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COMMONWEALTH OF PENNSYLVANIA

DEPARTMENT OF AGRICULTURE
LEGAL OFFICE

September 27,2000

Mr. Robert E. Nyce
Executive Director
Independent Regulatory Review Commission
333 Market Street, 14th Floor
Harrisburg, PA 17101

Dear Mr. Nyce:

The Independent Regulatory Review Commission ("Commission'*) has suggested
revisions to sections of the final-form regulation # 2-128 (IRRC #2088) (relating to
Importation and intrastale Transportation of Animals; Brucellosis), which was submitted
to the Commission and the House and Senate Standing Committees for Agriculture and
Rural Affairs ("Committees") on September 14,2000. The Commission suggested
revisions to section 7.1 (relating to Definitions) and section 7.72 (a) and (c) (relating to
Procedure).

Please accept this letter as written notice of the Pennsylvania Department of
Agriculture's ("PDA's") request that the above-referenced final-form regulation be
"tolled" in accordance with § 5.1(g) of the Regulatory Review Act (71 P.S. § 745.5a(g)).
This tolling request is delivered within the time parameters prescribed by § 5.l(g)(i) of
the Regulatory Review Act (71 P.S. § 745.5a(g)(l)) and the regulation at 1 Pa. Code §
307,4(d) (relating to tolling the review period). The Committees have received this
notice on this date.

In accordance with the requirements of the regulation at 1 Pa. Code § 307*5
(relating to procedure for filing), I offer the following:

1. Citation to sections being considered for revision.

PDA is considering revising section 7.1 (relating to Definitions) and
section 7.72 (a) and (c) (relating to Procedure) of the final-form regulation it
delivered to the Commission and the Committees on September 14,2000.

2301 NORTH CAMERON STREET
HARR15BURQ, PA 17110-9408
717*787.9744
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2. Description of revisions being considered,

(1) PDA is considering a recommendation by the Chief Counsel for the
Commission that section 7.1 of the final-form regulation be revised as follows:

OFFICIAL ADULT VACCINATION - STRAW RB 51 VACCINE
ADMINISTERED TO FEMALE CATTLE OR BISON OVER THE AGE OF 12
MONTHS (365 DAYS), SOCH VACCINATIWMAY-0NL%3B
ADMrni^EREI^WTtWM^BXBRES&GGIDANCG AND WRITTEN
PERMISSION < ^ T H B - P £ N N $ ¥ L V ^ ^

(2) PDA is considering a recommendation by the Chief Counsel for the
Commission and the Senior Regulatory Analyst assigned to this regulation that
section 7.72(a) of the final-form regulation be revised to reference subsection
7.72(b) of the final-form regulation as follows:

§ 7.72. Procedure.
(a) [Only accredited veterinarians selected by the owner may vaccinate

female calves with Strain 19 brucella abortus vaccine.] Designation of vaccine,
EXCEPT AS AUTHORIZED UNDER SUBSECTION (B) (RELATING TO
STATE VETERINARIAN APPROVAL REQUIRED), Strain RB S1 vaccine is
hereby designated the only brucellosis vaccine authorized for use within the
Commonwealth of Pennsylvania, Wk&avGnWbo Se^etA^deWnnmea-Am^ seaw
other tmicoUo$t&^a0clne46^pfiK>pt4ate4^iise4n GaWle-Whe-GommoRwealAr Ibo
Stcretery-fflaY-60 dosigr^frtte&vaeeine-by^p^lkfe
A*iPdaM#^a^ fmblioation-afld iho
D&partfflcnt^halW-witto oac ysar o&time^ffe€4iveiald^^hal^TdefrarwRd-lhis
B0otio^o^ing^inl^CK)i^mM<yAMUh tk#4)uWW)04-OTdGfr

(3) PDA is considering a recommendation by the Regulatory Analyst
assigned to this regulation that section 7.72(c) of the final-form regulation be
revised as follows:

[(b)] (c) Official vaccination. An official vaccination shall consist of [an
approved] Strain RB 51 vaccine administered to female [calves] CATTLE OR
BISON from 4 through [8] 12 months of age ([120 - 269] 120-^65 days). A
vaccination of FEMALE cattle OR BISON over the age of 12 months (363 days)
shall not be considered an official vaccination unless done with the guidance and
express written permission of the Pennsylvania State Veterinarian- ALL
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REQUESTS TO VACCINATE CATTLE OVER THE AGE OF 12 MONTHS
ADMINISTER AN OFFICIAL ADULT VACCINATION SHALL BE MADE IN
WRITING ON A FORM PROVIDED BY THE DEPARTMENT. THE
REQUEST SHALL SET FORTH THE REASONS FOR THE REQUEST, THE
VACCINE TO BE ADMINISTERED AND THE AGE OF THE ANIMAL AT
THE TIME OF THE REQUEST, THE PENNSYLVANIA STATE
VETERINARIAN MAY REQUEST ADDITIONAL INFORMATION AS MAY
BE NECESSARY TO ASSURE THE HEALTH OF THE ANIMAL AND TO
PREVENT AND CONTROL DISEASES AND DANGEROUS SUBSTANCES
THAT MAY THREATEN THE HEALTH AND SAFETY OF ANIMALS AND
HUMANS. THE PENNSYLVANIA STATE VETERINARIAN SHALL
PROVIDE A WRITTEN APPROVAL OR DENIAL OF SUCH A REQUEST
WITHIN 3 WORKING DAYS OF RECEIVING THE WRITTEN REQUEST
AND ALL NECESSARY INFORMATION PERTAINING THERETO.

3, Explanation of how revision would satisfy the concerns of the
Commission or the Committees.

(1) The revision to section 7.1 of the finaWorm regulation was suggested
because the second sentence of the definition is substantive in nature and
therefore does not belong in a definition. In addition, this language appears in Ihc
text of the regulation and therefore does not need to be included in the definition.
The revision would satisfy the concerns of the Chief Counsel.

(2) The revisions to section 7.72(a) of the final-form regulation were
suggested because, section 7.72(b) provides an exception to the statement made in
7.72(a) that Strain RB 51 is the ".. .only brucellosis vaccine authorized for use
within the Commonwealth of Pennsylvania," Adding the language "[E]xccpt as
authorized under subsection (b) (relating to State veterinarian approval required),"
denotes the exception and clarifies the regulation.

(3) There are two revisions to section 7,72(c) of the final-form regulation.
These revisions were suggested in order to add clarity and consistency to the
final- form regulation. The Commission noted that the first sentence of the section
referred to female "calves or bison" and that all other references in the final-form
regulation were to "cattle or bison". In response, the first revision would replace
the word "calves" in the first sentence with the word "cattle" In addition, the
Commission noted that the third sentence in section 7,72(c) referred only to cattle
and did not include bison. The Commission suggested that PDA delete the
language "Vaccinate cattle over the age of 12 months" from the third sentence and
replace it with a reference to an "official adult vaccination." The revisions set
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forth above would change section 7.72(c) of the final-form regulation to allow it
to cover vaccinations of both cattle and bison instead of just cattle. These
revisions add clarity and consistency to the final-form regulation.

PDA will deliver its revised regulation, or a written notice that the final-form
regulation will not be revised, to the Commission and the Committees within the 30-day
maximum span of this tolling period.

Although the Commission has the statutory authority to object to this tolling
request and cause the review of the final-form regulation to continue, it is respcclftiliy
submitted that the revision being considered is not broader than or inconsistent with those
recommended by the Commission, and that the standard for Commission objection set
forth in the regulation at 1 Pa. Code § 307.4(f) (relating to tolling the review period) has
not been met in this instance.

If I may be of further information, please advise.

Sincerely,

David C. Kennedy
Assistant Counsel

cc: Honorable Raymond Bunt, Jr.
Honorable Italo S. Cappabianca
Honorable Noah W, Wenger
Honorable Patrick 1 Stapleton
Sandra W. Stoner, Deputy General Counsel



SUBJECT:

COMMONWEALTH OF PENNSYLVANIA
DEPARTMENT OF AGRICULTURE
LEGAL OFFICE

September 18, 2000

Original: 2088

NOTICE OF FINAL RULEMAKING
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7 Pa. Code Chapters 3 & 7: Health Requirements for Imp
Intrastate Transportation of Animals & Brucellosis
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Sarah Miller, Regulatory Analyst
The Independent Regulatory Review Commission

FROM: David C. Kennedy ^(jL
Assistant Counsel

Please find attached hereto a Revised Copy of the above-referenced final-form
regulation (Annex "A"). This revised copy of Annex "A" should replace the current
Annex "A". The revised copy has the proper text format indicating the changes made
from the proposed regulation. The formatting is consistent with the Independent
Regulatory Review Commission's regulations at section 307.2(c)(6) of Title 1 of the
Pennsylvania Code (1 Pa.Code § 307.2(c)(6)).

Attachment
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Chapter 3. Health Requirements for Importation and kt v it u ^CnttiSSION
Intrastate Transportation of Animals > \},
Chapter 7. Brucellosis Regulations.

CHAPTER 3. HEALTH REQUIREMENTS FOR IMPORTATION AND
INTRASTATE TRANSPORTATION OF ANIMALS

* * * Original: 2088
Subchapter D. IMPORTATION OF HORSES, MULES, ASSES

AND OTHER EQUIDAE

§3.1. Definitions.

Pennsylvania State Veterinarian - The Director of the Bureau of Animal Health

and Diagnostic Services of the Department.

Secretary - The Secretary of the Department.

§ 3.103. [Agar gel immunodiffusion blood test] Test methods,

(a) Testing required Equidae imported into this Commonwealth for other than

immediate slaughter shall be negative to [an] either of the following:

ill An official agar gel immunodiffusion blood test (commonly called

[The] the Coggins Test), conducted by a Federally approved laboratory within 12

months prior to date of entryj-or.

(2) An enzyme-linked immunosorbent assay test (commonly called [The]

the ELISA Test), conducted by a federally approved laboratory within 12 months

prior to date of entry.



(b) Documentation required. A copy of the official test shall accompany the

animal to its final destination.

[(b)] {c) Inconsistent results. If an equid receives more than one of the tests

described in subsection (a), and one test shows a negative result and another a positive

result, the equid shall not be imported into the Commonwealth unless permission is

granted by the Pennsylvania State Veterinarian. A PERSON SEEKING SUCH

PERMISSION SHALL DO SO IN WRITING ON A FORM PROVIDED BY THE

DEPARTMENT SETTING FORTH THE TEST DATES, RESULTS OF THE TESTS

AND ANY OTHER PERTINENT INFORMATION. THE PENNSYLVANIA STATE

VETERINARIAN MAY REQUEST ADDITIONAL INFORMATION AS MAY BE

NECESSARY TO ASSURE THE HEALTH OF THE ANIMAL AND TO PREVENT

AND CONTROL DISEASES AND DANGEROUS SUBSTANCES THAT MAY

THREATEN THE HEALTH AND SAFETY OF ANIMALS AND HUMANS. THE

PENNSYLVANIA STATE VETERINARIAN SHALL PROVIDE A WRITTEN

APPROVAL OR DENIAL OF SUCH A REQUEST WITHIN 3 WORKING DAYS OF

RECEIVING THE WRITTEN REQUEST AND ALL NECESSARY INFORMATION

PERTAINING THERETO.

(d) Designation of other tests as acceptable. In the event the Secretary

determines that a test-other than the tests described in subsection (a) is-adequate to detect

equine infectious anemia and is appropriate for use in equidae imported into-the

Commonwealth, the Secretary may so designate that test by publishing an order to that

effect in the Pennsylvania Bulletin. The order shall take effect upoa-publication and the



Department shall, within one year of the e&etive date of that order, amend this section to

bring it into conformity with the published order.

^ - ( D ) Exception. Foals under 6 months of age, accompanied by dam with

negative agar gel immunodiffusion test; OR a negative enzyme-linked immunosorbent

assay test or some other test approved by the Secretary and published in the Pennsylvania

Bulletins-do not require a negative test.



CHAPTER 7. BRUCELLOSIS REGULATIONS.

Subchapter A. GENERAL PROVISIONS

§7.1. Definitions.

The following words and terms, when used in this chapter, have the following

meanings [, unless the context clearly indicates otherwise}:

Accredited veterinarian - A licensed veterinarian jointly accredited by APHIS-

USDA and the department in the state the veterinarian is licensed to perform official

duties on behalf of APHIS-USD A or the department in the state the veterinarian is

licensed to practice veterinary medicine. See accreditation standards established by 9

CFR Parts 160 and 161 (relating to definition of terms; and requirements and standards

for accredited veterinarians and suspension or revocation of such accreditation).

OFFICIAL VACCINATION - AN OFFICIAL CALFHOOD OR ADULT

VACCINATION.

OFFICIAL ADULT VACCINATION- STRAIN RB 51 VACCINE

ADMINISTERED TO FEMALE CATTLE OR BISON OVER THE AGE OF 12

MONTHS (365 DAYS). SUCH VACCINATION MAY ONLY BE ADMINISTERED

WITH THE EXPRESS GUIDANCE AND WRITTEN PERMISSION OF THE

PENNSYLVANIA STATE VETERINARIAN.



OFFICIAL CALFHOOD VACCINATION- STRAIN RB 51 VACCINE

ADMINISTERED TO FEMALE CATTLE OR BISON FROM 4 TO 12 MONTHS OF

AGE.

Pennsylvania State Veterinarian - The Director of the Bureau of Animal Health

and Diagnostic Services of the Department.

Secretary - The Secretary of the Department.

Subchapter E. INDIVIDUAL CERTIFIED BRUCELLOSIS HERD PLAN

§7.47, Herd additions.

(c) Animals officially vaccinated [with brucella abortus vaccine, Strain 19] in

accordance with Subchapter H (relating to vaccination^? PA.CODE §§ 7.71 - 7.74)2 and

under 18 months of age, may enter a herd without a blood test but shall be accompanied

by a health certificate,

Subchapter H. [CALFHOOD] VACCINATION

§7.72. Procedure.

(a) [Only accredited veterinarians selected by the owner may vaccinate female

calves with Strain 19 brucella abortus vaccine.] Designation of vaccine. Strain RB 51



vaccine is hereby designated the only brucellosis vaccine authorized for use within the

Commonwealth of Pennsylvania. In the event the Secretary determines that some o t t o

brucellosis vaccine is appropriate for use in-cattle-in-the Commonwealth, the Secretary

may so designate that vaccine-by-publishing an order to that effect in the Pennsylvania

Bulletin. The order shall take effect upon publication and the Department shall, within

one year of the effective date of that order, amend this section to bring it into conformity

with the published order?

(b) State veterinarian approval required. Strain 19 vaccine may only be used

with the express written permission of the Pennsylvania State Veterinarian. ALL

REQUESTS FOR PERMISSION TO ADMINISTER STRAIN 19 VACCINE MUST BE

MADE IN WRITING ON A FORM PROVIDED BY THE DEPARTMENT. THE

PENNSYLVANIA STATE VETERINARIAN MAY REQUEST ADDITIONAL

INFORMATION AS MAY BE NECESSARY TO ASSURE THE HEALTH OF THE

ANIMAL AND TO PREVENT AND CONTROL DISEASES AND DANGEROUS

SUBSTANCES THAT MAY THREATEN THE HEALTH AND SAFETY OF

ANIMALS AND HUMANS. THE PENNSYLVANIA STATE VETERINARIAN

SHALL PROVIDE A WRITTEN APPROVAL OR DENIAL OF SUCH A REQUEST

WITHIN 3 WORKINGJDAYS OF RECEIVING THE WRITTEN REQUEST AND ALL

NECESSARY INFORMATION PERTAINING THERETO.

[(b)] (cj Official vaccination. An official vaccination shall consist of [an

approved] Strain RB 51 vaccine administered to female calves OR BISON from 4

through [8] 12 months of age ([120 - 269] 120-365 days). A vaccination of FEMALE

cattle OR BISON over the age of 12 months (365 days) shall not be considered an official



vaccination unless done with the guidance and express written permission of the

Pennsylvania State Veterinarian. ALL REQUESTS TO VACCINATE CATTLE OVER

THE AGE OF 12 MONTHS SHALL BE MADE IN WRITING ON A FORM

PROVIDED BY THE DEPARTMENT. THE REQUEST SHALL SET FORTH THE

REASONS FOR THE REQUEST, THE VACCINE TO BE ADMINISTERED AND

THE AGE OF THE ANIMAL AT THE TIME OF THE REQUEST. THE

PENNSYLVANIA STATE VETERINARIAN MAY REQUEST ADDITIONAL

INFORMATION AS MAY BE NECESSARY TO ASSURE THE HEALTH OF THE

ANIMAL AND TO PREVENT AND CONTROL DISEASES AND DANGEROUS

SUBSTANCES THAT MAY THREATEN THE HEALTH AND SAFETY OF

ANIMALS AND HUMANS. THE PENNSYLVANIA STATE VETERINARIAN

SHALL PROVIDE A WRITTEN APPROVAL OR DENIAL OF SUCH A REQUEST

WITHIN 3 WORKINGDAYS OF RECEIVING THE WRITTEN REQUEST AND ALL

NECESSARY INFORMATION PERTAINING THERETO.

(d) Veterinarian to administer vaccine. An official vaccination may only be

administered by an accredited veterinarian.

[(c)] (e) Veterinarian fees. Accredited veterinarians shall be permitted to charge

the herd owner for [the cost of the services] their services and the vaccine.

§ 7.73. Identification of [calves] OFFICIALLY VACCINATED ANIMALS.

(a) Tattoo required. Veterinarians [vaccinating calves] ADMINISTERING

OFFICIAL CALFHOOD OR OFFICIAL ADULT VACCINATIONS shall tattoo [with]

in the right ear OF THE ANIMAL the letter "R", followed by a United States Registered



"V" SHIELD [, including "V," in the right ear, preceded by the numeral of the quarter of

the year and]2 followed by the last number of the year.

(b) Official state vaccination tag or official breed registry tattoo required. An

orange official State vaccination tag shall be placed in the right ear. If the eatf

VACCINATED ANIMAL has an official breed registry tattoo, an official state

vaccination tag is-SHALL not BE required.

(c) Identification on vaccination report. [Calves] OFFICIALLY VACCINATED

ANIMALS shall be identified on the vaccination report by [the] date of birth, AND AN

official [Pennsylvania ear tag in the right ear,] State vaccination tag number [and,] OF

[when applicable], their breed registration number AND/or registration number of the

§ 7.74. Vaccination report.

Vaccinations shall be reported to the Department within [7] 30 days following

vaccination of the [calves] ANIMAL. The reports shall be made on forms provided by

the Department. The original and [two copies] one copy shall be forwarded to the

Department, one copy given to the herd owner for [his] or her THE OWNER'S records

and one copy retained by the veterinarian.
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September 27, 2000

Mr. Robert E. Nyce
Executive Director
Independent Regulatory Review Commission
333 Market Street, 14th Floor
Harrisburg, PA 17101

Dear Mr. Nyce:

The Independent Regulatory Review Commission ("Commission") has suggested
revisions to sections of the final-form regulation #2-128 (IRRC #2088) (relating to
Importation and Intrastate Transportation of Animals; Brucellosis), which was submitted
to the Commission and the House and Senate Standing Committees for Agriculture and
Rural Affairs ("Committees") on September 14, 2000. The Commission suggested
revisions to section 7.1 (relating to Definitions) and section 7.72 (a) and (c) (relating to
Procedure).

Please accept this letter as written notice of the Pennsylvania Department of
Agriculture's ("PDA's") request that the above-referenced final-form regulation be
"tolled" in accordance with § 5.1(g) of the Regulatory Review Act (71 P.S. § 745.5a(g)).
This tolling request is delivered within the time parameters prescribed by § 5.1(g)(l) of
the Regulatory Review Act (71 P.S. § 745.5a(g)(l)) and the regulation at 1 Pa. Code §
307.4(d) (relating to tolling the review period). The Committees have received this
notice on this date.

In accordance with the requirements of the regulation at 1 Pa. Code § 307.5
(relating to procedure for filing), I offer the following:

1. Citation to sections being considered for revision.

PDA is considering revising section 7.1 (relating to Definitions) and
section 7.72 (a) and (c) (relating to Procedure) of the final-form regulation it
delivered to the Commission and the Committees on September 14, 2000.

2301 NORTH CAMERON STREET
HARRISBURG, PA 17110-9408
717-787-8744
FAX 717-787>1270
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2. Description of revisions being considered.

(1) PDA is considering a recommendation by the Chief Counsel for the
Commission that section 7.1 of the final-form regulation be revised as follows:

OFFICIAL ADULT VACCINATION - STRAIN RB 51 VACCINE
ADMINISTERED TO FEMALE CATTLE OR BISON OVER THE AGE OF 12
MONTHS (365 DAYS). SUCH VACCINATION MAY ONLY BE
ADMINISTERED WITH THE EXPRESS GUIDANCE AND WRITTEN
PERMISSION OF THE PENNSYLVANIA STATE VETERINARIAN.

(2) PDA is considering a recommendation by the Chief Counsel for the
Commission and the Senior Regulatory Analyst assigned to this regulation that
section 7.72(a) of the final-form regulation be revised to reference subsection
7.72(b) of the final-form regulation as follows:

§7.72. Procedure.
(a) [Only accredited veterinarians selected by the owner may vaccinate

female calves with Strain 19 brucella abortus vaccine.] Designation of vaccine.
EXCEPT AS AUTHORIZED UNDER SUBSECTION (B) (RELATING TO
STATE VETERINARIAN APPROVAL REQUIRED), Strain RB 51 vaccine is
hereby designated the only brucellosis vaccine authorized for use within the
Commonwealth of Pennsylvania, In the event the Secretary determines that some
other brucellosis vaccine is appropriate for use in cattle in the Commonwealth, the
Secretary may so designate that vaccine by publishing an order to that effect in
the Pennsylvania Bulletin. The order shall take effect upon publication and the
Department shall, within one year of the effective date of that order, amend this
section to bring 4Wnto conformity with the published order?

(3) PDA is considering a recommendation by the Regulatory Analyst
assigned to this regulation that section 7.72(c) of the final-form regulation be
revised as follows:

[(b)] {c) Official vaccination. An official vaccination shall consist of [an
approved] Strain RB 51 vaccine administered to female [calves] CATTLE OR
BISON from 4 through [8] 12 months of age ([120 - 269] 120-365 days). A
vaccination of FEMALE cattle OR BISON over the age of 12 months (365 days)
shall not be considered an official vaccination unless done with the guidance and
express written permission of the Pennsylvania State Veterinarian. ALL
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REQUESTS TO VACCINATE CATTLE OVER THE AGE OF 12 MONTHS
ADMINISTER AN OFFICIAL ADULT VACCINATION SHALL BE MADE IN
WRITING ON A FORM PROVIDED BY THE DEPARTMENT. THE
REQUEST SHALL SET FORTH THE REASONS FOR THE REQUEST, THE
VACCINE TO BE ADMINISTERED AND THE AGE OF THE ANIMAL AT
THE TIME OF THE REQUEST. THE PENNSYLVANIA STATE
VETERINARIAN MAY REQUEST ADDITIONAL INFORMATION AS MAY
BE NECESSARY TO ASSURE THE HEALTH OF THE ANIMAL AND TO
PREVENT AND CONTROL DISEASES AND DANGEROUS SUBSTANCES
THAT MAY THREATEN THE HEALTH AND SAFETY OF ANIMALS AND
HUMANS. THE PENNSYLVANIA STATE VETERINARIAN SHALL
PROVIDE A WRITTEN APPROVAL OR DENIAL OF SUCH A REQUEST
WITHIN 3 WORKING DAYS OF RECEIVING THE WRITTEN REQUEST
AND ALL NECESSARY INFORMATION PERTAINING THERETO.

3. Explanation of how revision would satisfy the concerns of the
Commission or the Committees.

(1) The revision to section 7.1 of the final-form regulation was suggested
because the second sentence of the definition is substantive in nature and
therefore does not belong in a definition. In addition, this language appears in the
text of the regulation and therefore does not need to be included in the definition.
The revision would satisfy the concerns of the Chief Counsel.

(2) The revisions to section 7.72(a) of the final-form regulation were
suggested because, section 7.72(b) provides an exception to the statement made in
7.72(a) that Strain RB 51 is the ".. .only brucellosis vaccine authorized for use
within the Commonwealth of Pennsylvania." Adding the language "[E]xcept as
authorized under subsection (b) (relating to State veterinarian approval required),"
denotes the exception and clarifies the regulation.

(3) There are two revisions to section 7.72(c) of the final-form regulation.
These revisions were suggested in order to add clarity and consistency to the
final-form regulation. The Commission noted that the first sentence of the section
referred to female "calves or bison" and that all other references in the final-form
regulation were to "cattle or bison". In response, the first revision would replace
the word "calves" in the first sentence with the word "cattle". In addition, the
Commission noted that the third sentence in section 7.72(c) referred only to cattle
and did not include bison. The Commission suggested that PDA delete the
language 'Vaccinate cattle over the age of 12 months" from the third sentence and
replace it with a reference to an "official adult vaccination." The revisions set
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forth above would change section 7.72(c) of the final-form regulation to allow it
to cover vaccinations of both cattle and bison instead of just cattle. These
revisions add clarity and consistency to the final-form regulation.

PDA will deliver its revised regulation, or a written notice that the final-form
regulation will not be revised, to the Commission and the Committees within the 30-day
maximum span of this tolling period.

Although the Commission has the statutory authority to object to this tolling
request and cause the review of the final-form regulation to continue, it is respectfully
submitted that the revision being considered is not broader than or inconsistent with those
recommended by the Commission, and that the standard for Commission objection set
forth in the regulation at 1 Pa. Code § 307.4(f) (relating to tolling the review period) has
not been met in this instance.

If I may be of further information, please advise.

Sincerely,

David C. Kennedy
Assistant Counsel

cc: Honorable Raymond Bunt, Jr.
Honorable Italo S. Cappabianca
Honorable Noah W. Wenger
Honorable Patrick J. Stapleton
Sandra W. Stoner, Deputy General Counsel
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INDEPENDENT REGULATORY REVIEW COMMISSION
333 MARKET STREET, 14TH FLOOR, HARRISBURG, PA 17101

September 27, 2000

Honorable Samuel E. Hayes, Jr.
Secretary of Agriculture
211 Agriculture Building
2301 North Cameron Street
Harrisburg, PA 17110-9408

RE: Regulation # 2-128 (IRRC # 2088)
Importation and Intrastate Transportation of Animals; Brucellosis

Dear Secretary Hayes:

On September 26, 2000, we discussed several issues presented by this final-form
regulation with the Department's Counsel, David Kennedy. Questions on these issues
can be resolved through the tolling procedure. Therefore, we recommend that you toll
the review period to consider revising the provisions of the regulation discussed below.

1. Section 7.1. Definitions.
The second sentence in the definition of "official adult vaccination" should be
deleted. This is a substantive requirement and should not be placed in a definition.

2. Section 7.72. Procedure.
For clarification, subsection (a) should be revised as follows. Strain RB 51 is
hereby designated the only brucellosis vaccine authorized for use within the
Commonwealth of Pennsylvania, EXCEPT AS PROVIDED IN SUBSECTION
(B).

3. Section 7.72. Procedure.
To clarify that the official adult vaccination requirements apply to bison as well as
to cattle, the third sentence in subsection (c) should be revised as follows: ALL
REQUESTS TO ADMINISTER THE OFFICIAL ADULT VACCINE SHALL
BE MADE IN WRITING ON A FORM PROVIDED BY THE DEPARTMENT.
In the alternative, the words aor bison" may be added after "cattle."
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4 Section 7.72. Procedure.
To correct an error, the word "cattle" should be substituted for "calves" in the first
sentence of paragraph (c).

As required by Section 307.5 of our regulations, written notice must include:

1. A citation to the section(s) the Department is considering revising.

2. A description of the revisions being considered.

3. An explanation of how the revisions will satisfy our concerns.

If the Commission objects to tolling the review period, we will notify you and the
committees within two business days after receipt of your tolling notice. In that event,
the review period will not be tolled, the Commission will consider your regulation at our
public meeting on October 5, 2000. If the Commission does not object, the review period
will tolled for up to 30 days beginning with receipt of your letter and ending on the day
you resubmit the regulation.

Please contact me at 783-5506 if you have any questions.

Sincerely,

feftv^
Robert E. Nyce
Executive Director
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ALVIN C. BUSH, VICE CHAIRMAN
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ROBERT E. NYCE, EXECUTIVE DIRECTOR
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INDEPENDENT REGULATORY REVIEW COMMISSION
333 MARKET STREET, 14TH FLOOR, HARRISBURG, PA 17101

September 27, 2000

Honorable Samuel E. Hayes, Jr.
Secretary of Agriculture
211 Agriculture Building
2301 North Cameron Street
Harrisburg, PA 17110-9408

Re: Regulation #2-128 (IRRC #2088)
Department of Agriculture
Importation and Intrastate Transportation or Animals; Brucellosis

Dear Secretary Hayes:

Today, we received your letter notifying us that you are tolling the review period. We do not object.

By October 27, 2000, the Department must deliver to the Commission and the Committees either the
revised regulation or written notice that the regulation will not be revised. The revised regulation or
notice must be accompanied by a transmittal sheet (copy enclosed) confirming delivery to the
Committees and the Commission on the same date. The regulation will be deemed withdrawn, if the
Department does not return the regulation or provide the required notification by that date.

If you have any questions, please contact me at 783-5506 or bobn@irrc. state, pa.us.

Sincerely,

Robert E.Nyce U
Executive Director

Enclosure
cc: Honorable Raymond Bunt, Jr., Majority Chairman, House Agriculture & Rural Affairs Committee

Honorable Italo S. Cappabianca, Democratic Chairman, House Agriculture & Rural Affairs Committee
Honorable Noah W Wenger, Vice Chairman, Senate Agriculture & Rural Affairs Committee
Honorable Patrick J. Stapleton, Minority Chairman, Senate Agriculture & Rural Affairs Committee
David J. DeVries, Esq., Office of Attorney General
Dr. Phillip C DeBok
Dr. John I Enck, Jr.
Sandra Stoner, Esq., Office of General Counsel
David Kennedy, Esq., Department of Agriculture
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Regulatory Analysis
Form
(1) Agency

Pennsylvania Department of Agriculture
(2) I.D. Number (Governor's Office Use)

This space for use by IRRC

RECEIVED
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REVIEW COMMISSION

•n

IRRC Number: ^ ()5cfC

(3) Short Title
Amendments to Regulations Concerning Diagnostic Testing and Vaccination Techniques and Procedures for
Equine Infectious Anemia and Brucellosis

(4) PA Code Cite

7Pa.Code§3.103
7 Pa. Code §§7.1, 7.47, 7.72, 7.73 and 7.74

(5) Agency Contacts & Telephone Numbers

Primary Contact: Dr. Phillip C. Debok (717)783-8555

Secondary Contact: Dr. John I. Enck Jr. (717) 772 2852

(6) Type of Rulemaking (check one)

Proposed Rulemaking
Final Order Adopting Regulation X
Final Order, Proposed Rulemaking Omitted

(7) Is a 120-Day Emergency Certification Attached?

Yes: By the Attorney General
Yes: By the Governor

(8) Briefly explain the legulation in cleai and nontechnical language.

The Department of Agriculture ("Department") proposes that: 1) The use of Strain 19 brucellosis vaccine be discontinued
and that only Strain RB 51 brucellosis vaccine be authorized for the routine vaccination of cattle for brucellosis.
Additionally, the maximum age for calf-hood vaccination will be laised to 12 months (365 days); and 2) The ELISA test for
Equine Infectious Anemia (EJA) be accepted as an official test, in addition to the agar gel immunodiffusion test (Coggins
test), for hoises impoited into the Commonwealth.

(9) State the statutory authority for the regulation and any relevant state or federal court decisions.

The Domestic Animal Law (3 Pa.C.S. § 2301 et scq.) The specific statutory provisions effecting this regulation are sections
2, 21, 23 and 25 of the Domestic Animal Law (3 Pa.C.S. §§ 2302, 2321, 2323 and 2325).
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Regulatory Analysis Form
(10) Is the regulation mandated by any federal or state law or court order, or federal regulation? If yes, cite the specify
case or regulation, and any deadlines for action.

(11) Explain the compelling public interest that justifies the regulation. What is the problem it addresses?

This regulation is intended to update the Department's policy regarding the use of vaccines for the prevention of brucellosis
in cattle. Recent advances in vaccine technology have rendered the current policy obsolete and relatively inefficient in the
management of this disease. A prompt and expedited application of this new technology will provide increased protection t<
the Commonwealth's extensive cattle population, in addition to being more convenient for the farmer. Until recently, Strain
19 vaccine was the standard vaccine used to vaccinate for brucellosis in the United States. While Strain 19 vaccine has
served the cattle industry well, it has suffered the major disadvantage of causing a significant number of animals to react
positively to the standard brucellosis tests. This has limited its usefulness and has slowed eradication and control efforts. It
also limits the age at which cattle can be vaccinated. A newly developed vaccine is now available and approved for use.
This vaccine is reportedly as effective as Strain 19 vaccine, but does not cause a reaction with the standard blood tests for
brucellosis and expands the age range for vaccination of cattle.

In addition, this regulation is intended to update the Department's policy on the accepted methods of testing and screening
for Equine Infectious Anemia. Pennsylvania is one of the few states that does not recognize the ELISA test as a suitable test
for the impoitation of horses. The ELISA test is equal in sensitivity to the Coggins test, is similar in cost and requites less
time to perform. Since most states recognize the ELISA test there are many instances when horses in interstate traffic arrive
in Pennsylvania with only an ELISA test. This is especially a problem at racetracks where many horses are coming in for a
race the same day.

(12) State the public health, safety, environmental or general welfare risks associated with non-regulation.

Non-regulation will result in a continued low, but significant number, of false positive animals which will continue to be a
regulatory burden and expense to the Department. Strain 19 brucellosis vaccine can also cause infection in humans and is a
health risk that veterinary practitioners have faced over the years.

Delay in changing the EIA import requirements will perpetuate the ongoing problem of horses which are entered to race
being turned away from the track and will continue to impose an undue hardship on horse owners and the equine industry in
this Commonwealth. Many will continue to be required to re-test their horses with a different test in order to qualify for
entty into Pennsylvania.

(13) Desciibe who will benefit from the regulation. (Quantify the benefits as completely as possible and approximate the
number of people who will benefit.)

Pennsylvania farmers will benefit by not having to contend with uninfected animals, which falsely test positive because of
prolonged antibody levels caused by vaccination (see para. 17). The Pennsylvania Department of Agriculture will save
resources in that it will no longer have to devote scarce resources to investigating and re-testing these false positives.
Veterinary practitioners will benefit by using a product, which possesses less of a health risk than the product currently used.

Horse owners and race horse trainers will benefit by not being delayed at the track because of an unnecessary extra test
requirement, and will be able to utilize a test which provides more rapid test results. The equine industry in Pennsylvania
will benefit by coming into conformity with surrounding states with regard to accepted testing and screening techniques.
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Regulatory Analysis Form
(14) Describe who will be adversely affected by the regulation. (Quantify the adverse effects as completely as possible and

approximate the number of people who will be adversely affected.)

No one is likely to be adversely affected by this regulation. The same company makes both the "new" and "old" vaccines.
Strain 19 vaccine is being phased out of use throughout the United States,

There will be no adverse results associated with adoption of the ELISA test. The sensitivity of the test provides for an
adequate safety margin as compared to the currently mandated Coggins test.

(15) List the persons, groups or entities that will be required to comply with the regulation. (Approximate the number of
people who will be required to comply.)

This will potentially affect approximately 1,800 accredited veterinarians who may be required to vaccinate cattle and bison
for brucellosis.

Pleasure horse and racehorse owners and trainers and equine veterinarians will be required to comply. The exact number of
persons effected is difficult to assess, since many will be from out of state. However, the majority of owners, trainers and
other persons in the equine industry already use and comply with ELISA testing.

(16) Describe the communications with and input from the public in the development and drafting of the regulation. List the
persons and/or groups who were involved, if applicable.

This iegulatoiy change has been icqiiestcd by businesses that export cattle and/or embryos to othei countries and the pleasure
horse/racing industry.

(17) Provide a specific estimate of the costs and/or savings to the regulated community associated with compliance,
including any legal, accounting or consulting procedures which may be required.

Inhere will not be an increased cost to the regulated community. Cost of vaccinations will be essentially the same.
Approximately 30 cattle test falsely positive each year. Each false positive case costs the farmer approximately $300 in
special handling, early culling and reduced value of the animal. These costs will be eliminated with the use of RB 51
vaccine.

Adoption of the ELISA test will not result in any increased cost. The ELISA test is accepted and used by a majority of states
and therefore, the majority of owners, trainers and other persons in the equine industry already use and comply with ELISA
testing. There is a potential savings in teims of reduced turnaround time for test results. In many cases, horse owners have
been required to conduct an additional test at their expense. Also, there have been instances where horses that were entered
in a race were denied entrance to the track because of failure to meet PA's unnecessarily rigid El A requirements. This
results in lost opportunity to recoup training expenses.
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Regulatory Analysis Form
(18) Provide a specific estimate of the costs and/or savings to local governments associated with compliance, including any

legal, accounting or consulting procedures which may be required.

There will be little or no effect on local government.

(19) Provide a specific estimate of the costs and/or savings to state government associated with the implementation of the
regulation, including any legal, accounting, or consulting procedures which may be required.

There will be no additional cost to the state. The Department will benefit from not having to conduct additional testing or
pay indemnity for condemnation of the approximately 30 animals which test falsely positive each year. Department
expenses average approximately $400 per animal.

Savings relative to adoption of the ELISA test are difficult to quantify. It will result in a decreased regulatory workload,
since there will be fewer import violations to investigate and manage.
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Regulatory Analysis Form
(20) In the table below, provide an estimate of the fiscal savings and costs associated with implementation and compliance
for the regulated community, local government, and state government for the current year and five subsequent years.

SAVINGS:
Regulated
Local Government
State Government
Total Savings

Regulated
Local Government
State Government
Total Costs
REVENUE LOSSES:
Regulated
Local Government
State Government
Total Revenue Losses

Current FY

$ $ $ $
Y™

$

FY+5

$

15,000

(20a) Explain how the cost estimates listed above were derived

Savings: Numbci of cattle testing falsely positive each year multiplied by the cost to the state ($400) or producer ($300).
These falsely positive tests will not occur in cattle vaccinated with RB 51 vaccine.

Savings telative to the ELISA test are not easily quantified and are not listed. However, acceptance of the ELISA test will
eliminate the cost of perfoiming a Coggins test on animals which have alieady been screened for Equine Infectious Anemia
thiough the use of an ELISA test.
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Regulatory Analysis Form
(20b) Provide the past three year expenditure history for programs affected by the regulation.

Program

Brucellosis

EIA

FY 3

$1,187,802

$40,000

FY-2

$1,041,142

$40,000

FY-1

$613,781

$40,000

Current FY

Similar to previous

$40,000

(21) Using the cost-benefit information provided above, explain how the benefits of the regulation outweigh the adverse
effects and costs.

Theie are no adverse effects oi costs which need to be addressed.

(22) Describe the non-regulatory alternatives considered and the costs associated with those alternatives. Provide the reasons
foi their dismissal.

For the past several years use of RB 51 vaccine, rather than Strain 19 vaccine, has been strongly encouraged. In spite of this
well-publicized recommendation, some veterinaiians continue to use Strain 19 vaccine and have given indication that they
will continue to do so as long as its use is authorized. This continued use would perpetuate the potential for false positive
blood tests associated with Strain 19 vaccination.

The continued requirement that only a Coggins test may be used to screen horses entering Pennsylvania will preserve the
Commonwealth's disadvantage with relation to surrounding states and perpetuate the costly and unnecessary practice of
double screening or testing.

(23) Describe alternative regulatory schemes considered and the costs associated with those schemes. Provide the reasons
for their dismissal.

No alternative regulatory schemes were considered.
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Regulatory Analysis Form
(24) Are there any provisions that are more stringent than federal standards? If yes, identify the specific provisions and the
compelling Pennsylvania interest that demands stronger regulation.

These requirements are consistent with federal guidelines.

(25) How docs this regulation compare with those of other states? Will the regulation put Pennsylvania at a competitive
disadvantage with other states?

These regulations are consistent with other states. Until the ELISA test is adopted, Pennsylvania will continue to be at a
competitive disadvantage with other states.

(26) Will the legulation affect existing or proposed legulations of the piomulgating agency or other state agencies? If yes,
explain and provide specific citations.

(27) Will any public hearings or informational meetings be scheduled? Please provide the dates, times, and locations, if
available.

No, in both instances the regulated industry is supponive of these changes.

i'agc 7 of 8



Regulatory Analysis Form
(28) Will the regulation change existing reporting, record keeping, or other paperwork requirements? Describe the changes
and attach copies of forms or reports which will be required as a result of implementation, if available.

(29) Please list any special provisions which have been developed to meet the particular needs of affected groups or persons
including, but not limited to, minorities, elderly, small businesses, and farmers.

These regulations are being proposed to ease the burden on cattle and horse owners.

(30) What is the anticipated effective date of the regulation; the date by which compliance with the regulation will be
requiied; and the date by which any required permits, licenses or other approvals must be obtained?

The amended regulations will become effective upon publication in the Pennsylvania Bulletin. There are no permits,
licenses or other additional approvals associated with these regulations. Approval by the State Veterinarian for importation
and vaccination of domestic animals was alieady icquiied. The amended regulations merely clarify the process.

(31) Provide the schedule for continual review of the regulation.

The regulations will be continually reviewed and upgraded to assure the effectiveness of the testing and vaccination
techniques approved and in use throughout the country. The testing and vaccination techniques and policies will continue to
change as the science in these areas advance.

Page 8 ol%



CDL-1

FACE SHEET
FOR FILING DOCUMENTS

WITH THE LEGISLATIVE REFERENCE
BUREAU

(Pursuant to Commonwealth Documents Law)

Copy below is hereby approved as to form and legality
Attorney General

(Deputy Attorney General)

DATE O APPROVAL

f i Check if applicable
Copy not approved Objections attached

RECEDED

2GB0 SEP IU PM 3 : 2 9

^ o f c f c
REYIEn COHnlbSlbN"'

DO NOT WRITE IN THIS SPACE

CA

Copy below is hereby certified to be true and ^ »
correct copy of a document issued prescribed or ^ ,'
promulgated by

Department of Agriculture

DOCUMFNT/FISCAL NOTE NO 2-128

DATLOF ADOPTION

Samuel E Hayes, Jr

TITLE Secretary

EXECUTIVE OFFICER CHAIRMAN OR SECRETARY

Copy belowis-hereby approyecLas to form and legality
~ LL'xl ° I I QdependenJAgenciQe^J. ^

D ^ / E OF ^PPROV/D/tfE OF APPROVAL

(Deputy General Counsel)

(Strike inapplicable title)

I ] Check if applicable No Attorney General Approval or
objection within 30 days after submission

NOTICE OF FINAL RULEMAKING

Department of Agriculture
Bureau of Animal Health and Diagnostic Services
7 Pa. Code Chapters 3 & 7
Health Requirements for Importation and Intrastate
Transportation of Animals and Brucellosis



TITLE 7 - AGRICULTURE
7 Pennsylvania Code

Part 1. Bureau of Animal Health and Diagnostic Services
Chapter 3. Health Requirements for Importation and

Intrastate Transportation of Animals

Chapter 7. Brucellosis Regulations.

The Department of Agriculture ("Department"), under the authority conferred by

the act of July 11J 996, P.L. 561, No. 100, known as the Domestic Animal Law ("Act")

(3 Pa.C.S. § 2301 c^secj.), hereby amends the regulations at Chapter 3 and Chapter 7 of

Title 7 (7 Pa.Code §§ 3.103, 7.1, 7.47, 7.72, 7.73 and 7.74).

Authority

The Depaitment has the power and authority to amend and adopt these

regulations. This authority includes:

(1) The general duty to implement the policy of the Act set forth at Section 2 (3

Pa.C.S. § 2302), which is to "... assure the health and welfare of animals kept

in captivity, to prevent and control diseases and dangerous substances that

may threaten the safety of animals and humans, and to provide for desirable

management practices for the production, keeping and use of domestic

animals."

(2) The general authority to regulate the keeping and handling of domestic

animals to exclude or contain dangerous transmissible diseases and hazardous

substances and to test and treat domestic animals exposed to or contracting a

dangerous transmissible disease or hazardous substance as delineated at

Sections 5 and 29 (3 Pa.C.S. §§ 2305 and 2329) of the Act, and

v/ll/o



(3) The specific authority and duties conferred upon the Department by Sections

21, 23 and 25 ofthe Act (3 Pa.C.S. §§ 2321, 2323 and 2325)(relating to

detection, containment or eradication of certain diseases). Section 21 (a) ofthe

Act (3 Pa.C.S. § 2321 (a)) designates Brucellosis and Equine Infection

Anemia ("El A") as dangerous transmissible diseases. Section 21(e) ofthe

Act (3 Pa.C.S. § 2321 (e)) confers upon the Department the power to

"establish regulations addressing the specific ... prevention, ... testing,

control and eradication mcasuics which it dctcimincs aic necessary with

respect to any dangcious transmissible disease." Section 25 ofthe Act

(3 Pa.C.S. § 2325) fmlhcr defines the Dcpailmcnt's authority to prescribe

testing techniques and regulate the use of vaccines. Section 23 ofthe Act

(1 Pa.C S. § 2123) sets to; (h the Department's authority to establish health

slandaids fm the impoitation oi jntiastatc movement of domestic animals in

this Commonwealth

Need for the Regulations

These amendments aic ncccssaiy to update the Department's policy on diagnostic

testing techniques used to detect the presence of Equine Infectious Anemia ("BIA") and

the use of vaccines intended for the prevention of Brucellosis. Section 2 ofthe Act

(3 Pa.C.S. § 2302) states that "animal health is of major economic interest in this

Commonwealth." In addition, Section 2 ofthe Act (3 Pa.C.S. § 2302) delineates the

policy and purpose ofthe Act. The policy ofthe Act is to "assure the health and welfare

of animals kept in captivity, to prevent and control diseases ... and to provide for



desirable management practices for the production, keeping and use of domestic animals"

(3 Pa.C.S. § 2302).

Equine Infectious Anemia

Equine Infectious Anemia ("ElA") is an infectious disease of equines caused by a

virus. The current regulations, at Chapter 3 of Title 7 (7 Pa.Code § 3.103), require

cquidae imported into this Commonwealth, for other than immediate slaughter, to be

negative to an agar gel immunodiflusion blood test ("Coggins Test"). While the Coggins

test is a proven and effective testing device for KJA, a new and reportedly as effective test

has been developed. This new test is an enzyme linked immunosorbent assay test

(commonly called the ELISA Test). The ELISA test is a screening device that recognizes

the presence of the virus lcsponsiblc for E1A. The BUS A test is widely used to test for

the piescjicc of vh uses and foicign substances in cquidao. It is a scientifically proven and

accepted test and is used to screen cquidae for El A in surrounding states. The inability of

lite Commonwealth to accept the jcsults of ELISA tests has placed it at a great

disadvantage with regard to surrounding stales. Jlorsc owncis who wish to transport their

horses into the Commonwealth are required to have a Coggins test administered and to

wait foi the Jesuits of that test even if they have proof of a negative ELISA test for RIA.

Such a delay discourages owners fiom breeding, racing or carrying on other activities

economically beneficial to the Commonwealth and the equine industry in Pennsylvania.

Given the fact that the ELISA test has been shown to be an effective screening device for

El A, requiring a Coggins Test in addition to or instead of an ELISA test and the delays

caused by it are unnecessary to protect the health of the equine population in the

Commonwealth and are economically inefficient. Therefore, the Department proposed to



amend Chapter 3 to allow for the use and acceptance of both the Coggins test and the

EL1SA test.

Brucellosis

Brucellosis is an infectious disease of animals and man that can cause premature

birthing or miscarriages in animals and undulating or remittent fevers and joint swelling

in humans. A recent advance in vaccine technology has rendered the current vaccine -

Strain 19 brucella abortus - prescribed by regulation obsolete and relatively inefficient in

the management of this disease. Until recently, Strain 19 brucella abortus ("Strain 19")

vaccine was the standard vaccine used to vaccinate for Biuccllosis in the United States.

While Stiain 19 vaccine has served the domestic animal industry well, it has two

disadvantages. Its nuijoi disadvantage is causing a significant numbci of animals to react

positively to the stand aid Bjucollosis tests (false positives). This disadvantage has

limited Stiain 19 vaccine's usefulness and has slowed eradication and control efforts.

The second disadvantage suffered by Stiain 19 vaccine is that it limits the age at which

domestic animals can be vaccinated.

A newly developed vaccine - Stiain RB 31 - is now available and approved for

use. Strain RB 51 vaccine is icpoilcdly as effective as Strain 19 vaccine and does not

cause a icaction, or false positive, with the stand aid Brucellosis tests. In addition, Strain

RB M will allow the Department to broaden the age range for vaccination of calves from

the cuiicnt 4 to 8 months of age range to a 4 to 12 months of age range. A prompt and

expedited application of this new technology will provide increased protection to the

Commonwealth's extensive cattle population and will decrease the costs incurred by the

Department to administer additional tests when false positives occur. Therefore, the



Department proposes that the use of Strain 19 be discontinued and that Stain RB 51 be

used for the routine vaccination of cattle and any other species of domestic animal for

which the vaccine is approved.

In the interest of continuing to carry out the policy of the Act, to assure the

health and welfare of domestic animals and thereby secure the economic well being of

the domestic animal industry, the Department proposes to amend the regulations at Title

7, Chapters 3 and 7 (7 Pa.Codc §§ 3.103, 7.1, 7.47, 7.72, 7.73 and 7.74) to effectuate the

changes referred to above.

In summary, the Department is satisfied there is a need for the regulations, and

that they arc otherwise consistent with Executive Ordci 1996-1, "Regulatory Review and

Promulgation."

Comments

Notice of Proposed Rulcmakiny was published at 30 Pennsylvania Bulletin 768

(February 12, 2000). The Notice nf Proposed Rulcmakmg did not contain a slaicmcni

rcgaiding the length of the public comment period. A Notice, clarifying the length of the

public comment period, providing that the public comment period was the statutorily

required 30 days, was published at 30 Pennsylvania Bulletin 1255 (March 4, 2000).

Comments were received from the Independent Regulatory Review Commission

(IRRC).

Comment: IRRC objected to two provisions of the proposed regulations, stating

that the provisions were not consistent with the Department's statutory authority and the



intent of the General Assembly. The sections objected to were Section 3.103(d) of the

proposed amendments to Chapter 3 of Title 7 (7 Pa.Code § 3.103)(regarding designation

of other tests as acceptable), and Section 7.72(a) of the proposed amendments to Chapter

7 of Title 7 (7 Pa.Code § 7.72(a))(rcgarding designation of vaccine). Both sections

provide in whole or in part, that the Secretary may designate a new testing procedure or

vaccine by publishing an order in the Pennsylvania Bulletin, provided a proposed

regulation is published within one year of such order.

Response: Upon further review, the Department agrees with this objection and

will delete any language regarding the Secretary's ability to designate a new test or

vaccine through issuance and publication of an order in the Pennsylvania Bulletin.

Although the Department believes it is inconsistent with the purpose of the Act to icquire

the Department to wait until regulations arc published in order to approve and use a new

and effective vaccine or testing technique which could ciadicatc, prevent or control

diseases and thereby assure the health and welfare of domestic animals and humans, the

regulatory provisions the Department seeks to amend implement Section 25 of the

Domestic Animal Act (3 Pa.OS. § 2325), which requires the Department to promulgate

regulations governing diagnostic agents and vaccines.

Comment: 1RRC commented that Section 3.103(c) (regarding inconsistent

results) and Section 7.72(c) (regarding official vaccination) need to be clarified. IRRC's

concern is that neither section sets forth the procedure the regulated community must

follow in order to comply with those sections of the regulations. IRRC suggested the



regulations should outline the procedure to be followed or provide a cross reference to an

existing regulation if there is one.

Response: The Department agrees with this comment. The Department has

revised Section 3.103(c) and 1.12(6) to address IRRCs concerns. A person seeking

permission to import an equid with inconsistent tests results into the Commonwealth or

seeking permission for the vaccination of cattle over the age of 12 months must do so in

wilting on a form provided by the Department, and must state the icasons for and facts

relating to the request. The Stale Veterinarian shall then provide a written approval or

denial of such request. In addition, we added the same language to Section 7.72(b),

which also requited approval of the State Veterinarian.

Comment: 1RRC had an additional comment, again concerning clarity, with

jcgaul to Section 7.72(c) (relating to official vaccination). The language of the section

states that a vaccination given to cattle ovci 12 months of age is not considered an official

vaccination. 1KRC suggested that the Department either cross reference the federal code

of regulations, at 9 CFR 78.1 or define "official vaccination".

Response: The Department agrees that the term "official vaccination" and what

constitutes an "official vaccination" needs to be clarified. In order to clarify this term the

Department has added three definitions to the regulations. The Department defines

"official vaccination", "official calfliood vaccination" and "adult vaccination". An "adult

vaccination" may only be given and will only constitute an "official vaccination" with the



express written permission of the State Veterinarian. The Department has also outlined

the procedure for obtaining the express written permission of the State Veterinarian.

Comment: IRRC pointed out a typographical error in Section 7.73(c). IRRC

suggested the Department should delete "or" from the last sentence, leaving "and" in its

Response: This is not a typographical error. The identification on the

vaccination lcport may be the official State vaccination tag, the breed registration

number, the registration numbci of the dam or any combination thereof. The Department

has changed the woiding of the sentence to better reflect this intent.

FISCAL IMPACT

Commonwealth

The final-four) i emulations will impose minimal costs and have minimal fiscal

impact upon the Commonwealth. The Commonwealth will realize a reduction in costs as

a lcsult of the use of RB 51 vaccine. Stiain 19 vaccine causes a number of cattle to test

falsely positive each yeai. The cost of each false positive test is approximately ($400) for

the Commonwealth and ($300) for the pioducci. These falsely positive tests will not

occur in cattle vaccinated with RB 51 vaccine. Savings relative to the ELISA test arc not

easily quantified. However, acceptance of the ELTSA test will eliminate the cost of

performing a Coggins test on animals, which have already been screened for Equine

Infectious Anemia through the use of an ELISA test. The Department of Agriculture will



benefit from not having to conduct additional testing. In addition, it will result in a

decreased regulatory workload, since there will be fewer import violations to investigate

and manage.

Political Subdivisions

The final-form regulations will impose no costs and have no fiscal impact upon

political subdivisions.

Private Sector

The final-form icgulations will impose minimal costs on private sector

organizations and individuals. There will not be an increased cost to the regulated

community. Cost of vaccinations will be essentially the same. Approximately 30 cattle

test falsely positive each year. Bach false positive case costs the farmer approximately

$300 in special handling, early culling and reduced value of the animal. These costs will

be eliminated with the use of RB 51 vaccine. The amendments will potentially affect

approximately 1800 accredited veleriuaiians who may be required to vaccinate calves for

brucellosis. J lowcver, these veterinarians, Pennsylvania and the industry would

eventually be forced to use RB 51 vaccine because, the same company makes both the

"new" and "old" vaccines and Strain 19 vaccine is being phased out of use throughout the

United States. Adoption of the BUS A test will not result in any increased cost. Pleasure

house and racehorse ownejs and trainers and equine veterinarians will be required to

comply. Uowcvei, the BLISA test is accepted and used by a majority of States and

therefore, the majority of owncis, trainers and other persons in the equine industry

already use and comply with ELISA testing. There is a potential savings in terms of the



elimination of additional testing and reduced turnaround time for test results. In many

cases, horse owners have been required to conduct the additional Coggins test at their

expense. Also, there have been instances where horses that were entered in a race were

denied entrance to the track because of failuie to meet Pennsylvania's rigid and

unnecessary Equine Infectious Anemia requirements. Such instances result in lost

opportunities to race and to recoup training expenses.

General Public

The final-form regulations will impose no costs and have no fiscal impact on the

general public. The faim community and the gcncial public should benefit thiough

1 educed costs to the industiy and the Commonwealth. The continued use of Stiain 19

vaccine would result in continued low, but significant numbeis, of false positive animals,

which will continue to be a icgukitoiy buulen and expense to the cattle industry and the

Department of Agiiculimc. Sliain 19 brucellosis \accinc can also cause infection in

humans and is a health lisk that vctciinaiy piaclitioncis have faced over the years. Delay

in changing the Iiquinc Infectious Anemia import lequiremenls will perpetuate the

ongoing problem of hojses which aic entered to race being turned away from the track,

and will continue to impose an undue hardship on hoise owners and the equine industry

in this Commonwealth. The equine industry in Pennsylvania will benefit by coming into

conformity with sunounding states with regard to accepted testing and screening

techniques. Decreased costs and increased opportunities in both industries will benefit

the general public.
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PAPERWORK REQUIREMENTS

The final-form regulations will not result in an appreciable increase of paperwork.

The Department has already developed the appropriate forms and procedures to

administer the Equine Infectious Anemia testing program and the Brucellosis vaccination

piogram. Only small changes will be required.

CONTACT PERSON

Further information is available by contacting the Department of Agriculture,

Bureau of Animal Health and Diagnostic Services, 2301 North Cameron Street,

Hanisburg, Pennsylvania 17110-9408; Attn: Dr. Phillip Debok (717) 783-8555.

RlXaJLAI ORY REVIEW

Under Section 5(a) of the Regulatoiy Review Act (71 P.S. § 745.5(a)), the Department

submitted a copy of the Notice of Proposed Rulcmaking published at 30 Pennsylvania

//,///r///; 768 (Fcbmaiy 12, 2000), on January 31, 2000 to the Independent Regulatory

Review Commission and to the Chaiipcisons of the House Agriculture and Rural Affairs

Committee and the Senate Agriculture and Rural affairs Committee foi review and

comment. In compliance with § 5(b.l) (71 P.S. § 745.5(b.l)), the Department also

piovidcd the Commission and the Committees with copies of all comments received, as

well as other documentation.

In preparing these final-form regulations, the Department has considered all

comments received from the Commission, the Committees and the public.
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These final-form regulations were (deemed) approved by the House Agricultural

and Rural Affairs Committee on , were (deemed) approved by the Senate

Agriculture and Rural Affairs Committee on , and were (deemed)

approved by the Commission on .

FINDINGS

The Department of Agiiculluie finds the following:

(1) Public notice of its intention to adopt the regulations encompassed by this

Order has been given under Sections 201 and 202 of the act of July 31, 1968 (P.L.

769, No. 240)(45 P.S. §§ 1201 and 1202) and their attendant regulations at

1 Pa.Code, Sections 7.1 and 7.2.

(2) A public comment period was piovided as required by law and all comments

received wcie considered.

(3) The modifications that were made to these regulations in response to

comments received do not enlarge the pui pose of the proposed regulations

published at 30 7'r////.sr/rr////r/ #7,//c/m 768 (February 12, 2000).

(4) The adoption ofihc Regulations in the manner provided in this Order is

necessary and appropriate for the administration of the authorizing statute.

12



ORDER

The Department of Agriculture, acting under authority of the authorizing statute,

orders the following:

(1) The new regulations of the Department of Agriculture at 7 Pa. Code Chapter

3 (regarding Health Requirements for Importation and Intrastate Transportation of

Animals) and Chapter 7 (regarding Brucellosis Regulations) arc adopted as set forth in

Annex "A" attached hereto.

(2) The Secretary of Agriculture shall submit this Order and Annex "A" to the

Office of General Counsel and (o the Office of Attorney General for review and approval

as to legality and form, as required by law.

(3) The Secretary of Agriculture shall certify this Order and Annex "A" and

deposit them with the Legislative Reference Bureau, as required by law.

(4) This Order shall take effect upon publication in the Pcimsylyan[aJ^u]]elin.

BY Tim DEPARTMENT OF AGRICULTURE

SAMUEL E. HAYES, JR., SECRETARY

13



Annex "A"

7 Pennsylvania Code
Part 1. Bureau of Animal Health and Diagnostic Services

Chaptei 1. Health Requirements for Importation and
Intrastate Transportation of Animals
Chapter 7. Brucellosis Regulations.

CHAPTER 3. HEALTH REQUIREMENTS FOR IMPORTATION AND
INTRASTATE TRANSPORTATION OF ANIMALS

Subchaptei D. IMPORTAIION OF HORSES, MULES, ASSES
AND OTHER EQUIDAE

§3.1. Definitions.

Pennsylvania State Veto inai fan - ThcDnrctoi of the Bui can of Animal Health

and Diagnostic _Scmces of the Derailment

Sc_(/(fa/j J he Secielaiv of theDcnaiiment

§ 3.103. jAgai gel nmnamxliffusion blood test.] Test jiietliods.

(a) Testing f(quucc[ 1 qiiklae jmpoitcd into this Commonwealth foi othei than

immediate slauglitc i she 11 he negative to fan] cjjliei ofthe following

(I) Ai1 official agai gel nnnmnodiffusion blood test (commonly ealled The

Coggms 1 csl), conducted by a Fcdeially appioved laboratoiy within 12 months

pnoi to date of cntiy, oi

i?J A" cn/ymc linked lmmunosoibcnt assay test (commonly called rJ he

PLISA Test), conducted by a fedcially appioved laboiatoiy within 12 months

gl_iorto_clate of cnti^'

«H<'H



(b) Documentation required. A copy of the official test shall accompany the

animal to its final destination.

[(h)] (c) Inconsistent results. If an equid receives more than one of the tests

described in subsection (a), and one test shows a negative result and another a positive -

ICSU 1t, the equid shall not be imported into the Commonwealth unless permission is

gi anted by the Pennsylvania State Vcteiinatian A po son seeking such permission shall

do so m wnting on a fonn piovided by the Department setting foith the test dates, icsults

of the tests and any othci pcitincnl jnfoimation The Pennsylvania State Veterinarian

may icqucst additional mlonnation as may he necessary to assure the health of the anirnal

and to nievent and contiol diseases and dangcious substances that may tin eaten the health

and safety of animals and humans 1 he Pennsylvania State Vctoijnauan shall piovidc a

wiitlen jtQpK>vn] OJ denial of such Request \vilhin ^J^vojkipgjlays of icccivj_ngj.he

wultcn icqucst and all necessary mfoimation pcitaming thcicto

(d) Exception Foals undei 6 months of age, ac coinpanicd by dam with negative

agai gel immunodiflusion test oi a negative en/ymc hnlvcd imjnimoso^Wnt assa^jesj do

not lcqune a negative test.



CHAPTER 7. BRUCELLOSIS REGULATIONS.

Subchapter A. GENERAL PROVISIONS

§7,1 . Definitions.

The following woids and terms, when used in this chaptei, have the following

meanings [, unless the context clearly indicates otherwise]

A en edited vetet men inn - A licensed veterinarian jointly acci edited by APHIS -

USD A and the depaitment in the state the vctcimanan is licensed to pciform official

dutiesoji behalf of APJ] IS USDAjwJlic^lepaHrncni Sec acciechtation standards

established by 9 CI<R Pails 160 and 161 (l elating to definition of tarns, and requirements

and standaids foi accRchkd vcteunaiians and suspension oi l evocation of such

ace i edit at ion)

Official vac ana (ion An official calfhood oi adult vaccination

Official adult wtccinaUon Stum RB *>] vaccine adnunisteicd to iemalc cattle 02

bison cru'i^hcjijjc1 of_l? nionlhs (16*5 days)_ S îch vaccniatioiijnay^nly be^adn^imistei^l

with the exmess eindancc and wuttcn pci mission of the Pennsylvania State Vctcimanan

Official ((dflwocl v(^cjnatj^±i_-_J^ii^\l}J)\ vaccine admimstcied to female

cattle 01 bison fiom 4 to 12 months of age

Pennsylvania Siaie Vacuum ian Tin Dmctoi of the Buicau of Animal Health
. . . . H . T - _ - — ' _ _ , — » - , _ _ _ _ _ _ _ _ _ . . . , I., . , | • I I I. » _ _ _ . . . . _ • — — — _ . | I. I. , • - . . . . _ • • ,1 • - . ! II I > • . 1 • . — I. — ' - • • ' • • • • • ' —

and Diagnostic Sej vices ol the Depaitment



Secretary - The Secretary of the Department.

Subchapter E. INDIVIDUAL CERTIFIED BRUCELLOSIS HERD PLAN

§ 7.47. Herd additions.

(c) Animals officially vaccinated [with biucclla abortus vaccine, Stiain 19] m

accoidjjn_^with_Subcjiai)tei Jhl (idatii]g_tq_\'accjnatipn)(7 PaICode_§§_7.71__-_7/74)) and

undci 18 months of age, may cntci a hcid without a blood test but shall be accompanied

by a health ccilificatc.

Subchapler II. ICALKIIOOD] VACCINATION

§7.72. Procedure.

(a) [Only acciedited veteiinaiians selected by the ownci may vaccinate female

calves with Stiain 19 biucclla abortus vaccine 1 Designation of vaccine. StiainRB 51

vaccine is hcicby designated the only biuccllosjs vaccine aulhonzed foi use within the

Coniijionwealt]i_of Pennsylvania

(b) State veterinarian approval requii ed Sti ain 19 vaccine may only be used

with the express written permission of the Pennsylvania State Veterinarian. All requests

lor peiimission tojidminisler_Slrain 19 vaccine must be made in wiitiug on a form

piovidcd by the Department The Pennsylvania State Vctciinaiian may request additional



information as may be necessary to assure the health of the animal and to prevent and

control diseases and dangerous substances that may threaten the health and safety of

animals and humans. The Pennsylvania State Veterinarian shall provide a written

approval or denial of such a request within 3 working days of receiving the written

request and all necessary information pertaining thereto,

(c) Official vaccination. An official vaccination shall consist of [an approved]

Strain_RB_51 vaccine administered to female calves or bison from 4 through [8] 1_2

months of age ([120 269] 120-365 days). A vaccination of female cattle or bison over

the age of 12 months (365 days) shall not be considered an official vaccination unless

done with the guidance and express written permission of the Pennsylvania State

Veterinarian. All requests to vaccinate cattle over the a%c of 12 months shall be made in

the request, the vaccine to be administered and the age of the animal at the time of the

be necessary to assure the health of the animal and to prevent and control diseases and

^ ^ ^ | ou^ub^tanees thai may threaten the-health juidjjafety of aninials^ajKlJiiuyaii^

l^^]2^?D^){fHliiL^alP Vctcnnaria]] shall provide a written approval or denial of suchja

rcc^ics^ within 3 working days of receiving the written request and all necessary

information pertaining thereto.

(d) Veterinarian to administer vaccine. An official vaccination may only be

pdmhiisteredby an accredited veterinarian.

f(c)j (c) Veterinarian^^. Accredited veterinarians shall be permitted to charge

the herd owner for [the cost of the services] their services and the vaccine.



§ 7.73. Identification of [calves] officially vaccinated animals.

(a) Tattoo required. Veterinarians [vaccinating calves] administering official

calfhood or official adult vaccinations shall tattoo [with] in the right car of the animal the

letter "R", followed by a United States Registered 3 ^ Shield [, including "V," in the

right car, preceded by the numeral of the quarter of the year and]2 followed by the last

number of the year.

(b) Official state vaccination tax Q}' official breed registry tattoo required An

qiangc official State vaccination tag shall be placed iji_lhe_nght car. JTthe vaccinated

animal has an official breed lcgisliy tattoo, an official state vaccination tag shall not be

I cquiicd.

(c)Identification_o)yvacch\c\t_um report [Calvesj OffichilIj^yaccmatcd jiginials

shall be identified on tl]c_yaccin_atipn_icporl by |thc| date of bnth and an official

| Pennsylvania cai tag in the i ight eai, | state v^cniatjon^tagjuimlicr [and, when

applicable), their hiced lcgistiation numbci and/or icgistration number of the dam.

§ 7.74. Vaccination report.

Vaccinations shall be icporlcd to the Department within [7] 30 days following

vaccination of the [calves] animal. The icpoits shall be made on fonns provided by the

Depaitmcnt. fl he original and [two copies | onc_copY shall be forwarded to the

Department, one copy given to the heid ownei for his or hei records and one copy

jetained by the veterinarian.



COMMONWEALTH OF PENNSYLVANIA

DEPARTMENT OF AGRICULTURE
LEGAL OFFICE

September 14,2000

Independent Regulatory Review Commission
333 Market Street, 14th Floor
Harnsburg, PA 17120

RE: FINAL-FORM REGULATION
Department of Agriculture
Bureau of Animal Health & Diagnostic Services
7 Pa. Code Chapters 3 & 7: Health Requirements for Importation &
Intrastate Transportation of Animals & Brucellosis
I.D. No. 2-128
Proposed Rulemaking: 30 Pennsylvania Bulletin 768 (February 12, 2000)
Final-Form Regulation Approved by the

Office of General Counsel: September 12, 2000

Dear Sir or Madam:

Please find enclosed a copy of the above-referenced final-form regulation (Preamble and
Annex "A"). Copies of the Notice of Proposed Rulemaking and Regulatory Analysis Form are
also enclosed.

I respectfully request the Independent Regulatory Review Commission review and
approve the above-referenced final-form regulation in accordance with the requirements and
procedures of the Regulatory Review Act.

This Department's responses to the comments received from the public, the Legislature
and the Independent Regulatory Review Commission with respect to the proposed regulation are
set forth in the Preamble to the final-form regulation. Copies of this final-form regulation have
been delivered to applicable Legislative Committees (the House and Senate Committees for
Agriculture and Rural Affairs), and have been mailed or delivered to each commentator on this

The Department will provide you with any assistance you may require to facilitate a
thorough review of this final-form regulation. Thank you for your attention to this matter.

Sincerely,

David C Kennedy
Assistant Counsel

Enclosures

2301 NORTH CAMERON STREET
HARRISBURG, PA 17110-9408
717-787-8744
FAX 717-787-1270
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PROPOSED RULEMAKING
DEPARTMENT OF

AGRICULTURE
[7 PA. CODE CHS. 3 AND 7]

Importation and Intrastate Transportation of Ani-
mals; Brucellosis

The Department of Agriculture (Department), under the
specific authority conferred by the Domestic Animal Law
(act), 3 Pa.C.S. §§ 2302, 2321, 2323 and 2325 proposes to
amend §§ 3 103, 7.1, 7.47 and 7.72—7.7'4. These proposed
amendments are intended to update the Department's
policy on diagnostic testing techniques used to detect the
presence of Equine Infectious Anemia (EIA) and the use
of vaccines intended for the prevention of Brucellosis.
Section 2302 of the act (relating to finding, policy and
purpose) states that "animal health is a major economic
interest in the Commonwealth." In addition, section 2302
of the act delineates the policy and purpose of the act
The policy of the act is to "assure the health and welfare
of animals kept in captivity, to prevent and control
diseases . and to provide desirable management prac-
tices for the pioduction, keeping and use of domestic
animals/' The puipose of the act is to "give the depart-
ment authority to implement this policy/' Section 2321(a)
of the act (relating to dangeious transmissible diseases)
designates Brucellosis and EIA as dangerous transmis-
sible diseases. Section 2321(e) of the act confers upon the
Department the power to "establish regulations address-
ing the specific .. prevention,.. testing, control and
eradication measures which it determines are necessary
with respect to any dangerous transmissible disease."
Section 2325 of the act (relating to use of biologicals,
antibiotics, genetic material, chemicals, diagnostic agents
and other substances) further defines the Department's
authority to prescribe testing techniques and regulate the
use of vaccines. Section 2323 of the act (relating to health
requirements) sets forth the Department's authority to
establish health standards for the importation or intra-
State movement of domestic animals in this Common-
wealth.

Background

EIA is an infectious disease of equines caused by a
virus. The current regulation, in § 3.103 (relating to agar
gel immunodiffusion blood test), require equidae imported
into this Commonwealth to be negative to an agar gel
immunodiffusion blood test (Coggins Test). While the
Coggins Test is a proven and effective testing device for
EIA, a new and repoitedly as effective test has been
developed. This new test is an enzyme linked im-
munosorbent assay test (commonly called the ELISA
Test). The ELISA Test is a screening device that recog-
nizes the presence of the virus responsible for EIA. The
ELISA Test is widely used to test for the presence of
viruses and foreign substances in equidae. It is a scientifi-
cally proven and accepted test and is used to screen
equidae for EIA in surrounding states. The inability of
the Commonwealth to accept the results of ELISA tests
has placed it at a great disadvantage with regard to
surrounding states. Horse owners who wish to transport
their horses into this Commonwealth are required to have
a Coggins lest administered and to wait for the results of
that test even if they have proof of a negative ELISA Test
for EIA. This delay discourages owners from breeding,

racing or carrying on other activities economically benefi-
cial to the Commonwealth and the equine industry in this
Commonwealth. Given the fact that the ELISA Test has
been shown to be an effective screening device for EIA,
additional testing and the delays caused by it are unnec-
essary to protect the health of the equine population in
this Commonwealth and are economically inefficient.
Therefore, the Department proposes to amend Chapter 3
(relating to health requirements for importation and
intiastate transportation of animals) to allow for the use
and acceptance of both the Coggins Test and the ELISA
Test In addition, language will be added to allow the
Department more flexibility to respond to continuing
advances in science and medical technology.

Brucellosis is an infectious disease of animals and man
that can cause premature birthing or miscarriages in
animals and undulating or remittent fevers and joint
swelling in humans. A recent advance in vaccine technol-
ogy has rendered the current vaccine—Strain 19 brucella
abortus (Strain 19)—prescribed by regulation obsolete
and relatively inefficient in the management of this
disease. Until recently, Strain 19 vaccine was the stan-
dard vaccine used to vaccinate for Brucellosis' in the
United States While Strain 19 vaccine has served the
domestic animal industry well, it has two disadvantages.
Its major disadvantage is causing a significant number of
animals to leact positively to the standard Brucellosis
tests. This disadvantage has limited Strain 19 vaccine's
usefulness and has slowed eradication and control efforts.
The second disadvantage suffered by Stiain 19 vaccine is
that it limits the age at which domestic animals can be
vaccinated. A newly developed vaccine—Strain RB 51—is
now available and approved for use. Strain RB 51 vaccine
is reportedly as effective as Strain 19 vaccine and does
not cause a reaction, or false positive, with the standard
Brucellosis tests In addition, Strain RB 51 will allow the
Department to broaden the age range for vaccination of
calves from the current 4 to 8 months of age range to a 4
to 12 months of age range. A prompt and expedited
application of this new technology will provide increased
protection to this Commonwealth's extensive cattle popu-
lation and will decrease the costs incurred by the Depart-
ment to administer additional tests when false positives
occur. Therefore, the Department proposes that the use of
Strain 19 be discontinued and that Strain RB 51 be used
for the routine vaccination of cattle and any other species
of domestic animal for which the vaccine is approved. In
addition, language will be added to' allow the Department
more flexibility to respond to continuing advances in
science and medical technology.

In the interest of continuing to carry out the policy of
the act, to assure the health and welfare of domestic
animals and thereby secure the economic well being of
the domestic animal industry, the Department proposes to
amend §§ 3.103, 7.1, 7.47 and 7.72—7.74 to effectuate the
changes previously discussed.

The major features of, the proposed amendments are
summarized as follows:
Summaiy of Major Features

Proposed § 3.1 (relating to definitions) adds the defini-
tion of "Pennsylvania State Veterinarian" and "Secretary."
These terms are recurring terms in this chapter and j
needed to be defined in order to add clarity.

The proposal to § 3.1*03 (relating to Agar gel im- j
munodiffusion blood test) changes the heading to read.
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PROPOSED RULEMAKING

"Test methods." This section sets forth the acceptable
testing techniques and the documentation required for
importing equine into this Commonwealth. The amend-
ments to this section allow the Department to accept the
results of tests other than the Coggins Test. Specifically,
the proposed amendments allow the Department to accept
the results of the ELISA Test. In addition, the amend-
ments allow the Secretary to designate other tests as
acceptable through publication of an order in the Pennsyl-
vania Bulletin. The Department would be required to
amend the regulations to bring them into conformity with
the oider, within 1 year of the effective date of the order.
A subsection was added to address the procedures to be
followed in case of inconsistent test results.

Proposed § 7.1. (relating to definitions) adds and de-
fines various recurring terms such as "accredited veteri-
narian/' "Pennsylvania State Veterinarian" and "Secre-

Proposed § 7.47. (relating to herd additions) deletes the
provision designating Strain 19 as the official vaccine to
be used for Brucellosis vaccinations. In addition, it adds a
sentence referencing Subchapter II (relating to vaccina-
tion), which designates a new vaccine, Strain RB 51, as
the official vaccine to be used for Brucellosis vaccinations

Proposed § 7.72. (relating to procedure) deletes the
sentence m subsection (a) referencing Strain 19 and
designates Strain RB 51 vaccine as the only Brucellosis
vaccine authorized for use within this Commonwealth. In
addition, the proposed amendments allow the Secretary
to designate other vaccines as acceptable through publica-
tion of an order in the Pennsylvania Bulletin. The
Depaitment would be required to amend the regulations
to bring them into conformity with the order, within 1
year of the effective date of the order. Subsection (b) is
retitled and allows Strain 19 to be used with express
written permission of the Pennsylvania State Veterinar-
ian. Subsection (c) is retitled and expands the time period
for an official vaccination. A subsection (d) was added and
requires vaccinations to be administered by an accredited
veterinarian Subsection (e) is added and replaces existing
subsection (c) This subsection was amended to allow
veterinarians to charge for the cost of the vaccine as well
as the cost of their services.

Proposed § 7.73. (relating to identification of calves)
amendments to this section change and add to the
identification requirements.

Proposed § 7.74. (relating to vaccination report) amend-
ments to this section extend the time period in which
reports must be submitted to the Department and re-
duces the number of copies of vaccination reports that are
required to be sent to the Department.
Fiscal Impact
Commonwealth

The proposed amendments will impose minimal costs
and have minimal fiscal impact upon the Commonwealth.
The Commonwealth will realize a reduction in costs as a
result of the use of Strain RB 51 vaccine. Strain 19
vaccine causes a number of cattle to test falsely positive
each year. The cost of each false positive test is approxi-
mately $400 for the Commonwealth and $300 for the
producer. These falsely positive tests will not occur in
cattle vaccinated with Strain RB 51 vaccine. Savings
relative to the ELISA Tfest are not easily quantified.
However, acceptance of the ELISA test will eliminate the
cost of performing a Coggins Test on animals which have
already been screened for EIA through the use of an
ELISA Test. The Department will benefit from not having

to conduct additional testing. In addition, it will result in
a decreased regulatory workload, since there will be fewer
import violations to investigate and manage.
Political Subdivisions

The proposed amendments will impose no costs and
have no fiscal impact upon political subdivisions.
Private Sector

The pioposed amendments will impose minimal costs
on private sector organizations and individuals. There
will not be an increased cost to the regulated community.
Cost of vaccinations will be essentially the same. Approxi-
mately 30 cattle test falsely positive each year. Each false
positive case costs the farmer approximately $300 in
special handling, early culling and reduced value of the
animal These costs will be eliminated with the use of
Strain RB 51 vaccine. The proposed amendments will
potentially affect appioximately 1,800 accredited veteri-
narians who may be required to vaccinate calves for
Brucellosis. However, these veterinarians, the Common-
wealth and the industry would eventually be forced to use
Strain RB 51 vaccine because the same company makes
both the new and old vaccines and Strain 19 vaccine is
being phased out of use throughout the United States.
Adoption of the ELISA Test will not result in any
inci cased cost. Pleasure horse and racehorse owners and
trainers and equine veterinarians will be required to
comply However, the ELISA Test is accepted and used by
a majority of states and therefore, the majority of owners,
trainers and other persons in the equine industry already
use and comply with ELISA testing. There is a potential
savings in terms of the elimination of additional testing
and reduced turnaround time for test results. In many
cases, horse owners have been required to conduct the
additional Coggins Test at their expense. Also, there have
been instances when horses that were entered in a race
were denied enhance to the track because of failure to
meet the Commonwealth's rigid and unnecessary EIA
requnements. These instances result in lost opportunities
to lace and to recoup training expenses.

Geneial Public

The proposed amendments will impose no costs and
have no fiscal impact on the general public. The farm
community and the general public should benefit through
reduced costs to the industry and the Commonwealth.
The continued use of Strain 19 vaccine would result in
continued low, but significant number, of false positive
animals, which will continue to be a regulatory burden
and expense to the cattle industry and the Department.
Strain 19 vaccine can also cause infection in humans and
is a health risk that veterinary practitioners have faced
over the years. Delay in changing the EIA import require-
ments will perpetuate the ongoing problem of horses
which are entered to race being turned away from the
track, and will continue to impose an undue hardship on
horse owners and the equine industry in this Common-
wealth. The equine industry in this Commonwealth will
benefit by coming into conformity with surrounding states
with regard to accepted testing and screening techniques.
Decreased costs and increased opportunities in both in-
dustries will benefit the general public.
Paperwork Requirements

The proposed amendments will not result in an appre-
ciable increase of paperwork. The Department has al-
ready developed the appropriate forms and procedures to
administer the EIA testing program and the Brucellosis
vaccination program. Only small changes will be required.
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Regulatory Review

Under section 5(a) of the Regulatory Review Act (71
P. S. § 745.5(a)), on January 31, 2000, the Department
submitted a copy of these proposed amendments to the
Independent Regulatory Review Commission (IRRC) and
to the Chairpersons of the House Agricultiue and Rural
Affairs Committee and the Senate Agriculture and Rural
Affairs Committee. In addition to submitting the proposed
amendments, the Department has provided IRRC and the
Committees with a copy of a detailed Regulatory Analysis
Form prepared by the agency in compliance with Execu-
tive Order 1996-1 "Regulatory Review and Promulgation "
A copy of this material is available to the public upon
request.

Under section 5(g) of the Regulatoiy Review Act, if
IRRC has an objection to any portion of the proposed
amendments, it will notify the Depaitment within 10
days after the close of the Committees' leview period The
notification shall specify the regulatory review criteria
which have not been met by that portion The Regulatoiy
Review Act specifies detailed piocedmes for leview, prior
to final publication of the regulations, by the Depaitment,
the General Assembly anil the Governor of objections
laised.

Contact Person

Further information is available by contacting the
Department of Agricultuie, Bureau of Animal Health and
Diagnostic Services, 2301 North Cameion Sheet, Hams-
burg, PA 17110-9408; Attn Dr. Phillip Debok (717) 783-

Effective Date

These pioposed amendments would become effective
upon publication in the Pennsylvania Bulletin

SAMUKLE HAYES, Jr ,
Secietaiy

Fiscal Note: 2-128. No fiscal impact, (8) lecommends
adoption.

Annex A

TITLE 7. AGRICULTURE

PART I. BUREAU OF ANIMAL HEALTH AND
DIAGNOSTIC SERVICES

CHAPTER 3. HEALTH REQUIREMENTS FOR
IMPORTATION AND INTRASTATE
TRANSPORTATION OF ANIMALS

Subchapter A, GENERAL PROVISIONS

§ 3-1. Definitions.

The following words and terms, when used in this
chapter, have the following meanings, unless the context
clearly indicates otherwise:

Pennsylvania State Veterinarian—The Director of
the Bureau of Animal Health and Diagnostic Ser-
vices of the Department.

. ' Secretary—The Secretary of the Department,

Subchapter D. IMPORTATION OF HORSES,
MULES, ASSES AND OTHER EQUIDAE

EQUINE INFECTIOUS ANEMIA

§ 3.103. [Agar gel immunodiffusion blood tes t ]
Test methods.

(a) Testing required. Equidae imported into this Com-
monwealth for other than immediate slaughter shall be
negative to [ a n ] either of the following:

(1) An official agar gel immunodiffusion blood test
(commonly called [ The ] the Coggins Test), conducted by
a Federally approved laboratory within 12 months prior
to date of entry.

(2) An enzyme linked immuno sorbent assay test
(commonly called the ELISA Test), conducted by a
Federally-approved laboratory within 12 months
prior to date of entry.

(b) Documentation required. A copy of the official
test shall accompany the animal to its final destination.

[ (b) ] (c) Inconsistent results. If an equid re-
ceives more than one of the tests described in
subsection (a), and one test shows a negative result
and another a positive result, the equid may not be
imported into this Commonwealth unless permis-
sion is granted by the Pennsylvania State' Veteri-
narian.

(d) Designation of other tests as acceptable. If the
Secretary determines that a test other than the
tests described in subsection (a) is adequate to
detect equine infectious anemia and is appropriate
for use in equidae imported into this Common-
wealth, the Secretary may so designate that test by
publishing an order to that effect in the Pennsylva-
nia Bulletin. The order shall take effect upon publi-
cation and the Department will, within 1 year of
the effective date of that order, amend this section
to bring it into conformity with the published

(e) Exception Foals under 6 months of age, accompa-
nied by dam with negative agar gel immunodiffusion test,
a negative enzyme linked immuno sorbent assay test
or some other test approved by the Secretary and
published in the Pennsylvania Bulletin, do not re-
quire a negative test.

CHAPTER 7. BRUCELLOSIS REGULATIONS

Subchapter A. GENERAL;PROVISIONS

§ 7.1. Definitions.

The following words and terms, when used in this
chapter, have the following meanings, unless the context
clearly indicates otherwise:

Accredited veterinarian—A licensed veterinarian
jointly accredited by APHIS-USDA and the Depart-
ment in the state the veterinarian is licensed to
perform official duties on behalf of APHIS-USDA or
the Department in the state the veterinarian is
licensed to practice veterinary medicine. See ac-
creditation standards established by 9 CFR Parts
160 and 161 (relating to definition of terms; and '
requirements and standards for accredited veteri- ,
narians; and suspension or revocation of such ac- ,
creditation). .,, / ^ *%J N , , .-, . , . • *
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Pennsylvania State Veterinarian—The Director of
the Bureau of Animal Health and Diagnostic Ser-
vices of the Department.

Secretary—The Secretary of the Department.

Subchapter E. INDIVIDUAL CERTIFIED
BRUCELLOSIS HERD PLAN

§ 7.47. Herd additions.

(c) Animals officially vaccinated [ with brucella
abortus vaccine, Strain 19] in accordance with
Subchapter H (relating to vaccination), and under 18
months of age, may enter a herd without a blood test but
shall be accompanied by a health certificate

Subchapter H. [ CALFHOOD ] VACCINATION
§ 7.72. Procedure,

(a) [ Only accredited veterinarians selected by
the owner may vaccinate female calves with Strain
19 brucella abortus vaccine. ] Designation of vac-
cine. Strain RB 51 vaccine is hereby designated the
only brucellosis vaccine authorized for use within
this Commonwealth. If the Secretary determines
that some other brucellosis vaccine is appropriate
for use in cattle in this Commonwealth, the Secre-
tary may so designate that vaccine by publishing
an order to that effect in the Pennsylvania Bulletin,
The order shall take effect upon publication and
the Department will, within 1 year of the effective
date of that order, amend this section to bring it
into conformity with the published order.

(b) State veterinarian approval requited. Strain
39 vaccine may only be used with the express
written permission of the Pennsylvania State Vet-
erinarian.

[ (b) ] (c) Official vaccination. An official vaccina-
tion shall consist of [ an approved ] Strain RB 51
vaccine administered to female calves liom 4 through
[ 8 ] 12 months of age (f 120—269 ] 120—365 days). A
vaccination of cattle over the age of 12 months (365
days) will not be considered an official vaccination
unless done with the guidance and express written
permission of the Pennsylvania State Vetciinarian.

(d) Veterinarian to administer vaccine. An official
vaccination may only be administered by an ac-
credited veterinarian.

[ (c) ] (e) Veterinarian fees. Accredited veterinarians
shall be permitted to charge the herd owner for [the
cost of the services ] their services and the vaccine.

§ 7.73. Identification o( calves.
(a) Tattoo required. Veterinarians vaccinating calves

shall tattoo [ with ] in the right ear the letter "R",
followed by a United States Registered V Shield[ ,
including "V," in the right ear, preceded by the
numeral of the quarter of the year and ], followed by
the last number of the year.

(b) Official state vaccination tag or official breed
registry tattoo required. An orange official State
vaccination tag shall be placed in the right ear. If

the calf has an official breed registry tattoo, an
official State vaccination tag is not required.

(c) Identification on vaccination report. Calves
shall be identified on the vaccination report by [ the ]
date of birth, official [ Pennsylvania ear tag in the
right ear, ] State vaccination tag number and, or
when applicable, their breed registration number or
registration number of the dam.
§ 7,74. Vaccination report.

Vaccinations shall be repeated to the Department
within [ 7 ] 30 days following vaccination of the calves.
The reports shall be made on forms provided by the
Department The original and [ two copies ] one copy
shall be forwarded to the Department, one copy given to
the herd owner for [ his ] the owner's records and one
copy retained by the veterinarian.

IPdH Doc No 00 240 tiled for public inspection February 11, 2000, 9 00 am]

[7 PA. CODE CH. 138i]
Farm Safety and Occupational Health Tuition As-

sistance Progiam

The Depaitment of Agriculture (Department), under the
specific authority conferred by sections 5 and 6 of the
Farm Safety and Occupational Health Act (act) (3 P. S.
5§ 1905 and 1906), pioposes to adopt Chapter 138i
(I elating to Faim Safety and Occupational Health Tuition
Assistance Progiam (Piogiam) Section 5 of the act
delineates the duties of the Secretary of Agriculture
(Secietary) and directs the Secietary to ". . adopt and
promulgate any regulations which may be necessary to
implement and admmistfu the act" Section 6(a) of the act
allows the Secretaiy to establish a giant piogram to
piovide tuition assistance to lural emergency service
providers, farmeis, members of farm families, faim labor-
ers and others involved in agricultural production to
attend faim safety and occupational health training and
emergency response programs. Section 6(d) of the act
requites the Secietary to adopt and promulgate regula-
tions to govern the aw aiding of grants under section 6 of
the act.

The proposed regulations establish the procedures gov-
erning the submission, processing and review of grant
applications. In addition, they set forth the documenta-
tion required to accompany applications, eligibility
criteria, criteria for determining grant amounts and veri-
fication, cancellation, notification and reporting require-
ments.
Backgwund

This Commonwealth's approximately 51,000 farms are
the foundation of a $35 billion industry, employing over
650,000 workers in farming and related services, food
processing and food wholesale and retail sales. The
National Safety Council reports agriculture as this Na-
tion's most hazardous industry with a work death rate
22% higher than the second most hazardous industry,
mining and quarrying. Farming accounts for over 80% of
agriculture's injury toll From 1990 through 1995 at least
249 Commonwealth citizens have lost their life to hazards
associated with farming. The victims included 17 infants,
toddlers and preschoolers—all under 5 years of age.
Another 29 victims were at least 75 years of age. The
oldest was 89 years old. In 1994, a Statewide survey
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showed one in every ten farm operations in the State had
at least one recordable work-related injury. Even more
startling was that approximately 5% of those injuries
resulted in some type of permanent disability to the
victim. The numbers evidence the need for farm safety
and occupational health programs. In 1994 alone, there
Was a total of 5,100 injuries and 250 permanent disability
injuries related to farming

The purpose of the Program is to provide tuition
assistance to rural emergency service providers and mem-
bers of the farm community to assist them and encourage
their attendance at farm safety and occupational health
programs and seminars intended to facilitate avoidance
and elimination of farming hazards. The Prog*am will
compliment the Farm Safety and Occupational Health
Grant Program, which exists as a statement of policy in
Chapter 138g, but will be supplanted by regulations that
are currently in the proposal stage and the proposed
Farm Safety and Occupational Health Developmental and
Instructional Program intended to bo established as
Chapter 138j.

(Editor's Note. For the text ot the proposed rulemaking
concerning Chapter 138k (relating to Faun Safety Occu-
pational Health Grant Program) see 30 Pa.B 781 (Febru-
ary 12, 2000) For the text of the proposed lulemaking
concerning Chapter 138j (relating to Farm Safety and
Occupational Health Developmental and Instructional
Program) see 30 Pa B. 776 (February 12, 2000))

In the interest of continuing to carry out its statutory
duties and promoting the development and implementa-
tion of technical and educational farm safety programs
that benefit the fanning community, the Department has
promulgated this proposed rulemaking. This proposed
rulemaking is intended to establish leasonable guidelines,
standards, ciiteria and procedures for the administration
and implementation of grants under the Program
Summary of Major Feotuies

Proposed § 138L1. delating to authority) delineates the
Secretary's authoiity to establish the Program and sets
forth the Secretary's power and duty to adopt and
promulgate regulations to govern the awarding of grants
under1 section 6 of the actider1 section o 01 uiv «v,u

Proposed § 138i.2. (relating to program objectives) sets
forth that thd objective of the Program is to provide
tuition assistance to rural emergency service providers,
farmers, members of farm families, farm laborers and
others involved in agricultural production, to allow them
to attend farm safety and occupational health programs
and emergency response programs. It stipulates that
grants will be awarded on a funds available basis and
through a competitive application process.

Proposed § 1381.3. (relating to definitions) defines vari-
ous recurring terms such as "Board," "farm," "farm labor-
ers," "members of farm families," "project," "rural emer-
gency service provider" and "Secretary."

Proposed § 1381.4. (relating to limitations on grants)
defines who is an eligible applicant, describes the proper
use of grant funds and sets forth the procedure for
substitution of person or project. This section specifically
delineates the total dollar amount an eligible applicant
may be awarded in tuition assistance. Each applicant
may receive up to $100 in tuition assistance per calendar
year. This section also seta forth restrictions on the use of
grant funds,
•* Proposed § 1381.5. ̂ relating to general conditions) pro-
vides that a grant recipient will be required to sign the

approved grant application form, which shall then consti-
tute the grant agreement. Additionally, this section sets
forth default, verification and failure to verify provisions.

Proposed § 138i.6. (relating to applications generally)
provides that an eligible applicant shall submit an appli-
cation prepared by the Department and provides informa-
tion regarding how to obtain an application and who to
contact for assistance. This section notifies the applicant
that additional information may be requested by the
Secretaiy and that the application shall be received prior
to the date of the project the applicant wishes to attend.

Proposed § 138L7. (relating to processing of applica-
tions) describes the procedure for processing applications
and delineates review and approval powers of the Secre-
tary and the Board. This section sets forth processing
requirements for applications which are incomplete or
contain inaccurate information
• Pioposed § 138L8. (relating to review of application)
delineates the specific information that shall be included
in a giant application, defines applicant eligibility criteria
and sets forth the factors to be considered by the
Secretary in selecting grant recipients.

Proposed § 138i 9. (relating to conflicts of interest) sets
forth the legal provisions a Board member shall follow to
avoid a conflict of interest, when the Board member or
his agent or employe is a grant applicant. ,

Proposed § 138L10. (relating to notice of disposition of
applications) sets forth the type of notice required and the
time periods for notification.

Pioposed § 1381 11. (relating to recordkeeping) de-
scribes the type of records which shall be kept by the
grant recipient and the time period for which those
records shall be kept This section also *provides for
inspection and audit of those records by the Department.

Proposed § 1381.12. (relating to grant cancellation}
provides for the cancellation of a giant when funds have
not been spent in accordance with the grant agreement o>
this chapter or upon failure of the lecipient to satisfy the
verification requirements of this chapter.

Proposed § 138i.l3. (relating to rights of recovery) set
forth the Department's right to make, a claim for gran
money not expended in accordance with the act, the grar
agreement or the regulations. ^

preemem, vi cue *v>Bv..~.
These proposed regulations set forth the basic procef

by which the Department will exercise its administrate
discretion with respect to the expenditure of the func
appropriated to it by the General Assembly for Far
Safety and Occupational Health Programs.
Fiscal Impact * ,
Commonwealth t *

The proposed regulations will impose minimal costs a
have minimal fiscal impact upon .the Commonweal
including projected increases in program costs. The I
partment has an appropriation for use in developing t
various Farm Safety and Occupational Health Gn
Programs allowed under section 6 of the act. The Sec
tary, with the advice of the Board, will determined
amount of funds to allocate to each grant progy
promulgated under section 6 of the act. 1

Political Subdivisions ,- r ' '
The proposed regulations will impose no costs and I

no fiscal impact upon political subdivisions. »' - 1
Will De rciiu&i * ~ ^v — o -

PENNSYLVANIA BULLETIN, VOL. 30, NO. 7, FEBRUARY 12, 2000



PROPOSED RULEMAKING

Private Sector

The proposed regulations will impose minimal costs on
those organizations or individuals who are interested in
applying for Program grants. The costs that may be
associated with the regulations would involve the time
spent to obtain and fill out a grant application. Organiza-
tions and individuals receiving grants would benefit by
receiving funds to cover tuition costs associated with
attending some farm safety and occupational health
programs. The private sector may also benefit through
the realization of reduced health care and occupational
costs resulting fiom increased attendance at the educa-
tional and preventative programs espoused by the act and
these proposed regulations.

General Public

The proposed regulations will impose no costs and have
no fiscal impact on the general public The farm commu-
nity and the general public should benefit through the
redaction of health care and occupational costs which are
likeV to result from increased attendance at educational
and preventative programs such as those espoused by the
act aid these regulations.

Papeihork RequiiemenU

The imposed regulations will not result m an appre-
ciable increase of papeiwork. The Department will have
to develop a giant application foim to administer the
Piogram/However, the administrative provisions of the
Program â e very similar to the administiative provisions
of the Farn Safety and Occupational Program and the
Department has already developed a giant application
form and gi^nt agreement for use in administering the
Farm Safety and Occupational Program and has ad minis
tared thai Program, under Chapter 138g, since 1996

Regulatory Re^ei

Under sectioi 5(a) of the Regulatory Review Act (71
P. S. § 745.5(a)), on January 31, 2000, the Department
submitted a cop/ of these proposed legulations to the
Independent Reguatoiy Review Commission (IRRC) and
to the Chairpersons of the House Agriculture and Rural
Affairs Committeeand the Senate Agriculture and Rural
Affairs Committeehn addition to submitting the proposed
regulations, the Department has provided IRRC and the
Committees with a #py of a detailed Regulatory Analysis
Form prepared by t\e agency in compliance with Execu-
tive Order 1996-1. Acopy of this material is available to
the public upon request.

Under section PKgVof the Regulatory Review Act, if
IRRC has an objectioi to any portion of the proposed
regulations, it will notiy the Department within 10 days
after the close of the Committees' comment period. The
notification shall specif} the regulatory review criteria
which have not been metjby that portion. The Regulatory
Review Act specifies detajed procedures for review, prior
to final publication of th> proposed regulations, by the
Department, the General Assembly and the Governor of
objections raised.

Contact Person

Further information is bailable by contacting the
Department of Agriculture, larm Safety and Occupation
Health Grant Program, 23(1 North Cameron Street,
Harrisburg, PA 171109408; ittn: John Tfccelosky (717)
772-5217.

Effective Date • • *
These proposed regulations will become effective upon

publication as final-form in the Pennsylvania Bulletin.
SAMUEL E. HAYES, J r ,

Secretary.
Fiscal Note: 2-123. (1) General Fund; (2) Implement-

ing Year 1999-00 is $20,000; (3) 1st Succeeding Year
2000-01 is $20,000, 2nd Succeeding Year 2001-02 is
$20,000; 3rd Succeeding Year 2002-03 is $20,000; 4th
Succeeding Year 2003-04 is $20,000; 5th Succeeding Year
2004-05 is $20,000; (4) Fiscal Year 1998-99 $N/A; Fiscal
Year 1997-98 $N/A; Fiscal Year 1696-97 $N/A; (7) Farm
Safety; (8) recommends adoption.

Annex A
TITLE 7. AGRICUI.TURE

PART V-C. FARMLAND AND FOREST LAND
CHAPTER 138i. FARM SAFETY AND

OCCUPATIONAL HEALTH TUITION ASSISTANCE
PROGRAM

Authority
Program objectives
Definitions
Limitation on grants
General conditions
Applications ' «
Processing of applications t'
Review of applications
Conflict of intere&t
Notice of disposition of application
Recordkecpmg
(Irani cancellation
Right oflecovery

§ 138L1. Authority.
The act bestows upon the Secretary, the power and duty

to ". . . administer the provisions of this act and . . adopt
and pioirmlgatc any regulations which may be necessary
to implement and administer this act" (3 P. S. § 1905). In
addition, section 6(a) of the act (3 P. S. § 1906(a)) allows
the Socretaty to establish a grant program to provide
tuition assistance to ceitain individuals and groups to
attend farm safety and occupational health training and
emergency response piograms. Section 6(d) of the act
directs the Secretary to adopt and promulgate regulations
to govern the awarding of grants under section 6 of the

§ 1381.2. Program objectives.
(a) Purpose. The purpose of the Program is to provide

tuition assistance to rural emergency service providers,
farmers, members of farm families, farm laborers and
others involved in agricultural production, to allow them
to attend farm safety and occupational health projects
and emergency response programs.

(b) Competitive program. The Program is competitive.
Grant applications and related documents will be col-
lected by the Department and reviewed by the Secretary
or a designee. Grants will be awarded annually.

(c) Funds available basis. Grants will not be awarded
unless funds are available.
§ 138L3. Definitions.

The following words and terms, when used in this
chapter, have the following meanings, unless the context
clearly indicates otherwise:
.»Act—The Parm Safety and Occupational Health Act (3
P.S.§§ 1901—1915). " :- .. ^ ' . »>
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Agricultural production—The production for commer-
cial purposes of crops, livestock and livestock products.
The term includes the processing or retail marketing of
these crops, livestock or livestock products if more than
50% of the processed or merchandised products are
produced by the farmer.

Board—The Farm Safety and Occupational Health Ad-
visory Board.

Department—The Department of Agriculture of the
Commonwealth.

Farm—Land in this Commonwealth which is being
used for agricultural production, including all farm struc-
tures, buildings, facilities and farm family residences
situated on the land.

Farmer—A person who is engaged in agricultural pro-
duction for commercial purposes.

Farm laborer—An individual employed by a farmer in
raising, cultivating, fertilizing, seeding, planting, piuning,
harvesting, gathering, washing, sorting, weighing 01 han-
dling, drying, packing, packaging, grading, storing or
delivering to market in its unmanufactured state, an
agricultural commodity as defined in 3 Pa.O S Chapter
45 (relating to Agricultural Commodities Maikoting) or a
farm product as defined in 1 Pa.C.S. § 1991 (relating to
definitions).

Members of farm families- Any son, daughter or spouse
of a farmer or any lineal relation of the farmer who works
on the farm or any collateral relation of the first dcgico
who works on the farm

Person—An individual, partnership, corporation, asso-
ciation or other form of business enterprise

Program—The Farm Safety and Occupational Health
Tuition Assistance Program

Project -Any course, training, program, activity or
event pertaining to farm safety and occupational health
or emergency response programs

Rural emergency services providers—An employe, agent
member or officer of a paid or volunteer tire company,
ambulance service or rescue squad located in or servicing
a rural area of this Commonwealth which is regularly
engaged in providing emergency medical caie and trans-
portation, fire protection services or rescue services

Secretary—The Secretary of Agriculture of the Com-
monwealth.

Volunteer ambulance services—A nonprofit chartered
corporation, association or organization located in this
Commonwealth and which is regularly engaged in the
services of providing emergency medical care and trans-
portation of patients.

Volunteer fire company—A nonprofit chartered corpora-
tion, association or organization located in this Common-
wealth which provides fire protection services and other
voluntary emergency services within this Commonwealth.
- Volunteer rescue squad—A nonprofit chartered corpora-
tion, association or organization located in this Common-
wealth which provides rescue services within this Com-
monwealth.
§ 138L4. Limitation on grants.

(a) Tuition assistance. The Program will award grants
to provide tuition assistance to approved applicants under
thW chapter. The Program will provide grants of up to
$100 per calendar year to an approved applicant. T ;

(b) Eligible applicants. An eligible applicant may apply
for more than one Program grant per year. However, an
eligible applicant may not be awarded more than $100 in
tuition assistance grants in any calendar year.

(c) Recipient's use of Program grant funds. A recipient
of a Program grant may only use the funds to cover or
supplement the cost of tuition for the specific project
delineated in the recipient's grant application , ,

(d) Substitution of person. Once an applicant has been
approved to receive tuition reimbursement for a specific
project, no other person or project may be substituted
Any change in person or project shall require submission
and review of a new application.

(e) Eligible courses, programs, training, activities or
events. Program grants may be awarded to cover or
supplement tuition for the types of projects delineated in
section 4(b) of the act (3 P. S. § 1904(b))

(f) Additional limitations. j
(1) Program grant funds may only be used to proviie

tuition assistance for farm safety and occupational heath
piojects or emergency response programs administ<red
within the geographic boundaries of this Commonwealth

(2) Program grant funds may not be used to cov^ the
cost of travel, lodging or any other expenses mcurpd by
the grant recipient other than the cost of tuition /

(3) Program grant funds may not be used for or Applied
to any training, programs, activities, certifioalifh or li-
censing requirement or events pertaining to the Pennsyl-
vania Pesticide Control Act of 1973 (3 P S §§ 111.21—
11160) or Chapters 128 and J28a (relating to/esticides,
and chemswecp pesticide disposal program—s^tement of
policy). '

(4) Piogiam grant funds shall be awarded ,b reimburse
the tuition expenses of an approved applicant who sub-
mits the documentation required by this chapter.
§ 1381.5. General conditions. (

(a) Grant agreement. The approved, sisied application
for a Program grant shall constitute the ^ant agreement
The recipient of a Program grant shall pgn the applica-
tion which shall set forth the amount /f the grant and
other terms and conditions as the department may
reasonably require. Upon completion o' all the terms of
the agreement, a reimbursement ched will be issued in
the name of the recipient and mai&d to the address
indicated on the recipient's approvedind signed applica-

(b) Default. Any recipient of a Program grant who fails
to abide by the terms of the grait agreement or the
provisions of the act or this chapter shall be in default.
The Secretary may waive a defcult after consultation
with the Board in the event Q; a physical disability
suffered by the recipient or as a jesult of other extenuat-
ing circumstances. '

(c) Verification. Ib receive a Program reimbursement
payment, a recipient shall, withn 2 weeks of the comple-
tion of the specific project delneated in the recipient's
grant application, submit to/the Department a final
report which includes a writen receipt evidencing the
cost of tuition and records o/any other pertinent docu-
mentation evidencing the gjant recipient's attendance
and the program agenda. At The same time, the applicant
shall also submit a narratW report of at least one page
but not more than two pagf, describing the effectiveness
of the project and the experience gained and personal
knowledge acquired.
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(d) Failure to verify. If the required receipts, records
and documentation are not submitted within the 2 week
period, the Program grant recipient shall be deemed to
have defaulted. The Secretary may direct that no Pro-
gram grant funds be paid to the defaulting lecipient. The
Secretary may extend the verification deadline if the
Secretary determines the grant recipient has made a
reasonable effort to/verify, but the verification was incom-
plete, or for extenuating circumstances.
§ 138L6. Applications.

(a) Application required. An interested rural emergency
service provider, farmer, member of a farm family, farm
laborer or anyone else involved in agricultural production
within this Commonwealth, may submit a grant applica-
tion to the Department.

(b) Obtaining an application and assistance. An appli-
cation for a grant under this chapter shall be made on a
form prepared by the Department For applications and
for assistance, contact the Farm Safety and Occupational
Health Grant Program, Department of Agriculture, 2301
North Cameron Street, Ilarrisburg, Pennsylvania 17110

(c) Additional information. The Secretary or a designee
may require an applicant to submit additional documen-
tation to complete, verify or clarify the application

(d) Application deadline. Applications for giants nndei
this chapter shall be received by the Department piior to
the date, of the pioject the applicant wishes to attend
§ 138L7. Processing of applications.

(a) Review by the Secretary. Upon lcceipt of an applica-
tion for a Program grant and the rcquiied supporting
documentation, the Secretary or a designee will review
this information for completeness and accuiacy. The
Secretary or a designee has the power to approve,
approve with ^special conditions or reject applications and
issue grants in accordance with the goneial consider-
ations and criteria of the act and this chapter. If the
Secretary or a designee determines the application is
incomplete or inaccurate, final processing of the applica-
tion may be discontinued or additional data may be
requested If additional data is requested, processing of
the application will cease until the applicant supplies the
requested data. The Secretary or a designee will termi-
nate the processing of an incomplete application when the
additional data requested is not supplied within 10 days
of the request for such data. The Secretary or a designee
may exercise judgement in approving applications and in
determining the distribution of grants so that the widest
possible audience becomes acquainted with farm safety
and occupational health practices and techniques es-
poused by the act and this chapter. The Secretary or a
designee may impose ^restrictions or special conditions
upon the issuance of a grant.

(b) Board. The Board'shall recommend program priori-
ties to the Secretary. Additionally, the Board shall lecom-
mend the amount of funds to be allocated for Program
grants. • 1
§ 1381.8. Review of applications.

(a) Evaluation. The Secretary or a designee will evalu-
ate an application based on the applicant eligibility and
grant application requirements, as well as the factors in
the act and this chapter.

(b) Applicant eligibility. % be eligible for a Program
grant, the applicant shall be* a rural emergency service
provider, farmer, member of a farm family or farm laborer
or be otherwise involved in agricultural production/ An

emergency service provider shall submit an application
for each individual member for which it wishes to receive
a Program grant. Each member for which it receives a'
Program grant shall comply with the criteria established
by the act and this chapter, including the verification
criteria. v r

(c) Grant application requirements. An application for a
Program grant will not be considered by the Secretary or
a designee unless the following items are attached:

(1) A detailed description of the farm safety project to
be attended by the applicant, including documentation
delineating the focus of the project. \

(2) A reasonable and accurate statement of the esti-
mated or actual cost of tuition , •

(3) Information regarding the skills, knowledge or ex-
perience to be gained from the project.

(4) Documentation regarding the name and location of
the person administering the project.

(d) Factors. Factors to be considered by the Secretary
or a designee in selecting grant recipients include the
following-

(1) The relevance of the project to farm safety or rural
health issues.

(2) The innovativeness of the project.
(3) The effect the project will have on hazard elimina-

(4) The scope of the project and how it relates to
program components delineated in section 4(b) of the act
(3 P. S. § 1904(b)).

(5) The number and type of people or groups who will
be affected by the project as described in the application.

(6) The impact upon and the value and benefits to the
agricultural community of the project described in the
application.

(7) The continual and progressive nature of the project
and the benefits and knowledge gained therefrom.

(8) The value to those who work diiectly with farm
accident victims.

(9) Whether the applicant has been the recipient of a
Program grant within the same year.

(10) The availability of funding to the applicant from a
source other than the Program,

(11) The priorities as the Secretary, in consultation
with the Board, set in accordance with section 4(c) of the

§ 1381.9. Conflict of interest.
A member of the Boaid may apply for a grant if all

decisions regarding the grant application are subject to 65
Pa.C.S. § 1103(j)) (relating to restricted activities) and
the action does not violate the State Adverse Interest Act
(71 P. S. §§ 776.1—776.9) or 4 Pa. Code Chapter 7,
Subchapter K (relating to code of conduct for appointed
officials and State employees). ' '
§ 138L10. Notice of disposition of application-

(a) Applications deemed complete. The Secretary will
notify grant applicants within 30 days of receipt of their
completed grant application of a decision to approve,
approve with special conditions or reject the grant. This
notice will ^ be sent by regular mail to the address
indicated by the applicant on the grant application.. «• '
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(b) Applications deemed incomplete. Within 30 days of
receipt of a grant application, the Secretary or a designee
will notify the applicant of a decision to reject the grant
application or notify the applicant of a deficiency in the
grant application and request additional data. If addi-
tional data is requested, notification shall be in writing
and detail the additional data needed. The Secretary will
follow the action prescribed in § 138i.7(a) (relating to
processing of applications).

§ 1381.11. Recordkeeping.

A Program grant recipient shall maintain all receipts,
supporting documents, final reports and other documents
pertaining to the project and the Program grant. These
records shall be retained for I year beginning at the
conclusion of the project. The records shall be made
available to the Department upon request

§ 138L12. Grant cancellation.

A Program grant may be canceled by the Secretary
upon a determination that the funds were not pioperly
vised, or upon failure of the recipient to satisfy the
veiideation requh.em.ents of this chapter

S 1381.13. Right of recovery.

The Depaitmerit has the right to make a claim for and
receive from the grant lecvpient moneys not expended m
accordance with the act, the grant agreement of this
chapter

IPa B Doc No 00 241 Filed for public inspection February 11, 2000, D 00 i m 1

[7 PA. CODE CH. 138J1
Farm Safety and Occupational Health Developmen-

tal and Instructional Program

The Department of Agriculture (Department), under the
specific authority conferred by sections 5 and 6 of the

' Farm Safety and Occupational Health Act (act) (3 P. S.
§§ 1905 and 1906) proposes to adopt Chapter 138j (relat-
ing to Farm Safety and Occupational Health Developmen
tal and Instructional Program) (Program). Section 5 of
the act delineates the duties of the Secretary of Agricul-
ture (Secretary) and directs the Secretary to ". . . adopt
and promulgate any regulations which may be necessary
to implement and administer the act." Section 6(c)(l) of
the act allows the Secretary to establish a grant program
for tho purpose of awarding grants to the Pennsylvania
Fire Academy, public and private colleges and universi-
ties, community colleges and vocational and technical
schools which provide technical courses of instruction in
farm safety and occupational health to emergency service
providers and the farm community or which develop farm
safety and occupational health training programs for
implementation by the Department. Section 6(d) of the
act requires the Secretary to adopt and promulgate
regulations to govern the awarding of grants under
section 6 of the act.

The proposed regulations establish the procedures gov-
erning the submission, processing and review of grant
applications. In addition, this proposed chapter sets forth
the documentation required to accompany the applica-
tions, eligibility criteria, criteria for determining grant
amounts and verification, cancellation, notification and
reporting requirements.

Background
This Commonwealth's approximately 51,000 farms are

the foundation of a $35 billion industry, employing over
650,000 workers in farming and related services, food
processing and food wholesale and retail sales. The
National Safety Council reports agriculture as this Na-
tion's most hazardous industry with a work death rate
22% higher than the second most hazardous industry,
mining and quarrying Farming accounts for over 80% of
agriculture's injury toll. From 1990 through 1995, at least
249 Commonwealth citizens have lost their lives to
hazards associated with farming. The victims included 17
infants, toddlers and preschoolers—all under 5 years of
age. Another 29 victims were at least 75 years of age. The
oldest was 89 years of age. In 1994, a Statewide survey
showed one in every ten farm operations in the State had
at least one recordable work-related injury. Even more
startling was that approximately 5% of those injuries
resulted in some type of permanent disability to the
victim The numbers evidence the need for farm safety
and occupational health programs. In 1994 alone, there
was a total of 5,100 injuries and 250 permanent disability
injuries related to farming.

The act bestows upon the Secretary the authority to
establish a grant program to provide grants of up to
$30,000 to organizations, colleges, universities and voca-
tional and technical schools which provide technical
coiuses m farm safety and occupational health. The
purpose of this Program is to provide funding for techni-
cal and educational programs, directed toward the farm
community, which will increase awareness of potential
farm hazards and provide information and technical
support intended to facilitate avoidance and elimination
of these hazards. This Program will compliment the Farm
Safety and Occupational Health Grant Program, which
exists as a statement of policy in Chapter 138g, but will
be supplanted by regulations that are currently in the
proposal stage. {Editor's Note: For text of the proposed
rulemaking concerning Chapter 138k (relating to Farm
Safety and Occupational Health Grant Program, see 30
Pa.B. 781 (February 12, 2000).)

Therefore, in the interest of continuing to carry out its
statutory duties and promoting the development and
implementation of technical and educational farm safet>
programs that benefit the farming community, the De
partment has promulgated this proposed rulemaking
This proposed rulemaking is intended to establish reason
able guidelines, standards, criteria and procedures for the
administration and implementation of grants under the
Program.
Summary of Major Features

Proposed 4 138J.1 (relating to authority) delineates th
Secretary's authority to establish this Program and set
forth the Secretary's power and duty to adopt an
promulgate regulations to govern the awarding of grani
under section 6 of the act.

Proposed § 138J.2 (relating to program objectives) se
forth that the objective of this grant Program is to fur
the development and implementation of programs whi<
will increase the awareness of farm safety and occup
tional health issues among the farm community. T
awarding of the grant moneys are on a funds availal
basis and through a competitive application process.

Proposed § 138J.3 (relating to definitions) defines ve
ous recurring terms such as "farm," "farm laborei
"members of farm families," "emergency service prbyid
and "project.*? - . - ,. • r
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7 Proposed § 138J.4 (relating to limitations on grants)
describes the type of organization and project which is
eligible for a grant award. This section specifically delin-
eates that eligible applicants may be awarded financial
assistance in amounts of up to $30,000. This section also
sets forth restrictions on the use of grant funds.

Proposed § 138J.5 (relating to general conditions) pro-
vides that a grant recipient is requiied to sign a grant
agreement and sets forth default, verification and failure
to verify provisions.

Proposed § 138J.6 (relating to applications generally)
provides that an eligible applicant shall submit an appli-

r cation prepared by the Department and pxovides informa-
tion regarding how to obtain an application and who to
contact for assistance, This section notifies the applicant
that additional information may be requested by the
Secretary and that the application deadline will be Octo-
ber 31, of the year preceding the fiscal year in which the
grant funds are sought.

Proposed § 138j.7 (relating to processing of applica
tions) describes the procedure for processing applications
and delineates review and approval powers of the Secre-
tary and the Board. This section sets foith processing
requirements for applications which arc incomplete or
contain inaccurate infoimation.

Proposed § 138j 8 (relating to review of application)
delineates the specific information that must be included
in a grant application, defines applicant eligibility le-
quirements and sets forth the factors to bo consideicd by
the Secretary in selecting grant lecipients

Proposed § 138j 9 (relating to conflicts of interest) sets
foith the legal provisions a Board membei shall follow to
avoid a conflict of intciest, when the Board member or
his agent or employe is a grant applicant

Proposed § 3 38j 10 (i elating to notice of disposition of
applications) sets forth type of notice lequired and the
time periods for notification

Proposed § 138j.ll delating to recordkeeping) describes
the type of records which shall be kept by the giant
recipient and the time period for which those iccords
shall be kept. This section also provides for inspection
and audit of those records by the Department.

Proposed § 138j,12 (relating to grant cancellation) pro-
, vides for the cancellation of a grant when funds are not

being or have not been spent in accordance with the grant
agreement or these regulations

Proposed § 338j 13 (relating to right of recovery) sets
forth the Department's right to make a claim for giant
money not expended in accordance with the act, the giant
agreement or the regulations.

Proposed § 138J.14 (relating to deficits) provides that
the Department's financial obligation is limited to the
amount of the grant. '

These proposed regulations set forth the basic process
by which the Department may exercise its administrative
discretion with respect to the expenditure of the funds
appropriated to it by the General Assembly for Farm
Safety and Occupational Health Programs.
Fiscal Impact
Commonwealth

The proposed regulations will impose minimal costs and
have minimal fiscal impact upon the Commonwealth,
including- projected increases in program costs. The De-
partment has an appropriation for use in developing .the

various farm safety and occupational health grant pro-
grams allowed under section 6 of the act. The Secretary
with the advice of the Board will determine the amount of
funds to allocate to each grant program promulgated
under section 6 of the act. ^
Political Subdivisions

The proposed regulations will impose no costs and have
no fiscal impact upon political subdivisions.
Private Sector

The proposed regulations will impose minimal costs on
those organizations who are interested in applying for
giant moneys. The costs which may be associated with
the regulations would involve the time spent to obtain
and fill out a grant application. Organizations receiving
grants would benefit by leceiving funds to cover all or
part of the costs associated with developing or developing
and implementing the projects set forth in their grant
application The private sector will also benefit through
the realization of reduced health care and occupational
costs associated with educational and preventative pro-
giams such as those espoused by the act and these
proposed regulations.
General Public

The proposed regulations will impose no costs and have
no fiscal impact on the geneial public. The farm commu-
nity and the general public should benefit through the
1 eduction of health care and occupational costs which are
likely to be associated with educational and preventative
programs such as those espoused by the act and these
proposed legulations.
Paperwork Requiiements

The proposed legulations will not result in an appre-
ciable incteaso of paperwork The Department will have
to develop a grant application form and a grant agree-
ment to administer the Piogram However, the adminis-
trative provisions of the Program are very similar to the
administrative provisions of the Farm Safety and Occupa-
tional Health Grant Program and the Department has
already developed a grant application form and; grant
agieemeut for use in administering the Farm Safety and
Occupational Healtli Grant Program and has adminis-
tered that program, under Chapter 138g, since 1996.
Regulatory Review

Under section 5(a) of the Regulatory Review Act (71
P S § 745 5(a)), on January 31, 2000, the Department
submitted a copy of these proposed regulations to the
Independent Regulatory Review Commission (IRRC) and
to the Chairpersons of the House Agriculture and Rural
Affairs Committee and the Senate Agriculture and Rural
Affairs Committee. In addition to submitting the proposed
regulations, the Department has provided IRRC and the
Committees with a copy of a detailed Regulatory Analysis
Form prepared by the agency in compliance with Execu-
tive Order 1996-1 (Regulatory Review and Promulgation).
A copy of this material is available to the public upon
request.

Under section 5(g) of the Regulatory Review Act, if
IRRC has an objection to any portion of the proposed
regulations, it will notify the Department within 10 days
after the close of the Committees' review period. The
notification shall specify the regulatory review criteria
which have not been met by that portion. The Regulatory
Review Act specifies detailed procedures for review, prior
to final publication of the regulations, by the Department,
the General Assembly and the Governor of objections
raised. :• * lf ' ' K ,
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COMMONWEALTH OF PENNSYLVANIA
DEPARTMENT OF AGRICULTURE^

Original: 2088 LEGAL OFFICE '"'J

2301 N. CAMERON STREET, ROOM 201 2000 SEP 2 7 fi f JIf): 1C
HARRISBURG,PA1711O °
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Facsimile:
Toi Maty Lou Harris and Sarah Mffl«r From: David C, Kennedy

Fax: (717)783-2664 Pages: 9

Phone; Daft September 27, gQOO

Re; Draft of suggested change* to final-form regulation # 2*12> (lttRC#2088)

Urgent X For Review

Please Comment 0 Mease Reply D Mease Recycle
* Comment*:

Attached please find a draft of final-form regulation #2128 regarding EIA and
Brucellosis. The draft contains the Department1* proposed language based on the changes
recommended by the Commission, In addition, I have attached a copy of the letter
requesting the Commission toll the regulation. I thought attaching the letter might assist
you in your review, because the letter contains citations to the sections to be changed and
delineates the revisions made. I appreciate your assistance In this matter.

Thank you,

The information contained in this facsimile message is attorney privileged and confidential information,
intended only for the use of the individual or entity named above. If the reader of this message is not
the intended recipient, you are hereby notified that any dissemination, distribution or copy of this
communication is strictly prohibited, if you have received this communication in error, please
immediately notify us by telephone and return the original facsimile message to us at the above
address via the U.S. Postal Service, Thank you.
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CHAPTER 7. BRUCELLOSIS REGULATIONS.

Subchapter A. GENERAL PROVISIONS

#7,1. Definitions.

The Following words and terms, when used in this chapter, have the following

meanings [, unless the context clearly indicates otherwise}:

Accredited veterinarian - A licensed veterinarian jointly accredited by APHIS-

USDA and the department in the state the veterinarian is licensed to perform official

duties on behalf of APHTS-USDA or the department4a4he stat» the-wtctina»aa46

liccnsed-to praottee^efmary-gacdicifle. See accreditation standards established by 9

CFR Parts 160 and 161 (relating to definition of terms; and requirements and standards

for accredited veterinarians and suspension or revocation of such accreditation).

OFFICIAL VACCINATION- AN OFFICIAL CALFHOOD OR ADULT

VACCINATION.

OFFICIAL ADULT VACCINATION - STRAIN RB 51 VACCINE

ADMINISTERED TO FEMALE CATTLE OR BISON OVER THE AGE OF 12

MONTHS (365 DAYS). SUCH VACCINATION MAY ONLY BE ADMB&S3BRED

WffH-£H££XPRESS GUIDANCE AND WRITTEN PERMISSION OF THE

PENNSYLVANIA STATE VETERINARIAN
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OFFICIAL CALFHOOD VACCINATION- STRAIN RB 51 VACCINE

ADMINISTERED TO FEMALE CATTLE OR BISON FROM 4 TO 12 MONTHS OF

AGE.

Pennsylvania State Veterinarian - The Director of the Bureau of Animal Health

and Diagnostic Services of the Department,

Secretary - The Secretary of the Department

Subchapter E. INDIVIDUAL CERTIFIED BRUCELLOSIS HERD PLAN

§ 7.47* Herd additions.

(c) Animals officially vaccinated [with brucella abortus vaccine. Strain 19] in

accordance with Subchapter H (relating to vaccinatfonX7 PA.CODE §§ 7,71 - 7.74), and

under 18 months of age, may enter a herd without a blood test but shall be accompanied

by a health certificate.

Subchapter H, [CALFHOOD] VACCINATION

§7.72. Procedure,

(a) [Only accredited veterinarians selected by the owner may vaccinate female

calves with Strain 19 bmcella abortus vaccine.] Desiznation of vaccine. EXCEPT AS

r. j
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AUTHORIZED UNDER SUBSECTION (B) (RELATING TO STATE

VETERINARIAN APPROVAL REQUIRED), Strain RB 51 vaccine is hereby

designated the only brucellosis vaccine authorized for use within the Commonwealth of

Pennsylvania. te4hfreveat #wSe6rBtm^etem@ia*#a^wm^th@pWWW9^ac6in@

i s-ap{Mropriatc fof us* in-eattte-irv4hfr GommoBwwlthrthe-Seeret9ry-tHay-so-<le8ignate4hat

vwcmt- by-^ubttshiBg-an-erdsf-to tha^gk^iUW^6w«v^va^/e^/fctWr-Tb»0fdef-ehaU

tak<^fft^uj3onj»bU^o*Hw44h^^

date o^that-ordof-amend-this^ctiofl-to-brbg it int»^eBfotmit»-wrth4h& published order?

(b) State veterinarian approval required. Strain 19 vaccine may only be used

with the express written permission of the Pennsylvania State Veterinarian. ALL

REQUESTS FOR PERMISSION TO ADMINISTER STRAIN 19 VACCINE MUST BE

MADE IN WRITING ON A FORM PROVIDED BY THE DEPARTMENT. THE

PENNSYLVANIA STATE VETERINARIAN MAY REQUEST ADDITIONAL

INFORMATION AS MAY BE NECESSARY TO ASSURE THE HEALTH OF THE

ANIMAL AND TO PREVENT AND CONTROL DISEASES AND DANGEROUS

SUBSTANCES THAT MAY THREATEN THE HEALTH AND SAFETY OF

ANIMALS AND HUMANS. THE PENNSYLVANIA STATE VETERINARIAN

SHALL PROVIDE A WRITTEN APPROVAL OR DENIAL OF SUCH A REQUEST

WITHIN 3 WORKING.DAYS OF RECEIVING THE WRITTEN REQUEST AND ALL

NECESSARY INFORMATION PERTAINING THERETO.

[(b)] (c] Official vaccination. An official vaccination shall consist of [an

approved] Strain RB SI vaccine administered to female [calves] CATTLE OR BISON

from 4 through [8] V2 months of age ([120 - 269] 120-365 days). A vaccination of
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FEMALE cattle OR BTSON over the age of 12 months (365 days) shall not be considered

an official vaccination unless done with the guidance and express written permission of

the Pennsylvania State Veterinarian. ALL REQUESTS TO VACCINATE CATTLE

QVEBr-T4t&AOS-OF » MONTHS ADMINISTER AN OFFICIAL ADULT

VACCINATION SHALL BE MADE IN WRITING ON A FORM PROVIDED BY THE

DEPARTMENT. THE REQUEST SHALL SET FORTH THE REASONS FOR THE

REQUEST, THE VACCINE TO BE ADMINISTERED AND THE AGE OF THE

ANIMAL AT THE TIME OF THE REQUEST. THE PENNSYLVANIA STATE

VETERINARIAN MAY REQUEST ADDITIONAL INFORMATION AS MAY BE

NECESSARY TO ASSURE THE HEALTH OF THE ANIMAL AND TO PREVENT

AND CONTROL DISEASES AND DANGEROUS SUBSTANCES THAT MAY

THREATEN THE HEALTH AND SAFETY OF ANIMALS AND HUMANS. THE

PENNSYLVANIA STATE VETERINARIAN SHALL PROVIDE A WRITTEN

APPROVAL OR DENIAL OF SUCH A REQUEST WITHIN 3 WORKING.DAYS OF

RECEIVING THE WRITTEN REQUEST AND ALL NECESSARY INFORMATION

PERTAINING THERETO.

(d) Veterinarian to administer vaccine. An official vaccination may only be

administered by an accredited veterinarian.

[(c)] £c) Veterinarian jagg. Accredited veterinarians shall be permitted to charge

the herd owner for [the cost of the services] their services and the vaccine.

§ 7.73. Identification of (calvesl.OFFICIALLY VACCINATED ANIMALS.

[a} Tattoo required. Veterinarians [vaccinating calves] ADMINISTERING

OFFICIAL CALFHOOD OR OFFICIAL ADULT VACCINATIONS shall tattoo [with]
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in the right ear OF THE ANIMAL the letter "R'\ followed by a United States Registered

;*V" SHIELD [, including "V," in the right ear, preceded by the numeral of the quarter of

the year and]z followed by the last number of the year.

(b) Official state vaccination tax or official breed registry tattoo required. An

orange official State vaccination tag shall be placed in the right ear. If the eatf

VACCINATED ANIMAL has aa official breed registry tattoo, an official state

vaccination tag is-SHALL not BE required.,

(c) Identification on vaccination report. [Calves] OFFICIALLY VACCINATED

ANIMALS shall be identified on the vaccination report by [the] date of birth, AND AN

official [Pennsylvania ear tag in the right ear,] State vaccination tag numbw-fand,] oj

[when applicable], their breed registration number AND/or registration number of the

§ 7,74. Vaccination report

Vaccinations shall be reported to the Department within [7] 30 days following

vaccination of the [calvcsl ANIMAL. The reports shall be made on forms provided by

the Department. The original and [two copies] one copy shall be forwarded to the

Department, one copy given to the herd owner for [his] # W T H E OWNER'S records

and one copy retained by the veterinarian.


