SENATE AMENDED

PRIOR PRINTER'S NOS. 1963,

2091

3026

PRINTER'S NO.

THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL

No. 1

Session of
2023

66

INTRODUCED BY METZGAR, GIRAL,
PASHINSKI,

PICKETT, KUZMA, MARCELL, HANBIDGE,

ZIMMERMAN, R. MACKENZIE AND HEFFLEY,

SEPTEMBER 7, 2023
AS AMENDED ON THIRD CONSIDERATION, IN SENATE, APRIL 30, 2024
AN ACT

1 Amending the act of April 14, 1972 (P.L.233, No.64), entitled

2 "An act relating to the manufacture, sale and possession of

3 controlled substances, other drugs, devices and cosmetics;

4 conferring powers on the courts and the secretary and

5 Department of Health, and a newly created Pennsylvania Drug,

6 Device and Cosmetic Board; establishing schedules of

7 controlled substances; providing penalties; requiring

8 registration of persons engaged in the drug trade and for the

9 revocation or suspension of certain licenses and

10 registrations; and repealing an act," further—providing—Ffor— <--
11 gefinttions—and—for prohibited—acts—ana peratties;—anc—

12 FURTHER PROVIDING <--
13 FOR SCHEDULES OF CONTROLLED SUBSTANCES; AND PROVIDING FOR

14 SECURE STORAGE OF XYLAZINE.
15 The General Assembly of the Commonwealth of Pennsylvania
16 hereby enacts as follows:
17 Seetionr—1t—- Section f)(b) of—the—aetr—oF AJ:JLJ_]_ 14, 1072 <--
18 7 : 7 7 7
19
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12 66t~

13 S —TFhe—mantufacturing,—dirstribution—or—tHse—of—a—=yitazine—

14

15 pharmaeisteor veterinarianss

16 H—Anvy—other—use—approved—eor—atthorized—under—23+—Y-5-C-—Ch—
17 S—Hreleting—+toTFederalFood,—Drug,—and—CosmeticRet)—

18 k.

19 u e

20

21

22

23 tH—Xytazine

24 22—y iazineM{(F oMich—dimethytanitineyr—

25 33— Xylez=ine—M {(N-—thiourea—2 - 6t—dimethylanilire)—
26 H—Xyrarsine M (SuifoneHO—Y—dsomer—2—+

27 5r—Xytarine M (HO—2,6b—dimethyiatine—isomer—13—
28 {or—XytarineM(Ho—2, 6—cimethyiatine—dsomer—2)—
29 ) vazire—M—{oxeo—

30 —Xyrarine—M—AHO—)—isomer—+—
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25 the—tieitwuse—of xyiazine; by any practitioner—or professionat—
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30 +respensible—segment—of+themedicalprofession—
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SECTION 1. SECTION 4(3) OF THE ACT OF APRIL 14, 1972 <--
(P.L.233, NO.64), KNOWN AS THE CONTROLLED SUBSTANCE, DRUG,
DEVICE AND COSMETIC ACT, IS AMENDED BY ADDING SUBCLAUSES TO
READ:

SECTION 4. SCHEDULES OF CONTROLLED SUBSTANCES.--THE
FOLLOWING SCHEDULES INCLUDE THE CONTROLLED SUBSTANCES LISTED OR
TO BE LISTED BY WHATEVER OFFICIAL NAME, COMMON OR USUAL NAME,
CHEMICAL NAME, OR TRADE NAME DESIGNATED.

*x Kx *

(3) SCHEDULE III--IN DETERMINING THAT A SUBSTANCE COMES
WITHIN THIS SCHEDULE, THE SECRETARY SHALL FIND: A POTENTIAL FOR
ABUSE LESS THAN THE SUBSTANCES LISTED IN SCHEDULES I AND II;
WELL DOCUMENTED AND CURRENTLY ACCEPTED MEDICAL USE IN THE UNITED
STATES; AND ABUSE MAY LEAD TO MODERATE OR LOW PHYSICAL

DEPENDENCE OR HIGH PSYCHOLOGICAL DEPENDENCE. THE FOLLOWING
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CLASSES OF CONTROLLED SUBSTANCES ARE INCLUDED IN THIS SCHEDULE:

*x Kk %

(X) XYTLAZINE, INCLUDING ANY OF THE FOLLOWING SUBSTANCES,

THETR SATLTS, TISOMERS AND SALTS OF TSOMERS WHENEVER THE EXTSTENCE

OF THE SALTS, ISOMERS AND SALTS OF ISOMERS IS POSSIBLE WITHIN

THE SPECIFIC CHEMICAL DESIGNATION:

1. XYLAZINE.

2. XYIAZINE-M (2,6MICH DIMETHYLANILINE) .

3. XYILAZINE-M (N-THIOUREA-2,6-DIMETHYLANILINE) .

4. XYLAZINE-M (SULFONE-HO-) ISOMER 2.

5. XYLAZINE-M (HO-2,6-DIMETHYLALINE ISOMER 1).

6. XYLAZINE-M (HO-2,6-DIMETHYLALINE ISOMER 2).

7. XYTAZINE M (0OXO-) .

8. XVYIAZINE-M (HO-) ISOMER 1.

9. XYIAZINE-M (HO-) TISOMER 1 GLUCURONIDE.

10. XYLAZINE-M (HO-) ISOMER 2.

11. XYLAZINE-M (HO-) ISOMER 2 GLUCURONIDE.

12. XYLAZINE-M (HO-OXO-) ISOMER 1.

13. XYILAZINE-M (HO-OXO-) TISOMER 1 GLUCURONIDE.

14. XYIAZINE-M (HO-0OXO-) ISOMER 2.

15. XYLAZINE-M (HO-0OXO-) ISOMER 2 GLUCURONIDE.

16. XYILAZINE-M (SULFONE) .

17. XYIAZINE-M (SULFONE-HO-) ISOMER 1.

18. A COMPOUND, MIXTURE OR PREPARATION WHICH CONTAINS ANY

QUANTITY OF THE SUBSTANCES REFERRED TO IN THIS CLAUSE.

(XI) XYILAZINE AS DESCRIBED IN SUBCLAUSE (X) IS NOT A

CONTROLLED SUBSTANCE WHEN USED IN ANY OF THE FOLLOWING MANNERS:

1. DISPENSING OR PRESCRIBING FOR, OR ADMINISTERING TO, A

NONHUMAN SPECTES OF A DRUG CONTAINING XYTLAZINE THAT:

(A) HAS BEEN APPROVED BY THE UNITED STATES SECRETARY OF
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HEALTH AND HUMAN SERVICES UNDER 21 U.S.C. § 360B (RELATING TO

NEW ANIMAL DRUGS); OR

(B) IS AUTHORIZED UNDER 21 U.S.C. § 360B(A) (4).

2. THE MANUFACTURING, DISTRIBUTION OR USE OF XYILAZINE AS AN

ACTIVE PHARMACEUTICAL INGREDIENT FOR MANUFACTURING AN ANIMAT

DRUG APPROVED UNDER 21 U.S.C. § 360B OR AN ANIMAL DRUG THAT HAS

BEEN TISSUED AN INVESTIGATION USE EXEMPTION UNDER 21 U.S.C. §

360B (J) .

3. THE MANUFACTURING, DISTRIBUTION OR USE OF A XYLAZINE BULK

CHEMICAL FOR PHARMACEUTICAL COMPOUNDING BY A LICENSED PHARMACIST

OR VETERINARTIANS.

4. ANY OTHER USE APPROVED OR AUTHORIZED UNDER 21 U.S.C. CH.

9 (RELATING TO FEDERAL FOOD, DRUG, AND COSMETIC ACT).

5. ANOTHER USE APPROVED OR PERMISSIBLE UNDER FEDERAL OR

STATE TAW.
* k*  *
Section 3 2. The act is amended by adding a section to read: <--
Section 13.9. Secure Storage of Xylazine.—--A practitioner

who i1s a veterinarian shall comply with the provisions of

section 4(5) of the act of September 27, 1961 (P.L.1700,

No.699), known as the "Pharmacy Act," for the storage and

protection of xylazine.
Section—4+—This—act——shatl—take effect—in66—days~ <--
SECTION 3. THIS ACT SHALL TAKE EFFECT IMMEDIATELY. <--

20230HB1661PN3026 -7 -



