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DoggETamara

From: Palzewicz, Maddie

Sent: Thursday, January 02, 2020 11:42 AM
To: Dodge, Tamara

Subject: RE: Bill draft request

Hi Tami,

Here is the information for the bill draft-

Part 1: DHS provides epinephrine auto-injector to all ambulances
Part 2: Therapeutic interchange language for epinephrine (or anaphylaxis prevention drugs- however it fits in the
statutory languagel)

Therapeutic interchange language from Idaho: https://legislature.idaho.gov/wp-
content/uploads/sessioninfo/2018/legislation/ H0339.pdf
More info: https://www.imcp.org/doi/pdf/lo.18553/imcp'2018.24.12.1260

Thank you!

Maddie Palzewicz

Office of Representative Robyn Vining
Room 321 West

608-266-9180

From: Dodge, Tamara <Tamara.Dodge@legis.wisconsin.gov>
Sent: Monday, December 30, 2019 2:23 PM

To: Palzewicz, Maddie <Maddie.Palzewicz@legis.wisconsin.gov>
Subject: RE: Bill draft request

* Maddie,
I am available either Thursday or Friday at any time. You can either give me a call or I can stop by your office.

Tami
608-504-5808 (direct)

Sent from my Verizon, Samsung Galaxy smartphone

-------- Original message --------

From: "Palzewicz, Maddie" <Maddie.Palzewicz@legis.wisconsin.gov>
Date: 12/30/19 2:08 PM (GMT-06:00)

To: "Dodge, Tamara" <Tamara.Dodge@legis.wisconsin.gov>

1




| SubjeCt: Bill draft request

Good afternoon,

| was wondering if you are available to talk today or on Thursday or Friday abouta bill our office would like to have
drafted.

Let me know what time works best for you. Thank youl

Maddie Palzewicz

Office of Representative Robyn Vining
Room 321 West

608-266-9180



State Approaches to Therapeutic Interchange in Community
Pharmacy Settings: Legislative and Regulatory Authority

Thomas Vanderholm, PharmD; Donald Klepser.,

SUMMARY

Therapeutic interchange is the act of switching a prescribed drug for
another drug in the same therapeutic class that is believed to be therapeu-
tically similar but may be chemically different. Therapeutic interchange is
different from generic substitution in that it does mof occur between thera-
peutically equivalent products; instead, products are substituted for those
that are likely to have a substantially equivalent therapeutic effect gener-
ally at a lower cost. Therapeutic interchange is common in institutional
settings across the United States but rarely occurs in community pharmacy
settings without a pharmacist first contacting the original prescriber and
requesting a new prescription in order to facilitate a change.

As of 2018, Arkansas, idaho, and Kentucky have passed laws to enable
therapeutic interchange in community pharmacy settings. In general,
these laws require the original prescriber to opt-in to aliow therapeutic
interchange, and the pharmacist generally must leverage the formulary of
the patient’s health plan to guide decision making within the same thera-
peutic class, These 3 states requive that the pharmacist notify the original
prescriber of any interchange in order to ensure a complete and accurate
medication record. When appropriately structured, state laws enabling
therapeutic interchange in community pharmacy settings allow pharma-
cists to use their medication expertise to save valuable time and enhance
patient care while reducing health care costs.
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ising drug prices are a significant driver of total health
Rcare costs, with an 8% drug price increase expected in

5018} One tool to combat rising drug prices is thera-
peutic interchange, the act of switching a prescribed drug for
another drug in the same therapeutic class that is believed to
be therapeutically similar but may be chemically different.
Therapeutic interchange is differentiated from generic substitu-
tion in that it does not occur between therapeutically equivalent
products are substituted for those that are
likely to have a substantially equivalent therapeutic effect, gen-
erally at a lower cost.”

One study has found that in statin medications alone, there
was a 10% cost saving in a 2-year period due to therapeutic
interchange.®> A second study found that therapeutic inter-
change saved a managed care organization a mean of $20.31
per prescription filled and saved patients a mean of $14.76 per
prescription filled * Johansen and Richardson (2016) estimated
potential savings of therapeutic interchange and projected sav-
ings of $73 billion in excess branded drug overuse.’

products; instead,

PhD, MBA; and Alex J. Adams, PharmD, MPH

Therapeutic interchange has been a common practice in
institutional settings and has been in use at more than 80%
of hospitals since 2002.°" In these settings, formularies are
developed by an interdisciplinary pharmacy and therapeutics
committee where health care practitioners decide which medi-
cations are appropriate for interchange. Institutional pharma-
cists can freely interchiange products in accordance with the
formulary.

Less common is the practice of therapeutic interchange in
community pharmacy settings. Currently, a pharmacist must
contact the original prescriber and request a new prescrip-
tion in order to facilitate a change, which results in delayed
patient care and imposes an administrative burden on both
parties.®1° Community pharmacies do not have closed formu-
laries nor formulary committees to leverage for therapeutic
interchange. Prescribers may, however, be able to authorize
therapeutic interchange on a patient-by-patient basis in com-
munity pharmacy settings by allowing pharmacists to leverage
the formulary of the patient’s health plan. This approach can
replicate the safeguards established within an institutional set-
ting while saving money and reducing bureaucratic hassles. To
date, 3 states have adopted this practice into law. The purpose
of this article is to explore the legislative and regulatory consid-
erations in authorizing therapeutic interchange in community
pharmacy settings.

Considerations for Policy Development
Several organizations have published position statements
outlining under what circumstances therapeutic interchange
should take place!!® These organizations represent patient
and disease advocacy groups and pharmacy, physician, and
managed care organizations. Although each position statement
was published separately, a consensus appears o have been
independently reached among multiple organizations around
the following points:

1. Therapeutic interchange should only be used for medica-
tions expected to provide a substantially similar benefit to
those desired from the originally prescribed medication.

, Therapeutic interchange is appropriate where there is some
type of evidence-based formulary, developed with the input
of interdisciplinary health professions, to help facilitate
decision making."*

. Interchange should be considered in light of therapeutic
benefit foremost, followed by cost considerations. ™13
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State Approaches to Therapeutic interchange in Community Pharmacy Settings: Legislative and Regulatory Authority

" TABLE 1

Summary of Current U.S. Legislation

Parameter Idaho?! Kentucky*? Arkansas20
Does the prescriber . Yes Yes Yes
have to opt-in?
Does the substitation | Yes, unless in Yes No, the phar-
have to be in compli- | the case of a macist may
ance with the health | patient without substitute a
plan formulary? health insur- drug that is at
ance, in which a lower cost to
case the intent the patient
is to lower the
cost to the
patient while
maintaining
safety
Does the patient have ~Yes. . No Yes
10 opt-in? :
1f a substitution is Yes Yes Yes
made, must the
original prescriber
be notified?
Are any drugs .| Yes, biologics . . No. No .-
explicitly excluded? | and narrow - . o
S : therapeutic
Co ot lindexdmags. oo

4. Patients should be notified of and agree to any change before
dispensing the medication

5. Pharmacies should retain records of any interchange per-
formed.>??

6. Physicians should be notified of interchange within a rea-
sonable time period after the change occurs.*

7 There should be some mechanism in place to exclude
patients and medications from interchange when clinically
inappropriate !*>1?

Concerns regarding therapeutic interchange generally focus
on certain circumstances or practices, not blanket opposition.
Perhaps the most widely expressed concern regards patient
safety as it relates to narrow therapeutic index drugs, particu-
larly for psychoactive medications, which can have different
actions and effects even in the same therapeutic class."**¢ In
addition, some have noted that pharmacists should have a con-
versation with the physician about which medication they will
dispense before dispensing it” Finally, some have expressed
concerns that physicians may be confused about how thera-
peutic interchange differs from brand-generic substitution and
may not be sure what they are opting-in to.V

B Current Legal Authority in the United States

Therapeutic interchange could occur in the 17 states that allow
population-specific collaborative practice agreements (CPAs),
although there are practical impediments to doing 50.18 There are
currently only 3 states with legislation authorizing therapeutic
interchange in community pharmacy settings outside of a CPA:
Arkansas, Kentucky, and Idaho!®? A summary of the core ele-
ments of the laws in each of these states is outlined in Table 1.

In 2003, Kentucky was the first state to pass a law authoriz-
ing this practice. Arkansas followed suit in 2015, and Idaho’s
legislation took effect on July 1, 2018. Arkansas and Idaho have
adopted an identical definition of “therapeutic class” to guide
interchange: “A group of similar drug products that have the
same or similar mechanisms of action and are used to treat a
specific condition.”

All 3 states require that the physician opt-in to the inter-
change; thus, the decision to allow interchange is at the discre-
tion of the original prescriber on a patient-by-patient basis. In
Kentucky, for example, the prescriber must write “formulary
compliance approval” on the prescription or check a box to
that effect, whereas in Arkansas and Idaho, the physician must
write “therapeutic substitution allowed” or make “a similar
designation.”

Idaho and Kentucky require that the substitution be in
compliance with the patient’s health plan formulary, such
as changing from a nonpreferred drug to a preferred drug,
Arkansas states that the substitution must be to a drug “that
is at a lower cost to the patient.” ldaho adapts this lower cost
language-for-patients-who do-not have health plan coverage,
allowing switches to a lower-cost drug in these instances.
Kentucky is silent on how to handle interchange for patients
without an insurer.

All 3 states require notification back to the original pre-
scriber of any interchange in order to ensure a complete and
accurate medication record. Arkansas and Kentucky require
this notification within 24 business hours. Idaho requires
notification within 5 days, which synchronizes this notifica-
tion with that required for drugs that Idaho pharmacists can
independently prescribe.”? Only Idaho explicitly prohibits
interchange for narrow, therapeutic index drugs and biologi-
cal products, since a separate state law governs substitution of
biosimilars.

B8 Review of Canadian Pharmacy Law

Currently, 7 of 13 Canadian provinces and territories allow ther-
apeutic interchange by law (Nova Scotia, Prince Edward Island,
Newfoundland, Saskatchewan, Alberta, British Columbia,
and New Brunswick).2? These laws vary by province, but on
the least restrictive end, therapeutic interchange is permis-
sible even without physician opt-in; therefore, interchange
can be the default position for the pharmacist.** Similarly, in
some provinces, notification is only provided to the original
prescriber when the change is deemed “clinically significant.”
The prescriber retains the ability to opt-out of the interchange
by indicating “do not adapt” or a similar designation on the
prescription.

B Discussion
Getting therapeutic interchange legislation passed can be a dif-
ficult prospect, as indicated by only 3 states having such laws
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State Approaches to Therapeutic Interchange in Community Pharmacy Settings: Legislative and Regulatory Authority

Opportunities to Address Concerns
Regarding Therapeutic Interchange

Concern Potential Policy Response

Narrow therapeutic Policy can expressly prohibit interchange for nar-
index drugs can pose’ ~ /| row therapeutic index drugs. Idaho law states:
patient salety issues, as | “Nothing in this section shall apply to...nartow
a small change in blood | therapeutic index drugs.” Idaho law further
concentration can lead | defined narrow therapeutic index drugs as “a

to 2 major dilference in | drug where 2 small difference in dose or blood
patient response. concentration may lead to serious therapeutic
failures or adverse drug reactions.”

Pharmacists should have | Policy can require a physician to opt-in on the

a conversation with the | original prescription. This proactive prescriber
physician about which opt-in, which occurs before dispensing, retains
medication they will dis- | prescriber autonomy but removes the hassle
pense before dispensing it. | of the pharmacist having to contact the pre-
scriber for common sense interchanges when

the patient’s health plan has a different preferred
drug in the same therapeutic class.

Physicians may be con- | Brand-generic substitution has become a default
fused about how thera- | thal prescribers can opt-out of. In 2016, nearly
peutic interchange dif- " | 3.9 billion generic prescriptions were dispensed
fers from brand-generic | in the United States,?” Requiring a prescriber to
substiturion and may not| opt-in to therapeutic interchange creates a suit-
be sure what they are able distinction between the 2 concepts:
opting-in to. 3 i ’

that enable the practice in community pharmacy settings. The
core elements of these existing state laws closely align with the
tenants put forth in the position statements issued by patient
advocacy groups and pharmacy, physician, and managed care
organizations.

Legislation can be and has been structured to address core
issues. First, leveraging a health plan’s formulary as the basis
for interchange within a therapeutic class can appropriately
balance therapeutic benefits with cost considerations. This
leveraging can further eliminate the perception of conflict of
interest associated with pharmacists switching medications.
Second, physician opt-in allows patient-by-patient decisions
on therapeutic interchange. Simply put, if a physician wants a
patient to be on a specific drug, he or she simply does not have
to indicate “therapeutic substitution allowed” on the prescrip-
tion. Third, laws can respect the tenets of informed choice by
requiring the patient’s agreement to any change. In 1daho, for
example, the law requires the pharmacist to “clearly inform”
the patient of any differences in the drug products and specify
that “the patient may refuse the substitution.”

Of note, several Canadian provinces have laws that are
more progressive than those in the United States, whereby the
default is to allow interchange, and the physician has to opt-out
if he or she does not want a product to be changed. Even with
this practice, Canada has a safe track record. In the first year
that therapeutic interchange was allowed in British Columbia,
pharmacists performed 3,713 substitutions.* The most com-
monly substituted medications included rabeprazole (n=1 ,098),

beclomethasone (n=211), and naproxen (n=161). No safety
issues have been reported.?>*

The most significant concern expressed over therapeu-
tic interchange concerns narrow therapeutic index drugs.
Legislation can explicitly exclude these from interchange, as
idaho did in law. Even without an express carve out, Arkansas
and Kentucky practically exempt these drug categories, since it
is unlikely that prescribers and patients would each separately
opt-in to such a substitution, and equally unlikely that a phar-
macist would offer. Table 2 includes a list of policy consider-
ations that may address historical concerns over therapeutic
interchange.

Conclusions

Therapeutic interchange allows pharmacists to use their
medication expertise, to save valuable time, and enhance
patient care while reducing health care costs. In doing so,
patient safety has not been shown to be compromised. While
theoretical concerns have been raised, they have been safely
and effectively addressed in Arkansas, Idaho, and Kentucky,
and no known reports of patient harm have resulted in these
states (Arkansas and Kentucky have had more than 10 years of
combined practice experience). Thus, more jurisdictions may
consider appropriately structured therapeutic interchange laws
(e.g., prescriber opt-in, limited to drugs in the same therapeu-
tic class, leverage the health plan formulary, and require pre-
scriber notification) in the years ahead.

THOMAS VANDERHOLM, PharmD, Washington State University,
Spokane; DONALD KLEPSER, PhD, MBA, College of Pharmacy,
University of Nebraska Medical Center, Omaha; and ALEX .
ADAMS, PharmD, MPH, Idaho State Board of Pharmacy, Boise.
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LEGISLATURE OF THE STATE OF IDAHO
sixty-fourth Legislature Second Regular Session - 2018

IN THE HOUSE OF REPRESENTATIVES
HOUSE BILL NO. 339
BY HEALTH AND WELFARE COMMITTEE
AN ACT
RELATING TO PHARMACY; AMENDING CHAPTER 17, TITLE 54, IDAHO CODE, BY THE AD-
DITION OF A NEW SECTION 54-1768, IDAHO CODE, TO ESTABLISH PROVISIONS RE-
GARDING CERTAIN DRUG PRODUCT SUBSTITUTIONS.
Be It Enacted by the Legislature of the State of Idaho:

SECTION 1. That Chapter 17, Title 54, Idaho Code, be, and the same is

‘hereby amended by the addition thereto of a NEW SECTION, to be known and des-

ignated as Section 54-1768, Idaho Code, and to read as follows:

54-1768. PRESCRIBER-AUTHORIZED SUBSTITUTION. (1) A licensed pre-
scriber may authorize a pharmacist to substitute a drug with another drug in
the same therapeutic class that would, in the opinion of the pharmacist, have
a substantially equivalent therapeutic effect even though the substitute
drug is not a therapeutic equivalent drug, provided the following conditions
are met:

(a) The prescriber has clearly indicated that drug product substitu-

tion is permissible by indicating "therapeutic substitution allowed”

or by making a similar designation;

(b) The drug product substitution is intended to ensure formulary com-

pliance with the patient's health insurance plan or, in the case of a

patient without insurance, to lower the cost to the patient while main-

taining safety;

(c) The patient opts in to the drug product substitution, and the phar-

macist clearly informs the patient of the differences in the drug prod-

ucts and specifies that the patient may refuse the substitution; and

(d) If a drug product substitution is made:

(1) The prescriber's directions are modified to allow for an
equivalent amount of drug to be dispensed as prescribed; and

(ii) The pharmacist shall notify the patient's original pre-
scriber of the drug product substitution within five (5) business
days of dispensing the prescription.

(2) Nothing in this section shall apply to biological products, as set
forth in section 54-1769, Idaho Code, or to narrow therapeutic index drugs.

(3) For purposes of this section:

(a) "Drug product substitution" means dispensing a drug product other
than the drug product originally prescribed.
(b) "Narrow therapeutic index drug" means a drug where a small dif-

ference in dose or blood concentration may lead to serious therapeutic
failures or adverse drug reactions.

(c) "Therapeutic class" means a group of similar drug products that
have the same or similar mechanisms of action and are used to treat a
specific condition.
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(d) "Therapeutic equivalent drug" means a product assigned an "A" code
by the federal food and drug administration (FDA) in the "Approved Prod-
ucts with Therapeutic Equivalence Evaluations" (orange book) and an-

-imal drug products published in the FDA's "Approved Animal Drug Prod-

ucts" (green book) .



State of Wisconsin

2019 - 2020 LEGISLATURE
LRB-5232

SWB:= L
oho
/7).

PRELIMINARY DRAFT - NOoT READY FOR INTRODUCTION

1 AN Act ...;relating to: eginephrine for ambulances and therapeutic interchange
TN 0 A0, et B INAES o v
@ for @S)/ﬁrescribed to counteract anaphylaxis. O I3

3

K¢
Analysis by the Legislative Reference Bureau +wO
This bill requires that the Department of Health Wlﬂdlew;alnd provide }
to ambulance service providers without charge a set ofl2 epinephrine auto-injector

for each ambulance operating in the state. Also, for @rfg§fprescribed to counteract
 anaphylaxis, this bill allows a prescribing practitioner to authorize a pharmacist to
Wﬁp @bst‘i’tﬁ ¢ a drug/with another defﬂin the same therapeutic class that would, in the \//
(Q(D \.opinion of the pharmacist, have a substantially equivalent therapeutic effect even
though the substitute drug)is not a drug product equivalent. Current law defines a
“drug product equivalent™ as a drug product that is designated/the therapeutic
"%- equivalent of another drug product by the federal food and drug administration as
set forth in the latest edition of or supplement to the federal Food and Drug
—_ Administration’s [Approved Drug Products with Therapeutic ~§ﬂiv%}?% 55
al Evaluationg commonly known as the Orange Book. For @;‘ﬁﬁ bscribed to
counteract anaphylaxis, this bill allows, under certain circumstances, substitution
ﬁgyg&/&@in the same therapeutic class that is not a drug product equivalent. As with
QK substitution of drug product equivalents under current law, the substitutions
allowed under the bill do not apply to biological products.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:
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SWB:...
D ut 2\ SECTION 1
7
1 XSECTION 1. 256.158 of the statutes is created to read:
2 256.158 Epinephrine for ambulances. The department shall purchase and
3 provide to ambulance service providers without charge a set of 2 epinephrine
yﬂ' %/4}3;% auto-injectors for each ambulance operating in the state.
5 . SECTION 2. 450.13 (title) of the statutes is amended to read:
Q\G 450.13 (title) Using drug product equivalent in dispensing
A

yay é“%a‘ ‘iﬁk@t&}j

qgéﬁt@m

@ prescriptions; therapeutic exchange for

8 counteract anaphylaxis.

History: 1985 a. 146; 1991 a. 114; 1997 a. 27; 2005 a. 187; 2011 a. 161; 2017 a. 149.

Uz 0.43 (12 Gatro. )

@ ()WL MSECTION 3. 450.13 (1e) of the statutes isamended to read:
wé“\ (_Mﬁ‘f 0.9

10 450.13 (1e)/ DErRITION DEFINITIONSAIH this section;“drug:

11 (a) “Drug product equivalent” means a drug product that is designated the
12 therapeutic equivalent of another drug product by the federal food and drug
13 administration as set forth in the latest edition of or supplement to the federal food
14 and drug administration’s Approved Drug Products with Therapeutic Equivalence
15 Evaluations.

16 SECTION 4. 450.13 (1e) (b) and (c) of the statutes Q&gg\wﬁreated to rg}?}%m%

@ 450.13 (1e) (b) “Narrow therapeutic index dru i ’means a drug ié)vhere a small
18 difference in dose or blood concentration may lead to serious therapeutic failures or
19 adverse drug reactions.

20 (c) “Therapeutic class” means a group of similar drug products that have the
21 same or similar mechanisms of action and are used to treat a specific condition.

22 SECTION 5. 450.13 (5m) of the statutes is created to read:

23 450.13 (5m) THERAPEUTIC INTERCHANGE FOR DRUGS COUNTERACTING ANAPHYLAXIS.

A v/ o lew
@ (a) Notwithstanding subs. (1s§/ to (4), for a drug% prescribed to counteract
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SECTION 5

anaphylaxis, a prescribing pracgtioner may authorize a pharmacist to substitute a
(O NS

drug /\(Vith another drug/(in the same therapeutic class that would, in the opinion of

the pharmacist, have a substantially equivalent therapeutic effect even though the
@\;w%“@g . p i‘&g[uw@@u&'bax £

substitute drug{is not erapeufically equivals@iru 4 pfovided all of the following

conditions are met:

1. The prescriber has clearly indicated that drug product substitution is
permissible by writing on the face of the prescription order or, with respect to a
prescription order transmitted electronically, by designating in electronic format the
phrase“therapeutic class substitution allowed” or words of similar meaning.

2. The drug product substitution is intended to ensure formulary compliance
with the patient’s health insurance plan or, in the case of a patient without
insurance, to lower the cost to the patient while maintaining safety.

3. The patiént opts.in to the drug product substitution, and the pharmacist
clearly informs the patient of the differences in the drug products and specifies that
the patient may refuse the substitution.

(b) If a pharmacist substitutes a drug product prescribed to counteract
anaphylaxis under this /é’e:cv)ticl’;{?the pharmacist must ensure all of the following
occur:

1. The prescriber’s directions are modified to allow for an equivalent amount

@@@M@f
of drug/({o be dispensed as prescribed.

2. The patient’s original prescriber of the drug product is notified of the
substitution within 5 business days of dispensing the prescription.

(c) This subse\({tion does not apply with respect to a prescription for any narrow

therapeutic index drug

/
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w+«NOTE: Current law includes an exception for biological products that will also
apply to the new provisions in the bill. Current law, however, does not have an exception
for prescriptions for narrow therapeutic index drugs (a provision included in the model
language). As such, I included an exception, but limited to the new subsection created
in the bill. Please let me know if you would like this exception to be applied more broadly
(like the exception for biological products) so that it would apply to all drug product
substitutions.

++«NOTE: This draft creates an additional exception for drug substitution within
the statute relating to drug product equivalents. The statute, as it relates to substitution
of a drug product equivalent generally, includes a specific procedure under sub. (5) Tor
hospital pharmacists. I have not, in this version of the draft, made that procedure
applicable to the therapeutic class substitution allowed under the bill. Please let me
know if you would like to have that procedure apply or if you would like to discuss.

(END)
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INSERT 2-1 sa
1 <§// SECTION 1. 102.425 (1) (c) of the statutes is amended to read:
2 102.425 (1) (¢) “Drug product equivalent” has the meaning given in s. 450.13
3 (1e) (a).

(END INSERT 2-1)

INSERT 2-4
4 Q[\/SECTION 2. 450.11 (4g) (a) 2. of the statutes is amended to read:
5 450.11 (4g) (a) 2. “Drug product equivalent” has the meaning givenin s. 450.13
6 (Le) (a).

(END INSERT 2-4)
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PRELIMINARY DRAFT - NoT READY FOR INTRODUCTION

1 AN ACT to renumber and amend 450.13 (1e); to amend 102.425 (1) (¢), 450.11
2 (4g) (a) 2. and 450.13 (title); and to create 256.158, 450.13 (1e) (b) and (c) and
3 450.13 (bm) of the statutes; relating to: épinephrine for ambulances and
4 therapeutic interchange for drug products prescribed to counteract
5

anaphylaxis.

Analysis by the Legislative Reference Bureau

,}\7 This bill requires that the Department of Health Services purchase and provide
to ambulance service providers without charge a set of two epinephrine
"""" atto-injectors for each ambulance operm Also, for drug products
prescrlbed to counteract anaphylaxis, this bill allows a prescrlbmg practitioner to
authorize a pharmacist to substitute a drug product with another drug product in the
same therapeutic class that would, in the opinion of the pharmacist, have a
substantially equivalent therapeutic effect even though the substitute drug product
/i not a drug prodict equiva TeTﬂ?} Current law defines a “drug product equivalent”
/ as a drug product that is desngnated the therapeutic equivalent of another drug
/' product by the federal Food and Drug Administration as set forth in the latest edition
of or supplement to the federal Food and Drug Administration’s Approved Drug

; Products with Therapeutic Equivalence Evaluations, commonly known as the
| Orange Book. For drug products prescribed to counteract anaphylaxis, this bill
' allows, under cer am mrcumstances substitution of a drugin the same therapeutic
\ class «ﬁhat 1s§@1§\) "‘M odu”':i: equlvalent As with substitution of drug product

tN7¢ﬁ
[A\l/ ®
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equivalents under current law, the substitutions allowed under the bill do not apply
to biological products.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

SECTION 1. 102.425 (1) (c) of the statutes is amended to read:

102.425 (1) (c) “Drug product equivalent” has the meaning given in s. 450.13
(1e) (a).

SECTION 2. 256.158 of the statutes is created to read:

256.158 Epinephrine for ambulances. The department shall purchase and
provide to ambulance service providers without charge a set of 2 epinephrine

auto-injectors for each ambulance operating in the _s’t‘ff;‘(y

st s R

SEcCTION 3. 450.11 (4g) (a) 2. of the statutes is amended to read:

450.11 (4¢g) (a) 2. “Drug product equivalent” has the meaning given in s. 450.13
(Le) (a).

SECTION 4. 450.13 (title) of the statutes is amended to read:

450.13  (title) Using drug product equivalent in dispensing
prescriptions; therapeutic exchange for drug products prescribed to
counteract anaphylaxis.

SEcCTION 5. 450.13 (1e) of the statutes is renumbered 450.13 (1e) (intro.) and
amended to read:

450.13 (1e) DerpurroN DEFINITIONS. (intro.) In this section,“drug:

(a) “Drug product equivalent” means a drug product that is designated the
therapeutic equivalent of another drug product by the federal food and drug

administration as set forth in the latest edition of or supplement to the federal food
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SECTION 5

and drug administration’s Approved Drug Products with Therapeutic Equivalence
Evaluations.
SECTION 6. 450.13 (1e) (b) and (c) of the statutes are created to read:

450.13 (1e) (b) “Narrow therapeuticindex drug product” means a drug product

" where a small difference in dose or blood concentration may lead to serious

therapeutic failures or adverse drug reactions.

(c) “Therapeutic class” means a group of similar drug products that have the
same or similar mechanisms of action and are used to treat a specific condition.

SECTION 7. 450.13 (bm) of the statutes is created to read:

450.13 (5m) THERAPEUTIC INTERCHANGE FOR DRUGS COUNTERACTING ANAPHYLAXIS.
(a) Notwithstanding subs. (1s) to (4), for a drug product prescribed to counteract
anaphylaxis, a prescribing practitioner may authorize a pharmacist to substitute a
drug product with another drug product in the same therapeutic class that would,
in the opinion of the pharmacist, have a substantially equivalent therapeutic effect
even though the substitute drug product is not a drug product equivelant, provided
all of the following conditions are met:

1. The prescriber has clearly indicated that drug product substitution is
permissible by writing on the face of the prescription order or, with respect to a
prescription order transmitted electronically, by designating in electronic format the
phrase “therapeutic class substitution allowed” or words of similar meaning.

2. The drug product substitution is intended to ensure formulary compliance
with the patient’s health insurance plan or, in the case of a patient without

insurance, to lower the cost to the patient while maintaining safety.
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SECTION 7

3. The patient opts in to the drug product substitution, and the pharmacist
clearly informs the patient of the differences in the drug products and specifies that
the patient may refuse the substitution.

(b) If a pharmacist substitutes a drug product prescribed to counteract
anaphylaxis under this subsection, the pharmacist must ensure all of the following
occur:

1. The prescriber’s directions are modified to allow for an equivalent amount
of drug product to be dispensed as prescribed.

2. The patient’s original prescriber of the drug product is notified of the
substitution within 5 business days of dispensing the prescription.

(c) This subsection does not apply with respect to a prescription for any narrow

therapeutic index drug product. M~»H*~M~%\ v

/@ OTE: Current law includes an exception for biological products that will also
apply to the new provisions in the bill. Current law, however, does not have an exception
for prescriptions for narrow therapeutic index drugs (a provision included in the model
language). As such, I included an exception, but limited to the new subsection created
inthe bill. Pleaselet me know if you would like this exception to be applied more broadly

(like the exception for biological products) so that it would apply to all drug product
substitutions.

#:NOTE: This draft creates an additional exception for drug substitution within
the statute relating to drug product equivalents. The statute, as it relates to substitution
of a drug product equivalent generally, includes a specific procedure under sub. (5) for
hospital pharmacists. I have not, in this version of the draft, made that procedure
applicable to the therapeutic class substitution allowed under the bill. Please let me

know if you would like to have that procedure apply or if you would like to discuss.
S

(END)
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INSERT ANALYSIS A

The bill also requires that, on an ongoing basis, upon request from an
ambulance service provider for a set of epinephrine auto-injectors to replace a used
or expired epinephrine auto-injector for an ambulance, DHS must provide to the
ambulance service provider a replacement set of @ epinephrine auto-injectors.

(END INSERT ANALYSIS A) i
Fwb

INSERT ANALYSIS B

The bill also provides that, under the same conditions applicable to drug
product equivalents under current law, a pharmacist who dispenses a drug product
for a patient in a hospital may, for a drug product prescribed to counteract
anaphylaxis, substitute a drug product with another drug product in the same
therapeutic class that would in the opinion of the pharmacist, have a substantially
equivalent therapeutic effect even though the substitute drug product is not a drug
product equivalent.

(EnND INSERT ANALYSIS B)

INSERT 2-7

On an ongoing basis, the department shall, upbn request from an ambulance
service provider for a set of epinephrine auto-injectors to replace a used or expired
epinephrine auto-injector for an ambulance, provide to the ambulance service
provider a replacement set of 2 epinephrine auto-injectors.

(END INSERT 2-7)

INSERT 4-12

v
(d) Notwithstanding pars. (a) to (c), a pharmacist who dispenses a drug product

prescribed for a patient in a hospital may, for a drug product prescribed to counteract
anaphylaxis, substitute a drug product with another drug product in the same
therapeutic class that would in the opinion of the pharmacist, have a substantially
equivalent therapeutic effect even though the substitute drug product is not a drug

product equivalent, if the pharmacist dispenses the drug product substitute in
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accordance with written guidelines or procedures previously established by a
pharmacy and therapeutics committee of the hospital and approved by the hospital’s
medical staff and use of the drug product substitute has been approved for a patient
during the period of the patient’s stay within the hospital by any of the following:

1. The patient’s individual physician.

2. The patient’s advanced practice nurse prescriber, if the advanced practice
nurse prescriber has entered into a written agreement to collaborate with a
physician.

3. The patient’s physician assistant.

(END INSERT 4-12)
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1 AN ACT to renumber and amend 450.13 (1e); to amend 102.425 (1) (c), 450.11
(4g) (a) 2. and 450.13 (title); and o create 256.158, 450.13 (1e) (b) and (c) and
450.13 (bm) of thq _statutes; relating to: "'épihéphriner»~for\§glbulance% @3}

2
3
/// o —— . S
4 therapgutib interchange for drug products prescribed to\) counteract
5

ound W De pare oo ey —
fvlaxi A S geeoghetin
anaphylaxis, _

Analysis by the Legislative Reference Bureau

o This bill requires that the Department of Health Services purchase and provide
2 to ambulance service providers without charge a set of two epinephrine
m““ﬁﬁﬁfinmﬁfmﬁﬁﬁﬁlancemThe bill also requires that,
.1 on an ongoing basis, upon request from an ambulance service provider for a set of
(;!,0"% . epinephrine auto-injectors to replace a uged or expired epinephrine auto-injector for
ICpr gf’&& an ambulance, DHS must provide to thye ambulance service provider a replacement
(}(yo%))ﬁ A‘ & set of two epinephrine auto-inject s.8Also, for drug products prescribed to

5 @Qg} @Q .+ counteract anaphylaxis, this bill allows a yrescribing practitioner to authorize a

e
Y.

T ;&" pharmacist to substitute a drug produet’with another drug product in the same
OS \QG(’ therapeutic class that would, in the opinion of the pharmacist, have a substantially
(9.& equivalent therapeutic effect even though the substitute drug product is not a drug

product equivalent. The bill also provides that, under the same conditions applicable
to drug product equivalents under current law, a pharmacist who dispenses a drug
product for a patient in a hospital may, for a drug product prescribed to counteract
anaphylaxis, substitute a drug product with another drug product in the same



2019 - 2020 Legislature -2- LRB-5232/P2
SWB:ahe

therapeutic class that would in the opinion of the pharmacist, have a substantially
equivalent therapeutic effect even though the substitute drug product is not a drug
product equivalent. Current law defines a “drug product equivalent” as a drug
product that is designated the therapeutic equivalent of another drug product by the
federal Food and Drug Administration as set forth in the latest edition of or
supplement to the federal Food and Drug Administration’s Approved Drug Products
with Therapeutic Equivalence Evaluations, commonly known as the Orange Book.
For drug products prescribed to counteract anaphylaxis, this bill allows, under
certain circumstances, substitution of a drug in the same therapeutic class even
though it is not a drug product equivalent. As with substitution of drug product
\\\f/ )Ly\}i‘y equivalents under current law, the substitutions allowed under the bill do not apply

\ \\W\y)‘vf’ to biological products.
A\
. v
N 7 The people of the state of Wisconsin, represented in senate and assembly, do
VN enact as follows:

L
SEcTION 1. 102.425 (1) (c) of the statutes is amended to read:
102.425 (1) (¢) “Drug product equivalent” has the meaning given in s. 450.13
(1e) (a).
SECTION 2. 256.158 of the statutes is created to read: &
<4 WAk O{km‘\ i
Q ) Z,n et X o 3 2
\ ©  256.158 Epinephrine for ambulancew\ A&apartment shall purchase and
[L/

provide to ambulance service providers without charge a set of 2 epinephrine

auto-injectors for each ambulance operating in the state. On an ongoing basis, the

department shall, upon request from an ambulance service provider for a set of

comqm@)»pooww

epinephrine auto-injectors to replace a used or expired epinephrine auto-injector for

10 an ambulance, provide to the ambulance service provider a replacement set of 2
11 epinephrine auto-injectors.

12 SEcTION 3. 450.11 (4g) (a) 2. of the statutes is amended to read:

13 450.11 (4g) (a) 2. “Drug product equivalent” has the meaning givenin s. 450.13
14 (1e) (a).

15 SECTION 4. 450.13 (title) of the statutes is amended to read:
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SECTION 4

450.13  (title) Using drug product equivalent in dispensing

prescriptions; therapeutic exchange for drug products prescribed to

counteract anaphylaxis.

SECTION 5. 450.13 (1e) of the statutes is renumbered 450.13 (1e) (intro.) and
amended to read:

450.13 (1e) DerpurioN DEFINITIONS. (intro.) In this section;“drug:

(a) “Drug product equivalent” means a drug product that is designated the
therapeutic equivalent of another drug product by the federal food and drug
administration as set forth in the latest edition of or supplement to the federal food
and drug administration’s Approved Drug Products with Therapeutic Equivalence
Evaluations.

SECTION 6. 450.13 (1e) (b) and (c) of the statutes are created to read:

450.13 (1e) (b) “Narrow therapeuticindex drug product” means a drug product
where a small difference in dose or blood concentration may lead to serious
therapeutic failures or adverse drug reactions.

(c) “Therapeutic class” means a group of similar drug products that have the
same or similar mechanisms of action and are used to treat a specific condition.

SECTION 7. 450.13 (5m) of the statutes is created to read:

450.13 (5m) THERAPEUTIC INTERCHANGE FOR DRUGS COUNTERACTING ANAPHYLAXIS.
(a) Notwithstanding subs. (1s) to (4), for a drug product prescribed to counteract
anaphylaxis, a prescribing practitioner may authorize a pharmacist to substitute a
drug product with another drug product in the same therapeutic class that would,
in the opinion of the pharmacist, have a substantially equivalent therapeutic effect
even though the substitute drug product is not a drug product equivalent, provided

all of the following conditions are met:
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—t

1. The prescriber has clearly indicated that drug product substitution is
permissible by writing on the face of the prescription order or, with respect to a
prescription order transmitted electronically, by designating in electronic format the
phrase “therapeutic class substitution allowed” or words of similar meaning.

2. The drug product substitution is intended to ensure formulary compliance
with the patient’s health insurance plan or, in the case of a patient without
insurance, to lower the cost to the patient while maintaining safety.

3. The patient opts in to the drug product substitution, and the pharmacist

© 0w g O Ot = W

clearly informs the patient of the differences in the drug products and specifies that

10 the patient may refuse the substitution.

11 (b) If a pharmacist substitutes a drug product prescribed to counteract

(12/) anaphylaxis under this subsection, the pharmacist must ensure 4ll of the follow@“m"

@ product to be dispensed as prescrlbed o

ORI

ﬁ The patient’s original prescriber of the drug product is notlﬁed of the

e

\ substitution within 5 business days of dispensing the prescription. j
(@9 @/’i’ is subsectlon does not apply with respect to a prescription for any narrow

19 therapeutic index drug product.

= o (¢) 7 é

@9 @) Notwithstanding pars. (a) to pharmamst who dispenses a drug product
21 prescribed for a patient in a hospital may, for a drug product prescribed to counteract
22 anaphylaxis, substitute a drug product with another drug product in the same
23 therapeutic class that would in the opinion of the pharmacist, have a substantially
24 equivalent therapeutic effect even though the substitute drug product is not a drug

25 product equivalent, if the pharmacist dispenses the drug product substitute in
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SECTION 7

accordance with written guidelines or procedures previously established by a
pharmacy and therapeutics committee of the hospital and approved by the hospital’s
medical staff and use of the drug product substitute has been approved for a patient
during the period of the patient’s stay within the hospital by any of the following:

1. The patient’s individual physician.

2. The patient’s advanced practice nurse prescriber, if the advanced practice
nurse prescriber has entered into a written agreement to collaborate with a
physician.

3. The patient’s physician assistant.

(END)



= W N

10
11
12
13
14
15

2019-2020 DRAFTING INSERT LRB-5232/P3ins
FROM THE SWB:ahe
LEGISLATIVE REFERENCE BUREAU

v/

INSERT ANALYSIS 5¢

For further information see the state and local fiscal estimate, which will be
printed as an appendix to this bill.
(END INSERT ANALYSIS)

INSERT 2-1 Y

SECTION 1. 20.435 (1) (ck) of the statutes is created to read:

20.435 (1) (ck) Epinephrine for ambulances. A sum sufficient for the
department of health services to purchase and provide epinephrine auto-injectors
for ambulances under s. 256.158.

(END INSERT 2-1)

INSERT 2-5 Vv
W

v
(1) In this section, “ambulance service provider” means an ambulance service
provider that is a public agency, volunteer fire department, or nonprofit corporation.

(END INSERT 2-5)

INSERT 4-16
(c) Within 5 business days after@dispensingj; drug product substitute under
#7

this subsectigr/l, the dispensing pharmacist or the pharmacist’s designee shall do one
of the following:

1. Make an entry of the specific drug product provided to the patient, including
the name of the product and the manufacturer. Entry into an electronic records
system as described in this paragrap}/l is presumed to provide notice to the
prescribing practitioner. The communication shall be conveyed by making an entry
that is electronically accessible to the prescribing practitioner through one of the

following:
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a. An interoperable electronic medical records system.

b. An electronic prescribing technology.

c. A pharmacist benefit management system.

d. A pharmacy record.

2. If a pharmacist is unable to make an entry as provided in subd. 13
communicate the drug product substitute dispensed to the prescribing practitioner
using facsimile, telephone, electronic transmission, or another prevailing means,
except that communication under this paragf'aph is not required if a refill of the drug
product is not changed from the product dispensed on the prior filling of the
prescription.

(END INSERT 4-16)
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AN ACT to renumber and amend 450.13 (1e); to amend 102.425 (1) (c), 450.11
(4g) (a) 2. and 450.13 (title); and fo create 20.435 (1) (ck), 256.158, 450.13 (1e)
(b) and (c) and 450.13 (5m) of the statutes; relating to: epinephrine for

ambulances, therapeutic interchange for drug products prescribed to

R
>

counteract anaphylaxis, and making an appropriation.

Analysis by the Legislative Reference Bureau

This bill requires that the Department of Health Services purchase and provide
to ambulance service providers without charge a set of two epinephrine
auto-injectors for each ambulance operating in the state. Under the bill, an
ambulance service provider means an ambulance service provider that is a public
agency, volunteer fire department, or nonprofit corporation. The bill also requires
that, on an ongoing basis, upon request from an ambulance service provider for a set
of epinephrine auto-injectors to replace a used or expired epinephrine auto-injector :
for an ambulance, DHS must provide to the ambulance service provider a ) <"
replacement set of two epinephrine auto-injectors.

Also, for drug products prescri ed to counteract anaphylaxis, this bill allows QQJ
prescribing practitioner to aut! ‘a pharmacist to substitute a drug product Wl%h
another drug product in the same therapeutic class that would, in the opinion of the
_pharmacist, have a substantially equivalent therapeutic effect even though the
substitute drug produa drug product equivalent. The bill also provides thats”

(‘f nder the same conditions applicablé to drug product equivalents under current laW -
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.
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a pharmacist who dispenses a drug product for a pz;{tlent ina hospltal may, for adrug
product prescribed to counteract anaphylaxis, jsubstitute a drug product with
another drug product in the same therapeutic class that would in the opinion of the
pharmacist, have a substantially equivalent therapeutic effect even though the
substitute drug product is not a drug product equivalent. Current law defines a
“drug product equivalent” as a drug product that is designated the therapeutic
equivalent of another drug product by the federal Food and Drug Administration as
set forth in the latest edition of or supplement to the federal Food and Drug
Administration’s Approved Drug Products with Therapeutic Equivalence o
Euvaluations, commonly known as the Orange Book. For drug products prescribed
fo counteract “anaphylaxis, this bill “allows, under certain circumstances,

I substitution of a drug in the same therapeutic class even though it is not a drug
| product equivalent. ‘Aswith substitution of drug product equivalents under current

b ' law, the,substitutions allowed under the bill do not apply to biological products.

——For further information see the state and local fiscal estimate, which will be

. g0 r? e prlnted as an appendix to this bill.
R

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

1 SECTION 1. 20.435 (1) (ck) of the statutes is created to read:

2 20.435 (1) (ck) Epinephrine for ambulances. A sum sufficient for the

3 department of health services to purchase and provide epinephrine auto-injectors

4 for ambulances under s. 256.158. |

5 SECTION 2. 102.425 (1) (¢) of the statutes is amended to read:

6 102.425 (1) () “Drug product equivalent” has the meaning given in s. 450.13

7 (1e) (a).

8 SECTION 3. 256.158 of the statutes is created to read:

9 256.158 Epinephrine for ambulances. (1) In this section, “ambulance
10 service provider” means an ambulance service provider that is a public agency,
11 volunteer fire department, or nonprofit corporation.

12 (2) From the appropriation under s. 20.435 (1) (ck), the department shall

13 purchase and provide to ambulance service providers without charge a set of 2
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epinephrine auto-injectors for each ambulance operating in the state. On an
ongoing basis, the department shall, upon request from an ambulance service
provider for a set of epinephrine auto-injectors to replace a used or expired
epinephrine auto-injector for an ambulance, provide to the ambulance service
provider a replacement set of 2 epinephrine auto-injectors.

SECTION 4. 450.11 (4g) (a) 2. of the statutes is amended to read:

450.11 (4g) (a) 2. “Drug product equivalent” has the meaning givenin s. 450.13
(1e) (a).

SECTION 5. 450.13 (title) of the statutes is amended to read:

450.13  (title) Using drug product equivalent in dispensing
prescriptions; therapeutic exchange for drug products prescribed to
counteract anaphylaxis.

SECTION 6. 450.13 (1e) of the statutes is renumbered 450.13 (1e) (intro.) and
amended to read:

450.13 (1e) Derpurion DEFINITIONS. (intro.) In this section;-“drug:

(a) “Drug product equivalent” means a drug product that is designated the
therapeutic equivalent of another drug product by the federal food and drug
administration as set forth in the latest edition of or supplement to the federal food
and drug administration’s Approved Drug Products with Therapeutic Equivalence
Evaluations.

5 9 NS
SECTION 7. 450.13 (1e) (b) of the statutes @éreated to read:

450.13 (1e){(b) “Narrow therapeutic index drug product” means a drug product

@here a small difference in dose or blood concentration may lead to serious

P

|therapeutic failures or adverse drug reactions. 7 s

e
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(17 @%%Therapeutlc class” means a group of similar drug products that{ have the)

(Game or similar mechanisms of action ;anj;re used to treat a specific condition.

3 SECTION 8. 450.13 (bm) of the statutes is created to read:

4 450.13 (5m) THERAPEUTIC INTERCHANGE FOR DRUGS COUNTERACTING ANAPHYLAXIS.
5 (a) Notwithstanding subs. (1s) to (4), for a drug product prescribed to counteract
> anaphylaxis, a@ribing practitioner mam‘ﬁzg pharmacist dig/ Vl\;\z;cltute a
7 drug product with another drug product in the same therapeutic class that would,
8 in the opinion of the pharmacist, have a substantially equivalent therapeutic effect
9 even though the substitute drug product is not a drug product equivalent, provided

%\‘%};j 10,‘ | a}l/gf the following conditions are met:r I —
}}1 ’&‘«@11 1. The viérescriber hés clearly ihdicated that drug product substitution is

12 permissible by writing on the face of the prescription order or, with respect to a

13 prescription order transmitted electronically, by designating in electronic format the S

14 phrase “therapeutlc class substitution allowed” or words of sunllar meaning. ,\#\; ‘‘‘‘‘

15 \“; » 'fliggrug product substitution is intended to ensure formulary comphance{
1/6W with the @X(hgéitﬁ 1ns£1rance plan or, in the case of a ‘ @ﬁhﬁi

17 insurance, to lower the cost to the patient while maintaining safety.

3. The @6&;\ig ”t‘(\)é t{he drug product substitution, and the pharmacist
£197 clearly informs the (fffl_@f;@’/()f E%;ﬁ;?ée\i‘ences in the drug products and specifies that
ZOL)* the/{xneggﬂl\‘gtaﬁ\(s: the substitution.

21 (b) If a pharmacist substitutes a drug product prescmbed to counteract

22 anaphylaxis under this subsection, the pharmacist must ensure that the prescriber’s

23 directions are modified to allow for an equivalent amount of drug product to be

24 dispensed as prescribed.
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(c) Within 5 business days after the dispensing of a drug product substitute
under this subsection, the dispensing pharmacist or the pharmacist’s designee shall
do one of the following:

1. Make an entry of the specific drug product provided to the patient, including
the name of the product and the manufacturer. Entry into an electronic records
system as described in this paragraph is presumed to provide notice to the
prescribing practitioner. The communication shall be conveyed by making an entry
that is electronically accessible to the prescribing practitioner through one of the
following:

a. An interoperable electronic medical records system.

b. An electronic prescribing technology.

c. A pharmacist benefit management system.

d. A pharmacy record.

2. If a pharmacist is unable to make an entry as provided in subd. 1.,
communicate the drug product substitute dispensed to the prescribing practitioner
using facsimile, telephone, electronic transmission, or another prevailing means,
except that communication under this paragraph is not required if a refill of the drug
product is not changed from the product dispensed on the prior filling of the

prescription. o

S/ (d) This subsection does not apply with respect to a prescription for any narm;j
; .

.
oo

—— )

@ Notwithstanding pars. (a) to (d), a pharmacist who dispenses a drug product
& #
prescribed for a patient in a hospital may, for a drug product prescribed to counteract
anaphylaxis, substitute a drug product with another drug product in the same

therapeutic class that would in the opinion of the pharmacist, have a substantially
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SECTION 8
equivalent therapeutic effect even though the substitute drug product is not a drug
product equivalent, if the pharmacist dispenses the drug product substitute in
accordance with written guidelines or procedures previously established by a
pharmacy and therapeutics committee of the hospital and approved by the hospital’s
medical staff and use of the drug product substitute has been approved for a patient
during the period of the patient’s stay within the hospital by any of the following:

1. The patient’s individual physician.

2. The patient’s advanced practice nurse prescriber, if the advanced practice
nurse prescriber has entered into a written agreement to collaborate with a
physician.

3. The patient’s physician assistant.

(END)
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1. A prescribing practitioner has not indicated, by writing on the face of the

prescription order or, with respect to a prescription order transmitted electronically,

by designating in electronic format the phrase “No therapeutic class substitutions”

or words of similar meaning or the initials “N.T.C.S.”@éc\hat a substitution of the drug
product prescribed may not be made under this subsec%ion. If such indication is
made, the pharmacist shall dispense the prescription with the specific drug product
prescribed. No preprinted statement regarding drug product substitution may
appear on the face of the prescription order.

(END INSERT 4-10)
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