approved 
product, or there is no approved product from which to compound the needed preparation. 

A VMA will be providing a separate set of comments pursuant to the Federal Register notice titled, 
"List of Bulk Drug Substances That May be Used by an Outsourcing Facility to Compound Drugs 
for Use in Animals." 

Specific Topics for Comment 
Should the final guidance address the issue of FDA-approved animal and human drugs that are in 
shortage or are othe1wise unavailable (e.g., dismptions in the mamifacture or supply chain; business 
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decisions to stop marketing the drug; drug is subject to Agency action based on safety, effectiveness, 
or manufacturing concerns)? 
The A VMA is committed to the continued availability of medicinal products that are pure, safe, 
potent and efficacious for animals. While we recognize that many factors can impact a 
manufacturer's decision or ability to produce and make FDA-approved dmg products available, the 
short and long-te1m breaks in availability or complete withdrawal of a product from the market make 
access to compounded preparations even more important. Lack of infonnation regarding why the 
products have been removed from the market and when they might return causes frustration and 
uncertainty for veterinarians and pet owners as they plan for treatment of patients. 

Accordingly, the AVMA contends that the lack of c01mnercially available FDA-approved drug 
products is a valid reason for veterinarians to prescribe compounds prepared from bulk drug 
substances for patients. For example, ticarcillin-clavulanic acid is critical for treatment of certain 
types of bacterial otitis externa in dogs and must be compounded when commercially unavailable. 
We ask that the final guidance address the issue of compounding preparations from bulk drng 
substances when the FDA-approved drng products are unavailable for any reason. As requested 
earlier in our comments, does the FDA have the needed resources to address and minimize impacts 
of drug unavailability on patient care? Additionally, what protocols and procedures will FDA follow 
to assure that timely notification is made regarding emerging drug sh01tages that impact veterina1y 
medicine and notification when the drug is once again commercially available? And how does FDA 
know when a shortage of a human FDA-approved drug will impact veterinary medicine? 

How should these situations be addressed in the.final guidance? 
The A VMA contends that a robust, nimble, current drng sh01tage list should be made publically 
available. While we do not yet have a recommendation on whether this action should be 
incorporated into the provisions delineated within GFI #230, implemented elsewhere for the agency 
to manage, or maintained by an external stakeholder(s), appropriate resources must be dedicated 
toward its continual upkeep. In the interim, any role that the FDA plays with regard to identification 
of drng shortages needs to be well-infom1ed and more broadly encompassing than the current list 
housed at 
http://www.fda.gov/ AnimalVeterinary/Safety Healtb/ProductSafety Information/ucm267 669 .htm. 

How should the.final guidance define the terms "shortage" and "unavailable"? 
A "shortage" refers to insufficient quantities of a needed FDA-approved product. "Unavailable" 
means that the FDA-approved product is entirely inaccessible to practitioners. Shortages and 
unavailability of products may be due to a back order, temporary discontinuation, or other supply 
interruption, resulting in limited or no accessibility through regular distribution channels. 

What criteria should FDA use to detennine if an approved animal or human drug is in shortage or 
othenvise unavailable? 
FDA should consider products that are backordered, temporarily discontinued, no longer marketed, 
or provided intennittently in limited quantities when determining whether a product is in shortage or 
unavailable. 

Do United States Pharmacopeia and National Formulmy (USP-NF) ill chapters <795> and <797> 
provide suitable standards for animal drugs compounded by veterinarians, and if not, what 
standards 'of safety, purity, and quality should apply to animal dn1gs compounded by veterinarians? 
The USP chapters 795 and 797 are suitable standards for compounding from bulk drng substances by 
veterinarians. 
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Should licensed veterinarians be able to sell or transfer an animal drug compo11ndedfi·om bulk dmg 
substances by a State-licensed pharmacy or an 011tsourci11gfacility to owners or caretakers of 
anin1als under the veterinarian's care? 
We seek FDA's clarification related to the definitions of"sell," "transfer," and "dispense" before we 
can provide feedback related to this concept. In general, we assc1i that the prescribing veterinarian 
should be able to dispense preparations compounded by pharmacies or outsourcing facilities to his or 
her clients. 

How should FDA apply the condition to identi.fj1 an individual patient when it is not possible to 
identifY an individual animal (e.g., koi in a koi pond)? 
The A VMA contends that a "patient" is an animal or group of animals examined or treated by a 
veterinarian and does not need to always be individually identified. So long as the licensed 
vetelinarian is meeting the requirements of his/her state veterinary practice act with respect to 
prescribing, then being able to identify an individual patient when it is not possible is unnecessary. 

Shouldfacililies registered as outsourcing facilities 11nder section 503B of the FD&C Act be able to 
co111po11nd animal dr11gsfi'o111 bulk d111g s11bsta11ces that do 1101 appear on Appendix A for a11 
individually ide11tified animal patient u11der co11ditio11s similar lo those applicable lo state-licensed 
pharmacies (i.e., the co11ditio11s contai11ed i11 sectio11 Ill.A. of the draft g11ida11ce)? 
Yes, so long as the outsourcing facility is a state-licensed phannacy. 

Is additional guida11ce needed to address the repackagi11g of dntgsfor animal use? 
o How widespread is the practice of repackaging drugs for a11imal use? 
o JV/Jal types of d111gs are repackaged for animal use, and why are they repackaged? 
o Have problems been identified with repackaged drugs for a11imal use? 

We understand repackaging to mean "The act of taking a finished drug product from the container in 
which it was distributed by the original manufacturer and placing it into a different container without 
further manipulation of the drug. Repackaging also includes the act of placing the contents of 
multiple containers (e.g., vials) of the same finished drug product into one container, as long as the 
container does not include other ingredients." If this is FD A's definition, the A VMA agrees and 
understands that veterinarians sometimes need to repackage drugs, including compounded 
preparations, into smaller aliquots for administration by the owner or agent, as long as the 
repackaging does not affect the stability, efficacy, purity, safety, and potency of the product (e.g., 
light-sensitive drugs). 

Is additional guidance needed to address the compo1111ding of animal drugs fiw11 approved animal or 
huma11 drugs under section 512(a)(4) or (a)(5) of the FD&C Act a11d part 530? 
No. The A VMA was a key leader in the development and advocacy for the Animal Medicinal Drug 
Use Clarification Act on behalf of our members and the patients they serve. Extralabel drug use, 
including the preparation of compounds from FDA-approved drugs, continues to be a needed activity 
in veterinary medicine, and our members continue to utilize this FDA-regulated activity in the 
practice ofveterinaty medicine, within the confines of the 21 CFR 530. 

Is additional guidance 11eeded to address the compounding of animal drugsfi·om bulk drug 
s11bsta11cesforfood-produci11g animals? 
Yes. The A VMA suggests that the FDA draft a separate guidance to address compounding rrom bulk 
drug substance for food producing animals. 
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The A VMA continues to recommend that there be a publically available, current list of bulk drug 
substances that can be legally compounded within a veterinarian-client-patient relationship specific 
and limited to euthanasia, depopulation, and poison antidote compounds for food animal species. If 
adequate scientific infonnation is not available to detetmine a withdrawal time, the A VMA contends 
that the compounded preparation cam10t be used in a food animal or the treated animal callllot enter 
the food supply. 

As one condition under which FDA does not generally i11te11d to take action for certai11 violatio11s of 
the FD&C Act if this and the other co11ditions are followed, FDA is proposing that State-licensed 
pharmacies and veterinarians report any product defect or serious adverse event associated with 
animal dmgs they compozmdfrom bulk dmg substances to FDA within 15 days of becoming aware 
of the product defect or serious adverse event. Outsourcing facilities are required to report adverse 
events associated with t!ze drugs they compound. FDA believes it is important to receive this 
i11formationjimi1 State-!ice11sed pharmacies and veterinarians because there are no other State 
Departments of Health or Federal Agencies (e.g., the CDC) charged with identifYing and tracing 
animal ilyuries or disease associated with an animal dmg compounded by these entities. FDA has 
the following specific questions with respect to this proposed condition: 

o How many State-licensed phannacies and veterinarians compound animal drugs from bulk 
drug substances and would potentially be reporting product defects and serious adverse 
events to FDA? 
We are unaware of any data that could assist in answe1ing this question. Anecdotally, we 
understand that few veterinarians personally compound from bulk drug substances. 

• Are State-licensed phannacies and veterinarians reporting the same or similar information 
to any State regulatory agency (e.g., State boards of pharmacy, State boards ofveterinmy 
medicine)? If so, how many reports on average does each State-/ice11sed pharmacy and 
veterinarian submit to these State agencies each year? 
It is our understanding that adverse events are grossly underreported to FDA; however, 
members have conveyed that when they do report an adverse event, they generally report the 
adverse event to the respective compounding pharmacy. We do not know the actual nwnber 
of these reports, nor are we aware of the number of events reported by veterinarians to their 
state boards. 

• Forp111poses of the guidance, how should FDA define the tenns "product defect" and 
"serious adverse event"? 
A VMA contends that "serious adverse events" are ones that are fatal, life-threatening, 
require professional inte1vention, cause an ab01tion, stillbitth, infertility, congenital 
anomaly, prolonged or pennanent disability, or disfigurement as referenced in 21 CFR 
514.3. 

A "product defect" would include any obvious physical abnonnalities, such as consistency, 
color and precipitant materials or contents, or problems with the amount, type or 
effectiveness of an ingredient triggered by production errors, poor quality bulk drug 
substances, or problems with transportation and/or storage. Any obvious physical defects of 
the container, seal or stopper and of the label of the product container would also constitute 
a product defect. 

1931 N Meacham Rd, Ste 100 I Schaumburg, IL 60173-4360 Ip: 800.248.28621 www.avma.org 17 
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A \/MA believes lack of efficacy is an adverse event and should be included in any reporting 
system. 

• Ca11 FDA achieve the same objective o(ide11t(/j>i11g and tracing the source of injuries or 
disease associated with an animal drug co111poundedfi"01n a bulk drng substance through 
means other than product d~fect and serious adverse event reporting, and if so, what other 
means? For example, would reports o_(prorluct d~fects alone achieve the same objective? 
\Ve are unable to provide a clear answer without additional definitions for the tcnns 
"product defect" and "serious adverse event," which would help infonn our understanding 
and opinion. 

We appreciate the opp01tnnity to comment on the draft Guidance for Industry and provide needed 
feedback on behalf of the A VMA 's membership. For questions or concerns regarding the A VMA' s 
comments, please contact Drs. Ashley Morgan (amorgan@avma.org; 202-289-3210) and Lynne 
White-Shim (lwhite@avma.org; (800) 248-2862 ext. 6784). 

Sincerely, 

W. Ron DeHaven, DVM, MBA 
CEO and Executive Vice President 

18 1931 N Meacham Rd, Ste 100 I Schaumburg, IL 60173-4360 Ip: 800.248.2862 I www.avma.org 
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October##, 2015 

Commissioner Stephen Ostroff, M.D. 
Food & Drug Administration 
10903 New Hampshire Ave 
Silver Spring, MD 20993 

Dear Commissioner Ostroff: 

We are writing to express our serious concern with FDA's proposed "Guidance for Industry- Compounding 
Animal Drugs from Bulk Drug Substances", which the agency issued on May 19, 2015. Through a draft guidance, 
FDA is proposing a new regulatory scheme for compounded animal drugs that prohibits veterinarians from 
properly treating their animal patients. These fundamental changes are proposed despite the fact that Congress 
has not passed any statute giving FDA the broad authority it would need to make such a substantial change in 
animal health. 

Under the proposed guidance, veterinarians would be singled out as the only health care professionals required 
to document in writing a clinical need before they can prescribe a medication. The draft guidance mandates very 
specific language that veterinarians must include on each and every prescription for a compounded preparation. 
This represents an unprecedented and dangerous intrusion into the state-regulated practice of veterinary 
medicine 

The draft guidance also eliminates the ability of veterinarians to maintain an office stock of medications from 
compounding pharmacies that are necessary for animal health. This access to important compounded 
medications, commonly referred to as "office use," is permitted under most state laws. Office use of 
compounded medications is critical in the practice of animal health because veterinary clinics often serve as 
emergency rooms and hospitals for animals, and certain compounded medications must be immediately 
available in order to insure proper patient outcomes. 

Through the draft guidance, the agency establishes and authorizes §5036 outsourcing facilities to compound 
and distribute medications for veterinary use. When Congress established that category of FDA-registered and 
regulated facilities within the Drug Quality and Security Act of 2013, it was specific to the provision of sterile 
drug products for human use. The agency has far exceeded its authority by presuming to extend these entities 
into veterinary medicine. 

This proposed guidance takes portions of the statute related to compounding contained in the Drug Quality and 
Security Act and attempts, without authorization and through a guidance document, to apply these provisions to 
animal drug compounding despite the fact that the Act is expressly limited to human compounding. If FDA 
believes that fundamental changes are needed in the regulation of animal drug compounding, the agency 
should instead submit a specific legislative proposal for Congress to consider. As a result, we ask that you 
withdraw this proposed guidance. 

Thank you for your attention in this matter. We look forward to the withdrawal of this proposed guidance and 
please do not hesitate to contact our offices if you require any further information. 

Sincerely, 
Matt Salmon 
Member of Congress 

Kurt Schrader 
Member of Congress 

Contact Greg Soften (greg.safsten@mail.housc.gov) in Rep. Salmon's office, or Chris Huckleberry 
(huck@mail.house.gov) in Rep. Schrader's with questions and to sign onto the letter. 
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Barbara A Carter, Manager 
MN Prescription Monitoring Program 

September 19, 2015 

Prescription Drug 
Monitoring Programs      

(PDMP) 
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• 46 PEOPLE DIE EACH DAY FROM AN OVERDOSE OF PRESCRIPTION 
PAINKILLERS IN THE U.S. (1) 

• 4 TIMES AS MANY DEATHS OCCURRED IN 2013 AS IN 1999 (2) 

• FOR EVERY PRESCRIPTION OPIOID OVERDOSE DEATH IN 2011, 
THERE WERE: 

 12 TREATMENT ADMISSIONS FOR OPIOIDS 

 25 EMERGENCY DEPARTMENT VISITS FOR OPIOIDS 

 105 PEOPLE WHO ABUSED OR WERE DEPENDENT ON OPIOIDS, 
AND 

 659 NONMEDICAL OPIOID USERS (2) 

 

 

Prescription Opioid Abuse           
A National Crisis 

(1) CDC, Opioid Pain Killer Prescribing: Where You Live Makes a Difference. (2014). CDC Vital Signs. 
Retrieved from  www.cdc.gov/vitalsigns/opioid-prescribing 
(2) Dowell, D., Aleshire, N.  A CDC Primer on the Prescription Opioid Overdose Epidemic. (2015, April 6).  
Presentation at 2015 National Rx Summit. Available from www.nationalrxdrugabusesummit.org 
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259M prescriptions for painkillers in 
2012 
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Pets and Prescriptions 

• Drug abusers turning to pet meds to feed habit 
• Drug abusers may be injuring pets to get pain killers  
  (Dayton Daily News-12/11/13 & 12/12/13) 
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The Racehorse Scam 

 

The Guard Dog Scam 

 

The Overweight House Pet Scam 

 

Scams to Obtain Prescriptions 
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• Definition and purposes 

 

• Brief  history 

 

• Overview of PDMP/PMPs 

 

Our Journey 
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• Statewide electronic databases - collect 
specified data on prescription controlled 
substances from dispensers. 

– Sometimes drugs of concern – e.g. butalbital 

– Includes dispensing practitioners 

–  Provide patient prescription data to prescribers, 
dispensers, regulatory officials, law 
enforcement/prosecutors, selected other 

Definition and Purpose 
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• 5 common purposes for a PDMP/PMP 

– Support access to controlled substances for legitimate 
medical use 

– Help identify and deter diversion-reducing overdose 
and overdose deaths 

– Help identify and intervene with persons abusing or 
addicted to prescription drugs 

– Inform public health initiatives through trends 

– Educate public about abuse, addiction and diversion 
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• In the beginning…. 

– 1918 – New York State 

– 1939-43 

California - 1939 (Oldest Continuous Program) 

Hawaii – 1943 

– 1960-89 

Illinois (1961)  Rhode Island (1978) 

Idaho (1967)  Texas (1981) 

Pennsylvania (1972)  Michigan (1988) 

New York (1972)* 

 

Brief History 
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Oklahoma (1990) First electronic PDMP/PMP 

 

 

 

The electronic era….. 
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• Federal grants – plan, establish, enhance, 
improve 

– Harold Rogers PMP Grants 2003-2014 

– Substance Abuse and Mental Health Services 
Administration (SAMHSA) 

– Office of National Coordinator for Health Information 
(ONC) 

• Health care and law enforcement purposes 
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Status of PDMPs 
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Where is the PDMP housed? 
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Drugs Monitored 
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Who reports the data? 
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Veterinarian Reporting 
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What is the frequency of 
reporting? 
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Who has access to the data? 

X X X 
X X 
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Use by Licensing/Regulatory 
Agencies 
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Interstate Data Sharing 
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• 45 states + D.C. 

• PMP Administrator gives notice of unusual or “suspicious” activity 

• Common triggers for alert 

– Reason to believe violation of law/standards 

– Patient visits certain number of prescriber/pharmacies within specific 
period of time 

• Criteria for triggers vary by jurisdiction 

– Peer review committees 

– PMP capacity to send reports and alerts 

– Indicators of abuse/diversion 

• Prescribers and dispensers – most common recipients of alerts 

 

Proactive/Unsolicited  
Alerts & Reports 
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Do PDMPs make a difference? 
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• Timely reporting of prescriptions dispensed 

• Use the PDMP 

• Avoid overprescribing 

• Properly dispose of unused medications 

• Educate 

 

 

What can you do? 
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• Controlled substances are medications that have been declared by 
federal or state law to be illegal for sale or use, except when 
dispensed under a physician's or veterinarian's prescription. The basis 
for control and regulation is the danger of addiction, abuse, physical 
and mental harm (including death), the trafficking by illegal means, 
and the dangers from actions of those who have used the substances. 

• A signed "CONTROLLED-SUBSTANCE AND NARCOTIC POLICY" is 
required if narcotic/controlled medications are prescribed for your pet. 

• Controlled-substances/narcotic prescriptions for your pet require a 
follow up appointment and examination every 30-90 days. 

• Medications are for the prescribed pet's use only. You should not 
"share" your pet's medicine. 

 

Veterinary Hospital-New York 
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• National Association of State Controlled 
Substance Authorities 

 www.nascsa.org 

• National Alliance for Model State Drug Laws 

 www.namsdl.org 

• PDMP Training and Technical Assistance Center 

 www.pdmpassist.org 

 

PDMP Resources & Information 
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THANK YOU 

Q & A 
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