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. Clearinghouse Rule No. 01-023
- Form 2 — page 2

... This rule has been reviewed by the: Ruies Ciearmgh{;use Based on that review, comments are
reportﬂd as noted below:

'1. STAI U TORY AUTHOR!TY [s.227.15(2) (a)}

Cemment At‘tached .' YVES 1: NO E"] b s

2. FORM, STYLE AN‘E' ?LACEM'EM&&ABM{N;STR_ATTWE‘CODE {5.227.15 ) (©)}

Comment Attached o YES ;/ | N() _' N S

3. ._CONFLICT WITH.OR DUPLICATIOI\? OF EXISTING RULES {s 22’? 1:’)’ (2) ({i}}

| CommentAttached YES e NO E |

4. ADEQU’ACY OF REFERENCES TO RELATED STATUTES RULES AND FORMS .
[s. 22715 (2) ()]

Comment Attached ) YES NO |~

CommantAttached ... YES V" . N_O j __

6. POTENT?AL CONFLXCTS WITH AND COM?ARABILITY TO, RELATED FEDERAL -
REGULATIONS {s 22’? 15 (2) ()]

Comment Attachcd' oy 1 NS

7. COMPLIANCE WITH PERMIT ACTION DEADLINE R’EQUIREMENTS {9 227.15 (2} ]

Comment Attached YES I:l o | NO E/:t

s "CLARITY GRAMMAR PUNCTUATION AND USE OF - PLAIN LANGI}AGE {s 227.15 @ 01
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CLEARINGH{)USE RULE Gl-—823
Comments

NOTE: All citations. to “Mamlai” in the comments below are to the
-Admmistratwe Rules Procedurés Manual, prepared by the Revisor of -
Statutes Bureau and the Legislative Council Staff, dated September
1998.]

2. F arm Stvle cmd Placement m Admzmsimave Code "

a. In_s Phar 6. {}6 (1) (a), the uﬁéerscored word “that” shouid be dei@ted It duplzcates_

' "-"_ithe Word tha: };yrecedes ihe stncken materiai

b In-'s. Phar 6 {}6 (l) {k) references shou-ld be stricken and ‘éRefcrences,’-’
underscored should it)e mserted before &ppmpnate SN ' R I

s, czam z;m','ma;f'.:'pmmaﬁa;;ana Usearpza;ﬁ z;aaguagé -

It is suggesied that consaderanon be gwr:n to prowdmg a note 1o s. Phar 6. 06 (1) G) o~
explam the rationale of the revision to the mtmductory clause madc by the rule
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 STATE OF WISCONSIN
' PHARMACY EXAMINING BOARD

I THE MATTER OF RULE-MAKING :  PROPOSED ORDER OF THE

PROCEEDINGS BEFORE THE ... ... PHARMACY EXAMINING BOARD..... .

PHARMACY EXAMINING BOARD : ADOPTING RULES
pee :  (CLEARINGHOUSE RULE 01- )

PROPOSED ORDER

An order of the Pharmacy Examining Board to repeal the Note following s. Phar 6.06 (1) (c); and
to amend Phar 6.06 (1) (intro.), (a), (b), (), .(j) (intro.) and (k), relating.to mimmum equipment.

Analysis px_'epared by tha__i)epart_a_ﬁent of Regu.ia;ig}:}gpd.Licensing.
” | | A.NAQSIS
Statufeé aﬁtht%ﬁﬁgémrﬁui gati@ﬁ: .ss;: 1508 (5) (b) 2.27_,..1: 1 (2),45@@2{3 )' (e)and
450.09 (3), Stats. - ' T S T O I TR
Statutes interpreted: s. 450.09 (3), Stats.

Currently, s. Phar 6.06 references equipment and standards that are out-of-date with current .
pharmacy practice. A problem has arisen in providing pharmacists guidance on acceptable B
~ equipment which is currently available which meets the intent of the board as comporting with

_go‘cd_'_p:ham;_\;iy.pi*a’ci_i*{:e.- Modifying s. Phar 6.06 clarifies the standards for minimum equipment.. . -

15 be contained in the service area of a pharmacy. ‘The modification to S Phar 6.06 (1) (a) + =

recognizes that an electronic.as well as a torsion prescription balance is permitted, and the
corresponding sensitivity for each. Section Phar6.06 (1) {(b) requires that an appropriate set of
aceurate weights be maintained for any mechanical torsion prescription balance used, according
to the purpose of compounding. . This modification acknowledges the wide range of types of
compounding undertaken by pharmacists and allows discretion and professional judgment in the -
selection of weights appropriate to use. Section Phar (1) (c) requires a range of single metric
scale graduates capable of weighing 5 ml. to 100 ml.' The reference tohandbook 44 has been
deleted as unnecessary. Section Phar (1) (j) recognizes that statutes and rules may be made -
available via electronic means and therefore now allows for immediate accessibility to those
statutes and rules as satisfying that portion of the rule. YK

S

TEXT OF RULE

SECTION 1. Phar 6.06 (1) (intro.), (a), (b) and (c) are amended to read:

Phar 6.06 Minimum equipment. (1) (intro.) The professional service area of a
pharmacy shall have equipment of appropriate design and size for the intended pharmacy
practice consisting of at least the following equipment:

.éjraf% of Fcbr{my 28, 2001
L Page 1



.. (2) A An electronic balance that has a sensitivity of 1 milligram, or a
mechanical torsion prescription balance that conformsto-the-speciications.ofaclas

aTalhay fL iy - TR R B kR i)

guotient of 6 milligrams, . .

® O

ne set of accurate metric weights ¢

44 appropriate for any mechanical torsion prescription balance being used for the purpose of

compounding.

I - 3 - » aldilara slakafalefala

(c) A supply of transparent glass graduates in
of measuring 5 ml. to 100 ml. and-which-meetsd i

standards-haundbook-44.

‘SECTION 2. The Note following s. Phar 6.06 (1) (c) is repealed.

single met

St T e

ric scale capable

...

SECTION 3. Phar 6.06 (1) (j) (intro.) and (k) arc amended to read: B
20

>

Phar 6.06 (1) (j) (intro.) The latest available resdsion or immediately accessible version -~ ”'° 7.
of federal and state pharmacy laws consisting of: A ool

S e 2 S

(k) Gopies-ofcurrent mf@mﬁeesiapﬁaﬁriate to the individual pharmacy ,\/07} i_ 4
practice. These references should include, but are not limited to, the following topics: drug W@ﬁw ,;”“"
interactions; patient counseling; compounding and pharmaceutical calculations; and generic P

. . n {,3(,-3?4 Lf? :
substitution.

 (END OF TEXT OF RULE)

The rules adopted in this order shall take effect on the first day of the month following
publication in the Wisconsin administrative register, pursuant to s. 227.22 (2) (intro.), Stats.

Dated Agency

Chairperson
Pharmacy Examining Board

FISCAL ESTIMATE

1. The anticipated fiscal effect on the fiscal liability and revenues of any local unit of
government of the proposed rule is: $0.00.

2. The projected anticipated state fiscal effect during the current biennium of the
proposed rule is: $0.00.

Draft of February 28, 2001
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3. The pre;ected net annuahzed ﬁscai unpact on state funds of the proposed nﬂe ist
$0.00. FE

INITIAL REGULATORY FLEXIBILITY ANALYSI’S HLBEERS

These propcased mies Wzﬂ be I€V1€W€d by the department thmugh 1ts Smaﬂ Busmess Review

number of small businesses, as defined in's. 227.114-(1):(a), Stats.

\ruics\pilmZIdcsc R
Sr/on doc
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STATE OF WISCONSIN
PHARMACY EXAMINING BOARD

IN THE MATTER OF RULE-MAKING : PROPOSED ORDER OF THE

PROCEEDINGS BEFORE THE :  PHARMACY EXAMINING BOARD

PHARMACY EXAMINING BOARD : ADOPTING RULES
(CLEARINGHOUSE RULE 01-023)

TO:  Senator Judy Robson, Senate Co-Chairperson
Joint Committee for the Review of Administrative Rules
Room 15 South, State Capitol
Madison, Wisconsin' 53702

PLEASE' TAKE -NOTICE that the PHARMACY EXAMINING BOARD is submitting in
final draft form rules relating to minimum equipment.
Please starnp or sign a copy of this letter to acknowledge receipt. If you have any

questions concerning the final draft form or desire additional information, please contact Pamela
Haack at 266-0495.




STATE OF WISCONSIN
PHARMACY EXAMINING BOARD

IN THE MATTER OF RULE-MAKING :  REPORT TO THE LEGISLATURE
PROCEEDINGS BEFORE THE _ : ON CLEARINGHOUSE 01-023
PHARMACY EXAMINING BOARD (s. 227.19 (3), Stats.)

1. THE PROPOSED RULE:

II.

1v.

The propp_‘éed rule, including the analysis and text, is attached.

REFERENCE TO APPLICABLE FORMS'

- "NO new or revxsed forms are reqmred by these mies
oL - FISCAL ESTIMA’I‘ES

,These ruies ’Wﬂl have no szgmﬁcant unpact upon state or locai units ef govemment

STATEMENT EXPLAINING NEED:

Currently, s. Phar 6.06 references equipment and standards that are out-of-date with

~ current pharmacy practice. A problem has arisen in providing pharmacists guidance on

acceptable equipment which is currently available which meets the intent of the board as
comporting with good pharmacy practice. Modﬁ}ung 5. Phar 6.06 clarifies the standards

- for minimum ‘equipment to be contained in the service area of a pharmacy “The : o
~‘modification to s. Phar 6.06 (1) (a) recognizes that an electronic as well as a terszoﬁ '

prescription balance is permitted, and the corresponding sensitivity for each. Section
Phar 6.06 (1) (b) requires that an appropriate set of accurate weights be maintained for

any mechanical torsion: prescription balance used, accerdmg to the purpose of

S =""c0mpoundmg This modification acknowledges the wide range of types of compoundmg |

- undertaken by pharmacists and allows’ discretion and professional gudgment inthe
-seiestxon of weights appropnate to use. Section Phar (1) (c) requires a range of single

metric scale graduates capable of nghmg 5 ml. to 100 ml. The reference to handbook
44 has been deleted as unnecessary. Section Phar (1) (j) recognizes that statutes and rules
may be made available via electronic means and therefore now allows for immediate
accessibility to those statutes and rules as satisfying that portion of the rule.

NOTICE OF PUBLIC HEARING:

A public hearing was held on April 10, 2001. Paul Rosowski, Stoughton, WI, appeared
in support of the proposed rules. There were no other appearances at the public hearing
nor were any written comments received.




VI.  RESPONSE TO LEGISLATIVE COUNCIL STAFF RECOMMENDATIONS:
The board is not providing a note as suggested in Comment 5.

The remaining recommendations suggested in the Clearinghouse Report were accepted in
whole.

VIL. FINAL REGULATORY FLEXIBILITY ANALYSIS:

These rules will have no significant economic impact on small businesses, as defined in
s.227.114 (1) (a), Stats.

zirules\phm?1leg doc
5212001 -




STATE OF WISCONSIN

PHARMACY EXAMINING BOARD
IN THE MATTER OF RULE-MAKING :  PROPOSED ORDER OF THE
PROCEEDINGS BEFORE THE :  PHARMACY EXAMINING BOARD
PHARMACY EXAMINING BOARD ADOPTING RULES

(CLEARINGHOUSE RULE 01-023)

PROPOSED ORDER

An order of the Pharmacy Examining Board to repeal the Note following Phar 6.06 (1) (c); and
to amend Phar 6.06 (1) (intro.), (a) to (¢}, (j) (intro.) and (k), relating to minimum equipment.

Analysis prepared by the Department of Regulation and Licensing.

 Statutes anthorizing promulgation: ss. 15.08 (5) (b), 227.11 (2), 450.02 (3) (e) and
450.09 (3), Stats. :

Statutes interpreted: s. 450.09 (3), Stats.

Currently, s. Phar 6.06 references equipment and standards that are out-of-date with current
pharmacy practice. A problem has arisen in providing pharmacists guidance on acceptable
equipment which is currently available which meets the intent of the board as cotnporting with

_ to.be contained in the service area of 2 pharmacy. ‘The modification to s. Phar 6.06 (1) (a) -

- recognizes that an electronic as well as a torsion prescription balance is permitted, and the
corresponding sensitivity for each. Section Phar 6.06 (1) (b) requires that an appropriate set of
accurate weights be maintained for any mechanical torsion prescription balance used, according
to the purpose of compounding. This modification acknowledges the wide range of types of
compounding undertaken by pharmacists and allows discretion and professional judgment in the
selection of weights appropriate to use. Section Phar (1) (c) requires a range of single metric
scale graduates capable of weighing 5 ml. to 100 ml: The reference to handbook 44 has been
deleted as unnecessary. Section Phar (1) (j) recognizes that statutes and rules may be made
available via electronic means and therefore now allows for immediate accessibility to those
statutes and rules as satisfying that portion of the rule.

TEXT OF RULE

SECTION 1. Phar 6.06 (1) (intro.) and (a) to (c) are amended to read:

Phar 6.06 Minimum equipment. (1) (intro.) The professional service area of a
pharmacy shall have equipment of appropriate design and size for the intended pharmacy
practice consisting of at least the following equipment:

Draft of May 21, 2001
Page 1

good pharmacy practice. Modifying s. Phar 6.06 clarifies the standards for minimum equipment o




() A An electronic balance that has a sensitivity of 1 milligram, or a
mechanical torsion prescription balance that conformsto-the-specification

T W AT e & He-Rablon il G

44 has a sensitivity

reciprocal of 6 milligrams.

(b) One set of accurate metric weights capable-cfweighing-substances-of
‘l.l 3 .. P .l Ty L2 il 'II"& £ bl *ﬂl - - Ly 'ﬁﬁ‘ il " -

44 appfbpriate for any mechanica] torsion prescription balance Béing used for the purpose of

compounding.

_ (c) A supply of tran
of measuring 5 ml. to 100 ml. and-whicham

standards-handbook.dd.
- SECTION 2. The Note following s. Phar 6.06 (1) (c) s repealed.

sparent glass graduates in single metric scale capable

© 'SECTION 3. Phar 6.06 (1) (j) (intro.) and (k) are amended 1o read:

Phar 6.06 { 1) (§) (intro.) The latest avaﬂ_ablemui-sien or immediately accessible version
of federal and state pharmacy laws consisting of:

(k) Copies-ofcurrentreforences References appropriate to the individual

pharmacy practice. These references should include, but are not limited to, the following topics:
drug interactions; patient counseling; compounding and pharmaceutical calculations; and generic
substitution. '

The rules addpted in this order shall take effect on the first day of the month following
publication in the Wisconsin admjn;_i_strative register, pursuant to s. 227.22 (2} (intro.), Stats.

Dated Agency

Chairperson
Pharmacy Examining Board

FISCAL ESTIMATE

1. The anticipated fiscal effect on the fiscal Hability and revenues of any local unit of
government of the proposed rule is: $0.00.

2. The projected anticipated state fiscal effect during the current biennium of the
proposed rule is: $0.00.

Draft of May 21, 2001
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3. The projected net annualized fiscal impact on state funds of the proposed rule is:
$0.00.

FINAL REGULATORY FLEXIBILITY ANALYSIS

These rules will have no significant economic impact on a substantial number of small
businesses, as defined in s. 227.114 (1) (a), Stats.

grules'phm21.doc
572172001
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