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h Members present:
Chairman Jeffrey Assemblyman Sena
Assemblyman Bennet Assemblyman FitzPatrick
Assemblyman Bremner Assemblyman Rusk
Assemblyman Chaney Assemblyman Tanner
Assemblyman Horn Assemblyman Weise

Members excused:
Vice Chairman Robinson
Guests present: See attached list

Chairman Jeffrey called the meeting to order at 3:07 p.m.
and announced the purpose of the meeting was to hear testimony
on SB 7, then AB 98 and then AB 101.

SB7: Chairman Jeffrey asked that Mr. Daykin, Legislative
Counsel, explain to the committee the need for deletion of

the sections relating to commissioned abstractors. Mr. Daykin
stated that there are currently no commissioned abstractors

on record in the State of Nevada and that the work which has
been cone in the past by these people is now done primarily by
title companies. He also stated that passage of this bill
would not preclude a private individual, either for himself

or for another party, to do title searches from existing court
records.

L

Next to speak on this bill was Mr. Earl M. Hill of Hill,
Cassa, DelLipkau and Erwin, attorneys of Reno. He stated that
his primary law practice was in the field of mining and that
the was not only speaking as an attorney servicing this type
of need but also as a representative of Nevada Mining Associa-
tion. He stated that although he did agree with Mr. Daykin's
remarks, in general, that there was an area in the unpatented
mining claims wherein applications are made to the federal
govenment for mineral claims where the title companies are
either unwilling or unable to do this work for the mininers or
mining companies and where the abstractors do do a great deal
of work, at a much lower price than would be charged to the
client by an attorney doing the work. He said that he felt
passage of this bill would take an economicaland efficient ser-
vice out of the reach of these people involed in the mining
industry. Mr. Weise asked Mr. Hill if he couldn't use the services
of the same people he is now working with if this bill was passed
and Mr. Hill stated that the federal govenment required the
reports to be submitted by a commissioned abstractor. Mr. Tanner
asked Mr. Hill if the BLM would accept a report by one of these
people if it were verified by the attorney and Mr. Hill stated
that they would. This concluded the testimony on this bill.

AB 98: Chairman Jeffrey asked Assemblyman Coulter if he would

(Committee Minutes)
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present this bill to the committee, as sponsor. Mr. Coulter
stated that this was the third session in which he has intro-
duced it. He stated that.there had been a meeting during the
day between doctor's representative, the Pharmacy Board, the
drug manufacturers, the nurse's association and the AARP and
that at the meeting they had been able to work out some compro-
mises on the bill and he submitted a copy of a rough draft of
those propsed changes to the secretary for the record and that
is attached to and incorporated herein as Exhibit "A". He said
that it was estimated that if every state went to this type of
program, the consumers would save some $400,000,000.00 per
year and that there are some 40 states which have now adopted
some sort of generic drug bill. The then reviewed the points
covered at the noon meeting with the committee and then stated
that he wished Mr. Gene Knapp from the Food and Drug Adminis-
tration to address the committee.

Mr. Knapp's comments were in text form and are attached
hereto and made a part hereof and marked as Exhibit "B". At
the conclusion of Mr. Knapp's prepared remarks Chairman Jeffrey
asked if the drugs which are dispensed now are coded with a
monogram for identification purposes and Mr. Knapp stated that
though most of the brand-name drugs are that there are some of
the generic drug substitutes which are not and that the FDA
really has no authority to demand the tablets and capsules be
marked. However, he noted that if said marking was a prere-
quisite for sale in several states that the smaller manufac-
turers would probably comply with marking requirements eventu-
ally. He also pointed out that the FDA list of substitutable
drugs would be completely revised and issued to the pharmacies
approx1mately every three months, but that supplements would be
sent out in loose-leaf form each month. The committe then dis-
cussed with Mr. Knapp and Mr. Coulter whether or not, if the -
bill was passed, that there would be any way to insure that the
savings in cost between brand-name and generic drugs would ulti-
mately be passed on to the consumer. It was generally agreed
that this cost savings would depend for the most part on the
individual pharmacist.

Mr. Orvis E. Reil, representing NRTA-AARP, was next to
address the issue and his remarks are attached and marked
Exhibit "C" and incorporated herein. At the conclusion of Mr.
Reil's remarks Mr. Horn asked him how he felt about the phar-
macist making a larger profit margin, possibly, on the sale of
the generic drugs while only decreasing the cost to the consu-
mer by possibly two or three dollars per perscription. Mr. Reil
stated that he knew of no way to keep the pharmacist from doing
this type of thing, but that any savings at all to the senior
citizen or other consumer would be better than it is now.

Next to speak regarding this bill was Dr. James D. Pitts
who was representing Nevada State Medical Association and whose
remarks are attached and incorporated herein as Exhibit "D".

In response to a question from Mr. Weise, Dr. Pitts stated that

he felt that pharmacists were more knowledgeable in the area
(Commitiee Minates) 12
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of whether or not a drug was -a bioequivalent to a prescribed
drug than physicians due to the fact that they are more fully
and extensively trained in the area of chemical compounding.

He did point out, however, that only the physicians should

make the dicision whether or not a substitution should be made
relative to each patient's personal history. Dr. Pitts stated
that he is in favor of each of the drugs being labled for iden-
tification purposes as it helps tremendously in diagnosing prob-
lems in case of an emergency situation.

In answer to an inquiry from Mr. Sena, Dr. Pitts stated
that it is the large drug companies who promote the various
drugs and that they spend a great deal of money introducting
and promoting these drugs to the physicians. He stated that
that is partially responsible for the higher cost of the brand-
name drugs and that since the doctor has been exposed to the
drug by the brand-name, that he is most likely to prescribe by
that name when he wants that particular drug coumpound. '

Pat Gothberg of the Nevada Nurses' Association addressed
the committee next on this bill. Her remarks in favor of the
bill are outlined in Exhibit "E" attached to and incorporated
herein and are accompanied by some proposed amendments which
are included and attached as Exhibit "F". In regard to the
second proposed amendment, Mr. Sena asked Ms. Gothberg if she
felt the mailing of the substitution listing should also include
the physicians. Ms. Gothberg turned the question over to Dr.
Pitts who stated he felt most doctors would not use it if they
had it, but that it would be beneficial as a reference material.
He did not feel it should be a requirement for them to receive
a copy. Ms. Gothberg also emphasized that she felt patients
should have the right to be involved in the choice as to whether
or not they wished to have generic drug substitutions.

John McSweeney, representing the Nevada Department of

Human Resources, Division for Aging Services, was next to speak.
He reviewed a letter from Theodore Goldberg which is attached

and marked Exhibit "G". He also read from sections of a report
by Michael Pertschuk of the FDA. The areas covered are indicated
by markings and underlining in the text and it is attached and
incorporated herein as Exhibit "H". He also submitted to the
committee Exhibits "I" and "J" which have additional information

regarding the- implementation of this type of program.

Mr. I. J. Sandorf, representing the Advisory Committee to
the Division of Aging Services, briefly addressed the committee
regarding their support of this bill and pointing our that there
is a catalog available for senior citizens through the NRTA/
AARP, covering some 10,000,000, which already lists many national
brands of non-prescription drug items compared to the generic
equivalent @t a much reduced price). Addressing himself to the
point brought out by Mr. Horn earlier regarding the amount of
discount which will be passed along to the consumer, Mr. Sandorf
stated that he felt many of the parmacists would pass a consider-

able amount on to the consumers and this wculd be very helpful.
(Committes Minutes)
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Testifying in opposition to this bill were Mr. Floyd
Butler, representing Nevada Pharmacy Asscciation and the Nevada
Pharmacists Guild, whose prepared remarks are attached as
Exhibit "K" and are incorporated herein, and Mr. Richard L.
Shobe of the Nevada Pahrmacists Guild whose prepared remarks
are attached as Exhibit "L" and are incorporated herein. During
their discussion with the committee Mr. Butler stated that he
was not opposed to a "good generic drug bill", but that this
bill was not what they thought to be a good bill.

Mr. Shobe stated to the committee . that he felt that the
increased liability to the pharmacist in the £filling of these
prescriptions with generic drugs was their primary concern. He
stated that when a pharmacist fills a prescription with a brand-
name product that they feel very secure, knowing that if anything
happens and the patient has a severe reaction to the drug or if
he dies, that the manufacturer will stand behind the product. After
questioning in this area by Mr. FitzPatrick, Mr. Shobe agreed that
if the drug substituted were on the FDA's listing, there would be
very little chance of liability because of product failure.

Mr. Bremner and Mr. Chaney asked Mr. Butler and Mr. Shobe
why, if they had been aware of this type of legislation for the
past three sessions, they had not proposed a bill of their own
which would protect the pharmacist and provide the patients
~with less costly alternatives. Mr. Shobe stated that they had

prepared this information and it was submitted to the committee
as Exhibit "M" and is attached hereto. They also submitted to
the committee a letter from Boehringer Ingelheim regarding
patent infringement, which is attached as Exhibit "N" and made
a part hereof.

Mr. Chaney asked them also if they currently posted the
prices of prescription drugs so that the patient's could look
at them. Mr. Shobe stated that they do not post a sign stating
the prices are available for inspection, but that the catalog
is available if it is asked for. Mr. Shobe also pointed out that
the costs of drugs currently is approximately 15% of the total
health care costs and though they felt this type of program would
help to control health care costs, he did not feel you could
impose a cost control program as to generic drug price ceilings.

Upon further discussion, Chairman Jeffrey appointed a sub-
committee to discuss amendments to this bill. The subcommittee
will be comprised of Mr. Bremner, Mr. Tanner and Mr. Horn who
will be working with Mr. Coulter.

There was a brief recess from 5:35 to 5:45 in order to
allow Mrs. Hayes to be called.

AB 10l: Mrs. Hayes stated that this bill was drafted at the
request of one of her constituents whose letter explaining his
request is attached and marked as Exhibit "O". She stated
that he had a ligitiment point and that this bill would help

to alleviate that problem.
(Commitice Minutes)
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Chairman Jeffrey introduced Exhibit "P" into the record
which opposes this bill. A brief discussion among the committee
members followed. Mr. Bremner moved to Indefinitely Postpone
the bill, Mr. Horn seconded the motion and it carried the entire
committee, except for Vice-Chairman Robinson, who was excused,
and Mr. FitzPatrick who abstained.

Chairman Jeffrey also introduced into the record a petition
regarding AB 98 in support of the legislation, and it is attached
and marked Exhibit "Q" and incorporated herein.

There being no further business to come before the committee,
Chairman Jeffrey adjourned the meeting at 6:05 p.m.

Respectfully submitted,

Linda D. Chandler
Committee Secretary

(Committee Minutes)
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CHAIRMAN JEFFREY x
VICE CHAIRMAN RCBINSON | X
MR. BENNETT X |
MR. BREMNEﬁ X
MR. -CHANEY X
" MR. HORN X
MR. SENA X
MR. FITZPATRICK X
MR. RUSK X
MR. TANNER %
MR. WEISE %
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*

PROPOSED CHANGES TO AB98--Generic Drug Substitution

1).

2).

3).

4).

Amend Section 1, paragraph 3:

Each prescription will have two lines, one
indicating that a substitution is permissible
and the other requiring the pharmacist to
"dispense as written." The physician would
have to sign one line or the other.

Amend Section 1, paragraph 4, deleting subsections
(a), (b), and (c) and insert%é%;new subsectioq’:

(a) Before a substitution is made, the pharmacist

shall notify the person presenting the prescription

the amount of the price difference between the brand '
name drug prescribed and the generic drug proposed

for substitution.

{b) _Tho di-eawiiantmiolthe—itge—af—ire—trne—dicponead
LS T et e AL
Add a new section on “Oral scrintions.’

If an oral prescription is involved, the prescriber

1shall instruct the pharmacist as to whether or not a
generic drug may be substituted. The pharmacist shall

note the instructions on the file copy of the
prescription.

Add a new section on "Drug Product Identity."ib Cb&

Each drug sold must ha.\v‘e‘fa%f&ﬁﬁity m%h Twm

capsule. This would apply to the manulacturer.

18
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As a representative of the Food and Drug Administration, I
am pleased to appear and testify regarding the system by
which the Agency assures the quality of the drug supply

that reaches the American consumer.

The Federal Food, Drug and Cosmetic Act requires that
every drug manufacturer be inspected every two years.

Such inspections are done primarily to determine whether
the plant is operating in compliance with our Current Good
Manufacturing Practice (GMP) Regulations. These
regulations specify the basic standards to which a drug
manufacturer must adhere, in order to control his
production process. Stringent process control is

essential to the manufacture of high quality drugs.

A second approach to assuring the quality of drugs is
FDA's surveillance program on marketed drugs to determine

their adherence to Compendial Standards or standards

 established in the "New Drug Applications™ that 'FDA

approves prior to product marketing. Of the thousands of
human drug samples we analyze each year requiring in

excess of 250,000 individual assays, we have found only a

<0
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small percentage of drug products that are not in
compliance with official standards, and thus, require
regulatory action. When these monitoring activities
réveal problems with an entire class or type of drug,
specific intensive programs are established. While some
individual products do fail to meet standards, we do not
have evidence of any widespread problems in meeting the
standards of identity, purity and potency. Although FDA
has strong enforcement measures at its disposal, such as
seizures and injunctions 'to remove defective drugs from
the marketplace, the usual means is through voluntary
recalls by the manufacturer or distributor. A review of
the recall lists for the past several years reveals the
names of many major manufacturers as well as those that

Nt oo e 4 i s s T e——
are not so well k?EiE;/)From this FDA is unable to

fzébnclude that there is any clear difference between large

! ~
/ and small firms or between brand name and generic labeled |

i drugs. There has been a highly publicized recent report
L e =
~ on the behalf of large drug firms which purports to refute

my previous statement. This I will address shortly.

As any list of recalls reveal, errors do occur and

deficient products may on occasion appear on the market.

<1



Therefore, it is important that we have a mechanism for
ifgg&i£ziggﬂsuch deficient products rapidly. 1In 1970, the
FDA established a Drug Product Problem Reporting System to
accomplish this. The system relies on pharmacists in
hospital and community pharmacies to report defects they
encounter. To date, over 20,000 such reports on
individual products have been received by the Agency.
Every one of these reports has been evaluated by the
Agency and about one-third result‘in a special inspection'
of the firm. The information accumulated through these
reports is placed in a computerized file. This file is
continually examined on such questions as whether any
single firm's product is experiencing any special
difficulty with a particular generic drug, or whether a
specific firm is experiencing an unusually high .aumber of

problem reports for a number of its products.

The quality of our drug supply has been the subject of
public debate for the past year. Agencies within the
Federal government that buy drugs, such as the Defense
Department and Veterans Administration, are trying to cut
health care costs without sacrificing quality by

purchasing lower cost generic drugs rather than higher

<
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priced and more heavily promoted brand name versions.
These agencies, as well as states that are interested in
saving money, look to DA to assure the therapeutic
equivalence of drugs made by different manufacturers or

marketed under different brand names.

The FDA position is not that all generic drug products can
be substituted without concern. FDA's position on generic

equivalence is quite simple: we have confidence in all

multisource drugs that have gone through our drug apvroval

process and pose no bioequivalence issue. These

constitute by far the vast majority of drugs prescribed in
this country. As you have probably recently heard, the
FDA has developed for the first time;1a list of drdgs that
have passed through our approval process'and that are
therapeutically equivalent. FDA believes that this list
can be used by states, healthkprofessionals or consumers
who want to save money on health care costs and still be
assured of getting quality products. This list has
already been submitted to the Nevada State Departhent of

Human Resources, and the State Board of Pharmacy.

b -
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During the debate over the generic drug issue, which has
been stimulated to a major degree by those with a
financial stake in it, there has been much misinformation
that may be causing some confusion in the public's mind.
For example, one point which is often raised concerns the
fact that for drugs which first came on the market between
1938 and 1962 some generic brands have been approved
through full New Drug Applications @gégz;;}based on a
determination of safety and efficacy data, whereas othe£
products are approved through a different type of

application called Abbreviated New Drug Applications

T ) |
((Aqulgli On this point, the Agency advises that there is

no scientific or medical reason to require generic drug
firms to regro&e the safety and efficaqy of an active
ingredient and dosage form which is already firmly
established. Rather the approach is to require that
generic products be shown in the AﬁDA to be equivalent to
generic products previously approved under a pre-1962 full

New Drug Application (NDA).

For this class of generic drug products that were
initially introduced on the market between 1938-1962 which

are the subject of both NDA's and ANDA's, the standards of

o ekt emmweerema e e oty
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quality and requirements imposed on ANDA application
holders are as high and as stringent as those imposed on
full NDA's holders for the same generic drugs. One reason
for this is that the majority bf these products involve
full NDA's approved over sixteen years ago, so that new
methodology and tests often have not been imposed as a
requirement of marketing. On the other hand, because the
ANDA was not introduced as a mechanism of drug product
approval until the 1970's, additional requirements
involving modern instrumental techniques and stringent new
special tests (e.g., dissolution tests) have often been

imposed.

Concerning the issue of drug equivalence, the

(gioequivalence of drug products is, of course, of special

interest and importance. The term {éfﬁE:EEEIEEE;Z;;;;;;;J

is applied to a situation where different brands of a drug

involving the same active ingredient, dosagqe form, and
amount of active ingredient produce different/EEfE_T33€i§_
of active ingredient in the body when administered under
identical conditions. A significant difference in one
braﬁd as compared to another can affect therapeutic

performance. Fortunately, there are a limited number of
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active ingredients with dosage forms which present actual
or potential biocequivalence problems. We use the term
"actual" bioequivalence problems to describe
bioinequivalence situations identified by studies on
volunteer subjects or on patients, or through
scientifically documented clinical failures on patients.
By studying those active ingredients and dosage forms
presenting actual documented biocequivalence problems we
have been able to identify factors and characteristics
kwhich are common to drugs presenting such problems. We
have evaluated other active ingredients and dosage forms
to determine which of these possess the apparent'
combination of factors and characteristics that might
cause a bioequivalence problem. Those active ingredients
and dosage forms selected on the basis of thisfégéiuéfion
are referred to as presenting "potential"™ bioequivalence
problems. The point I am making here is that because Jdrug
products which present potential as well as actual
~bioequivalence issues are not substitutable in the Agency
view, is evidence of our extra effort to remove
questionable drugs from consideration for that use.

However, even "bioequivalence problem"™ drugs may be

<6
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"asked an internationally recognized expert on the

pharmaceutical industry, to make a similar division, and
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substituted where the firm has demonstrated the

bicequivalence of their product, and this has been done in

many instances.

- R b rae T W

Over the last few months, there has been a highly
publicized report issued by a major drug manufacturer
indicating that its own evaluation of FDA recall records
showed a difference between products made by so-called
"reséarch-intensive" firms and those made by the remainder
of the companies. The firm has sought a fair measure of
publicity for its study, and as a result we have

undertaken a thorough analysis of it.

This study has numerous methodological defects. It
diviaeé the pharmaceutical industry into two separate
categories: "research-intensive" firms and "other"
firms. The authors do not state that criteria by which

this distinction was made. When analyzing the study, FDA f

his list of research-intensive and other firms differs

significantly from the corporacve authors.
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In analyzing the recall data used in the study, FDA

discovered that the authors had included recalls that has

nothing to do with drug quality and even recalls that did

‘not involve drug products. The study also included

recalls of products that would not even be evaluated by
FDA as therapeutic equivalents. This last error, in
particular, rénders the study irrelevant to the issue of
the quality of drug products that might be substituted for
brand name products. The study included all prescription
drug products in its universe for study irrespective of
their approval status. FDA would consider only those
FDA-approved prescription drug products that are evaluated

as therapeutically equivalent.

Within this universe, FDA has no reason to believe that

Ee 4/1:/; MY AV

any meaningful quality differences exist among,drug

products.

To illustrate this, one can look at the FDA data on
recalls of prescription drug products in 1977. Of the 94
recalls involving product defects likely to have adverse
heaith consequences, 74 involved drug products that~did

not have approved new drug applications and therefore

<8
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wouldn't even be eligible for evaluation as therapeutic
equivalents. Of the remaining 20, a total of 17 were

recalls of products that FDA proposes not to evaluate as

. therapeutically equivalent. Thus, only three recalls in

1977 related to products that FDA would list as being

therapeutic equivalents.

In short, we believe the study does not provide any
justification for questioning our basic confidence in this

nation's drug supply.

The American consumer can be assured that our drug supply
is of the highest quality in the world and that drugs will
do what they are supposed to in the human body.;#%ge 20
more serious recalls on approved drug products I just

hentioned. resulted from about $4.3 billion wholesale sales

volume.

_This is not to say that the present system by which drug

quality, as well as safety and effectiveness, are assured
cannot be improved. The present drug system has served
this country very well for the past 40 years, however at

this point in time it is to some extent antiquated. On

Lm L ebed edmree s
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this basis, the Administration has introduced into
Congress legislation that would completely*overhaul the
drug reqgulatory system for the first time in 40 years.
That legislation is known as the Drug Regqulation Reform
Act of 1978. Unfortunately, it did not pass last vyear,

but it will be considered again by Congress this year.

Now I would be pleased to answer any questions you have
either about my presentation or areas of specific interest

to your Committee.

v
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Mr Chair.an, my name is CRVIS E. REIL and I am the Chaircan of the
NRTA-AARP Nevaca Joint State legislative Committee. Qur two Associations of older
Anericans have over 40,000 hational members in Nevada.

Cormomly called generic drug sustitutlonlaws are now in effect in 40
states, the Diétrict of Columbia and Puerto Rico.

The prixzary aim of these laws is to stimulate pFice competition among
drug manufacturers and by so doing, to lower prescription costs to all patients.

The american consumer has been paying the highest prescription drug prices in the
world. Those hardest hit are the elderly who comprise less than 11 percent of the
population but purchase one out of every four prescriptions. Expeﬁditures for

drugs and drug sundries now represent the second highest out- of- pocket health

cars expenditure for older Americans. The reasons for this are only a limited number
of those over 65 years of age carry private insurance with prescription drug coverage
and that lHedicare pays for prescripticn drugs only when the beneficiary is institu-
tionalized in a hospital or skilled nursing facility and intermediate care facilities.

Being old means a2 person on the average will spend three itizes more for
medication than when he or she was younger. If the older person is chronically ill,
ag over 40 percent of trnem are, and has income below the near poverty level
clasgification, as cne-fourth of t.em do, he or she can be spending as much as 10
percent to 45 percent of his or her licited income on prescription drugs, as-our
Associations learned from a survey of our membership.

#hat is basically wrong in ihis country's drug delivery system is that
the large drug companies have managed over the years to assume almost totzl control
over their econoxic envirrment. -y tals we mean they have in large part becn able to
prevent real and effective p;ice cozpetition. ow do tney do so?

First, following discovery of a new drug entity, the innovator fim
receives a 17-year exclusive patent right to the drug product. In soze cases where

the drug rights are eavolved in legal action tris time can be cver a geater period

of time. 1his mcgopolistic gosition enibles tie company to set the price of the (32:
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drug product at whatever the traffic will bear.

Prices of orand naze drugs usually recain nigh even after patent
expiration because coctors continue to write prescriptions ( nearly nine times out
of ten) using brand naxzes. And they rexain high despite the fact thét research and
developzent costs of the new drug are recouped and tre company realizes a profit witnin
the first three years of marketing, according to the U.S. Department of Health,
Education and Welfare's Task Force on Frescript.on Drugs.

Second, the major drug coxpanies expend about §1 billion anmually on
directing advertising, promotion, free samples and detailmen (salesmzen) into hospitals,
physicians' offices and pharmacies to "educate" health professionals in the importance
of prescribing and dispensing only their brand name producte.

Third, the major drug firms, in codert with organized medicine and
pharmacy during the 1950s were able to convince the states to enact antisubstitution
laws and regulations which prevented pharmacists from dispensing any manufacturer!’
drug produ.ct but the one written by its brand name cn the physicaian's prescription.

The publicly stated reason for the need for antisubstitution laws was
the increasing appearance at that time of fcounterfeit® arugs in the marketiplace.
However, the antisubstitution laws did little to eliminate counterfeit drugs. That
was accomplished by the added authority given the Fooq and Drug Administretion by
the Kefauver-harris drug law amendzents, finally passed over the vigorous oppesition
of the tharzaceutical industry. Since those azendzents become law in 1982, tie FDA
has removed some 7,C00 ineffective drug products from the market.

We belic-ve the antisubstitution laws have been zmuch more successful in
protecting the big drug companies' excessive profits than in protecting patients
health. The real consequence of these stztutes has been to help shut ocut any siznificant
cozpetition by generic drug zanufacturers, even to this day.

Qur Asscciations do not believe that it as been coincidental that -he
past 20 soze years of antis.Sstituion laws have :1:o been the period of greatest

proiit for the large drug m:inufacturers. 33
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ihg typical response of tie Pharmaceutical Manufacturers association is that
higher profiits are necessary for neavy expenditures in resezrch and developzent. 1The
facts belie that argument. A generous estimate of the drug industry's annual research
and developzent expenditure is about six percent of sales-- mostly developuent rather
than research, and much less than the industry spends on marketing. -

Another comxon excuse of the big drug companies for excessive brand neme
drug prices and prorits is their better guality. o such correlation between hizher
prices and better quality is either apparent or substantiated.

The plain fact of the matter is that what American consumers are really
payin: for in higher priced brand name drugs are advertising, promotion, free samples,
and excessive profits. Generic substitution laws will simply permit pharmacists and
consumers the right to select lower priced equivalent drug products whenever the
physician does not insist upon the medical necessity of a paticular manufacturer's
product.

Not one of the 40 st te substitution laws interferes with the
professional prescribing prerogative of physicians or dentists. Prescribers retain
full control over their patient's drug therapy by their right to prohitit sustutution
vhenever they have a zedical reason for doing so.

1he foliowing are provisions of a Prescription Drug Selection Law that
should be avoided.

1. Any formulary that is tied to HEW's maximum allowable cost (MAC) program.

2. Requiring a forzulary with no deadline for the publication of the forzulary.

3. Requiring pharmacist to ihform doctor of substitution.

4. Requiring pharmacist to obtain prior written consent of patient for substituticn.

5. Fequiring ph.rmacist to infora patients of all opiions for filling prescriptions.

6. Requiring pharmacist to label prescription with both the name of the drug
prescribed and the name of the drug dispensed.

7. hequiring patient to request substitution.
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' 8+ Peruitting prescription forcs witdy inted statezent, "Lispense as .ritten,"
or similar words.
9« allowing docfor to check or initizl preprinted st.tezent, "Lispense As aritten"
or sizilar words on prescription order.
(: 10. Requiring coctor to si;n prescripticn order cn one of the two preprinted lines
-

’\"L
. eibfg;stating "substitution Perzitted® =2nd Dispense As written.®

s
v

‘;“ 'Eﬁil Requiring physician to write all prescriptions by gereric n.me is unwcrxable.

i I have a copy of a report YArE GEL:KRICS SAFET" prepared by the New York
State 4sssecbly's bffice of Legislative Cversizht and inzlysis for the First National
Conference on Generic Drugs, hela at the hayflower Hotel in wasnington, L.C., June
23-24, 1978. I was fortunate enough to have attended that Conference. Although they
were invited no one to oy knowlwedge ittendsd 2s representatives of the large drug
manﬁfactu;ers. In the report are 17 pages, double spaced, of a hearing. ".GEN DRe
MARVIL SEIFE TESTIFiIZD UNLER CAlR ZEFCRE TnE Y. ASSE.2LY'S ClsmMITTEE CN CCWSUMER
AFFalnS AD PROTECTICH, o~ REMOVAiD oLL LOUBT IaT GENERICS APPrCVEL :Y TnE FDA CCULD
BE SAFELY SCLD IN Niw YCin STALE. Ire hearing was held 10:00 A... iay 31, 1977. fTne
seventeen pages are interesting reading and could answer numercus guestions that -
night coue up in a persons mind when anayzing the questions related to the Generic
Drug Substitution lLaws. I did not maxe copies of toe 17 pazes tecause oy service as
a representative of the two Associatiuns zre not payed for and i do not have a fund
to pey for the cost of reproducing ithe pages. I can make the rejort available if scue
one can g.t them reprocuced, -nd so desires.

A.B. 98 that tris hearing is considering contains scue of the featurés we

desire to have in a Generic Substituticn ilaw, however, the law would be much stronger
and .ore workable if the text was amended 1o read as ihat found in Senate 5ill 137;
with four iinor caanges in the tesxt as found in Senate zill 137.

. ine four chan es are rezove tie worcing "and the board of cedical exasiners®

from lines 20 and 21 on paze 2; the wording " end the board of wedical exaniners" from

lines 30 und 31 n page 2; tune words "ana ihe bdcard of wedical exawiners® fiow line 38
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on page 2; and <n line SC of pece 2 change tie word "rnYSICIan® to Frai.aCIsi.

T..8 text of/S:iiali 2ILL 137 cpntains provisions that have been selected by
reviewing the substituticn Laws in the 40 States inat now do have such laws. Tresse
previsions have proven workadle in ‘he various states.

The fcllowing is results focund in several of the States that ncw have
Substitution Laws.

(Frem a statezent of Fred Wegner, Legislati#e Eepresentative of LRIA/AARP

tefore Indi:na Legislature July 26, 1978)

"The earliest returns on savings are snowisg up in state medicad prograxzs,

oY)
ep)
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where they are most easily docuuzented. Medi- Cal -~ the Cafifornia iedicaid program —
estimated a 5 million savings twoc years ago. Florida Medicaid recently estimated 2.4
zillion savings and the Jack Echerd.Drug Store Chain claimed to have saved its patients
over §1 million in a year's time. A recent survey in kichigan fcund actual savings to
consuzers of about {3C0,C00 while placing potential savings at 318 million.

"A recent 130-rthar:acy survey in [elaware of 12 frequently prescribed drugs
found that the prices of ten of the drugs did not incrsase during the study period in

contrast with a 7.C4 percent increase in the Consumer Price Index. For seven of thre

drugs stuied, significant savings of from three cents to 13 cents per unit were revealed.

(Frem a paper ®CCST IMFLICATIONS C(F DRUG PRCLUCT SELECTICN LEGISLATION® by
THECDCORE GCLDBZRG, Ph.D., presented at the Invitational Dissemination work shop on
Drug Product Selection Legislation, Detroit, Michigan, april 13 anl4, 1978. The workshop
was co-sponsored by the National Center for Health Servicess Research, Department of
HeE.W. and and the Drug Study Project Group of the Department of Community Medicine,
¥ayne State University School of Medicine, Detroit Michigzn. )

YFor the first year after the richigan law becace effective, there was
approximately a 21 percent savings (or yle14 savings per prescripticn) when substituticn
occured. The second year's savings were remarkably cleose being approxizately 29 percent
or §l.15 per prescription. The corresponding figures for hisconsin for six months of
the latter year (which wa the first six months of allowable substitution in wisconsin)
wag §.87 a prescription, or 17 percent.“

(Froz = leéter of April 1975 sent by Fred liegner, Legislative Representative
of KRTA/AARP to hr. J. Maternik in Trent;n, New Jersey)

®Your physician may believe t:at in the best interest of your health he zust
prescribe a brand n:zme drug because drug salescen spend much time and wmoney in perpet-
uating the oyth that brand names are syncoymcus with quality and that generic drugs are
of inferior quality. Cr he zay believe ne is protecting you by assuring you that the
drug he presrited is one procduced oy a "reliaole® manufacturer.

If so, kis opinion seems to bLe based cn erroneous c wisleading inforwaticn.
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For, as ycu prooebly lmow, after a firm's 17-year drug patent has expired, other firms
have the right to produce that drug, zccording to the same chezical specifications, upon
approval cf its safctly and efficacy by the Food and Drug adzinistrtion. Then strange
circumstances btegin to takéufiaco in the pharmaceutical fgnderland, perhaps un<nown to
your physicien, but not to jyour pharmacist. Drug marufacturers trade brand names; they
change product formulas without changing the brand neues, the identicsal drug procuced
by one manfaturer is sold under different brand names and even its generic nacze, and a
manufacturer's brand na.e drug might be produced by another manufacturer. In light of
ihese cifcumstances, does your physician really xnow which firm produced the brand
nacze drug he presribed?

3The Aﬁerican Pharmaceutical Association (AiPhA), national professional
organization of pharmacists, makes a convincing case that, except when a prescriber
specifically writes %no substitution" on a prescription order, the pharmacist, as the
health professional with the greatest knowledge of pharxacolozy, should select the
. drug product to te dispensed, utilizing as one critericn the relative costs of
chemically equivalent drugs. ArhA is supported in that position by a unanimous resolut-

ion of the Drug Research Eoard of the National Academy of Sciences/i{ational hesearca -

Council, & hi_hly :espected group of scientific and pharmacclogical experi that

g i g 73 S s

includes three representative of dfug manufacturers.

8The fact that our issociations' concur with'the conclusicns of these
l:aders of U.S. pharmacology is evident by one of ocur 1875 State legislative Guide~
liness "we urge states to repeal antisubstitution laws and regulaticns and to percit
drug product selection by pharmacists as a .eans to more econozical drug dispensing.”

¥ lLe :savings from generic dispensing has been recognized by the federal
governzent as well. The U;S. Lepartzent of :ealth, Education and welfere (&ZEw) will
soon make rinal its regulatcry proposals that federal drug prograzs will begin
reimbursing providers ony for "the lowest cost drug widely and consistently availéble
in the U.3." in cases where a drug is available Ircm wore than cne manufacturer,

unless the physician presents a ,roper zeaical reason f'or insisting upon a particular
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brand name procduct. In implecenting the prograz, nEi 1s currently developing guide=-
lines and controls to asgsure that chezically equivalent drugs have equal
bicavailability and therajeutic value within 2n acceptable range.¥

"It is ironic that scme aAxerican doctors insist upon the drug product
of a particular manulacturer for oifice patients, yet relincuish thit firm stance for
their hospital patients. In nearly 24% of U.S. hospitals, the Chiel Pharuacist always
or usually has the authority to select the manufacturer of drug products used by
patients in that hospital, a power grantsd him by the Pharmécy and Thera peutics
Committee which includes physicians among their mezbers.

"No other country in the world enjoys drug pfoducts of higher quality,
safety and effectiveness than does.our cwn. For tnis, we are indebted to the Focd znd
Drug Administration and the pharzaccutical manufacturers. ind the citizens of no other
country in the world are burdened by hizher prescripticn drug prices than our own.
Por ths, they are indept:cd to the pharzaccutical manufacturers alone.”

(From a letter sent by Fred VWegner, LWRTA/AARP Legislative Reprentative
to the other seven legislative Represent_tives of NETA/AARP)

"attached is a case study by a Michigan pharmacist showing ine savings to
patients and the econories to the pharmaciests from generic substitution.

"Average savinges to patients per prescription: §2.09."
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Testimony of Dr. James D. Pitts:

Good afternoon gentlemen of the Commerce Committee. I am Dr.
James D. Pitts, representing the NSMA to testify on AB 98.

First I would like to state that the NSMA is in full agreement
with the intent of AB 98, that is, we feel that the best possible
Medical Care should be available at the least expense to the
patient.

I hope that with this testimony, I will be able to give you some
insight into the whole spectrum of generic prescriptions, so that
any bill passed doesn't just seem like a good idea at the time,
but reaches the goal intended.

As many physicians, my background in pharmacology in medical
school was primarily utilizing the chemical or generic names. I
continue to write some prescriptions in this manner.

My first encounter with a break down in this system, was while
serving as a physicial in Viet Nam. "The government let contracts
for generic Tetracycline. The lowest bid came from some firm in
Italy. The only problem came when the pills were taken. They
came out as they went in, without any absorbtion. We called them
"Klinkers", after the sound they made when they fell into one-
half of 55 gallon drums we used for toilets.

This one example points out one of the great pitfalls in generic
drugs. That is bioequivalency. You could crush the pills up
and test them in a laboratory and, yes, they were Tetracycline,
but, they did not cause a serum level at all because when taken
they did not dissolve.

How many patients were harmed prior to this discovery will never
be known. The government didn't ever probably realize that the
money it "saved" really increased the cost, because, not only did
they buy the "cheap" medications, but we ended up using substi-
tute medications to treat the disease. Plus, an immeasurable
amount of lost time for those GI's with Ameobiases who did not
respond to the "Klinkers".

So my first point is that it may seem like a good idea to pass a
generic drug bill and Mr. Calafonto is pushing for such a bill now,-
but please realize that the citizens of Nevada may not benefit, if
a good system of checks is not placed along with the legislation.

A system of checks costs money as will the bureaucracy so formed
cost more than the money saved in the first place.

I don't know gentlemen, I'm a physician, not an accountant, you'll
have to decide that. Might we not be better off educating the pre-
scribing physicians to true bioequivalent generic drugs as they have
primarily the patient's welfare in mind when treating them.

Thank you.
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Febada Hurses' Dsggociation

3660 Baker Lane Reno, Nevada 89509 (702) 825-3555

FEBRUARY 1, 1979
ASSEMBLY COMMITTEE ON COMMERCE - AB 98, "GENERIC DRUG BILL"

CONTACT PERSON: PAT GOTHBERG, NNA EXEZCUTIVE DIRECTOR

The Nevada Nurses' Association supports legislation providing

for drug product selection. As proposals are made to this

session of the Legislature, we would like to contribute suggestions
about those things which we feel are essential to a good

workable bill.

1. The entire concept of drug product selection is based upon
the assumption that the generic drug is exactly the same
as the brand name drug that it replaces.” A good bill will
contain provisions for a formulary, either positive or

‘ negative., This list should be approved by the FDA.

2. Again, using the given assumption that the generic drug
is the same as the brand name drug that it replaces, we
believe that the consumer is the one person who should
make the decision. This element is extremely important
to our members. Futhermore, the person most qualified to
assist the consumer in his decision is the pharmacist as
he is the most familiar with all kinds of available drugs.

3. Drug product selection legislation is only effective if there
is a guarantee of savings to the consumer. We would ask
that the committee look at possibilities of insuring that
the savings be passed on to the consumer. How will this
be enforced? We would suggest that one solution might be
a requirement that notice.be posted at the pharmacy.

AB 98 appears to be a workable bill and we would urge your
favorable consideration and action along with possible changes
which would place the decision with the consumer and which
would provide some sort of enforcement of the cost savings being
passed on to the consumer.
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Pebada Furges’ Zgsociation

3660 Baker Lane Reno, Nevada 89509 (702) 825-3555

PROPOSED AMENDMENTS TO AB 98

1. Delete lines 8, 9, 10 and 11 and replace with:

designated. The pharmacist who [dispenses {a drug pursuant
to this section assumes the same responsibility for
dispensing that drug as would be incurred in filling a
prescription for a drug prescribed by its generic name.

2. Add to the end of line 14:

The state board of pharmacy shall mail to the pharmacist in
charge of each pharmacy the formulary, upon adoption, on
or before January 1, 1980.

3. Insert a new section after the above:

Each pharmacy shall prominently display at or near the place
where prescriptions are dispensed the following information in
block letters not less than 1 inch in height:

STATE LAW ALLOWS A LESS EXPENSIVE GENERICALLY EQUIVALENT
DRUG TO BE SUBSTITUTED FOR A DRUG DESIGNATED BY A TRADE
OR BRAND NAME UNLESS YOUR PHYSICIAN REQUESTS OTHERWISE.
CONSULT YOUR PHARMACIST CONCERNING THE AVAILABILITY OF
THE LEAST EXPENSIVE DRUG FOR YOUR USE.

4, Delete line 15 on page 1 and lines 1 and 2 on page 2
and replace with:

The patient may request the pharmacist to dispense a generic
drug which has the same active chemical ingredients as a
prescribed brand or trade name drug unless the prescriber
writes '"medically necessary' on the prescriptionm.
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WAY NE STATE UNIVERSITY

SCHOOQL OF MEDICINE GORDON H.SCOTT HALL
OF BASIC MEDICAL SCIENCES
340 EAST CANFIELD AVENUE
DETROIT, MICHIGAN 48201

" December 8, 1978

_‘-/__,_m—"’ -7 ' “/,/\
) ——
Mr. John B. McSweeney, Administrator Ve T e
Division of Aging Services T 7 . R
Department of Human Resources NPT S
State of Nevada ’ e T
Kinkead Building, Room 101 PR -
505 East King Street R e
Capital Complex - -
Carson City, Nevada 89710 L _ '”///j::/l
e T
Dear Mr. McSweeney: 1,;;/””/’ o

Your letter, with the enclosure of the Act regarding geﬁéfﬁc substitution,
arrived in my office on December 1st. I have attempted to review its provisions
as quickly as possible and to respond to you without delay.

The following comments are intended to raise questions which, in Tight of our
experiences, require further considerations, since the subjects to which they are
directed will have important consequences for the achievement of the desired goals
of the legislation.

Sec. 2. I would suggest the following language for this section:

"‘Generically equivalent drugs' are drug products
having the same active chemical ingredients,
finished dosage form and strength."

Sec. 3.1. I would suggest that you use the term "drug product” rather
than "drug." As a matter of fact, this suggestion applies
throughout the document. Secondly, this section as currently
written applies only to prescriptions that are written by
brand name. It overlooks the 20 percent of multiple-source
prescriptions which are written generically. Therefore, I
would suggest an additional clause, probably Sec. 3.3., which
would be along the lines of the Wisconsin law, and would say:

"If a drug is prescribed generically, the prescriptions
shall be filled with one of its drug product eauiva-
lents having a cost not higher than the average wholesale
cost of all of its drug product equivalents."
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Page 2
Sec. 4.2.
Sec. 5.

Exny B 6 _

Should be revised to insert the word "product" after drua
in two places.

This is a very important section in that it deals with the
issue of who gets the savings and how they are to be determined.
There are several questions that arise about this section:

1.

One problem is that the “price" (that is, the retail
price) of the generically equivalent substitute may not
reflect the lower "cost" (that is, the ingredient cost)
of the generic substitute. Thus, unless the Act is
specific about how savings are to be calculated, it's
possible that the "full savings," whatever that term
means in the Act, may not be passed on to the consumer.

To illustrate: Product "A," which was the one written
for in the prescription, may have an ingredient
acquisition cost to the pharmacist of $10.00, a mark-up
of $5.00, and, thus, a retail selling price of $15.00.

When the prescription is presented to the pharmacist,
he/she, under the provision of the Act, would be required
to dispense a product of lower price, but the price can be
any amount lower. Thus a pharmacist may dispense

Product B, for which the acquisition cost may have been
$5.00 but the final selling price may have been established
at $13.00. Thus the price of Product B was below that of
Product A (by $2.00) which would accrue to the purchaser.
But the difference in acquisition costs was $5.00 ($10.00
for Product A and $5.00 for Product B) which could have
been passed on to the consumer. If this is what the Act
had contemplated and anticipated, then the lanauage of
this section would have to be clarified. Langquage that
would require passing on the full difference in the
acquisition costs of the two products would be along the
Tines of the following:

"If a pharmacist dispenses a generically equivalent
drug product, the pharmacist shall pass on the
savings in cost to the consumer. The savings in
cost is the difference between the wholesale cost to
the pharmacist of the 2 drug products.”

A second problem in this section is what is meant by the term
“purchaser.” Does it mean the person for whom the prescription
is written or the person who pays for the prescriotion? If

the latter, does it mean the patient as well as a third-party
payor? If it is meant to apoly to third-party payors, as it
seems to be, then the language should be changed to reflect
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December 8, 1978
Page 3

Sec. 6.

Sec. 7.

6_ .

this (possibly by adding the words "or to whomever pays
on his behalf" parenthetically after the term "purchaser"
in two places in this section). It should be recognized,
however, that the passing on of savings to a third-party
payor may reduce the incentive for the purchaser to
request, or accept, lower-priced generically equivalent
products.

I assume that there is a state requirement that a record of all
prescriptions must be maintained for a minimum three year period.
Thus, this section would impose no additional work. What I think
this section means is that when a substitution takes place, it
must be recorded on the prescription order which in turn must be
maintained for a three year period. The language could be as
follows:

“The pharmacist shall note on the original prescription
that a different source of the drug entity was dispensed
than the one prescribed by showing on the face of the
prescription the name of the drug product, or labeler's
name for the drug product, dispensed. These prescriptions
should be maintained as prescribed by law for all prescrip-
tions."

This section is another of the most important ones in the Act and
involves a number of issues which require clarification.

1. Each pharmacy is required to establish its own individual
"positive formulary" which "matches each drug designated
by a trade or brand name with all drugs generically
equivalent to it." This seems to imply that each pharmacy
is required to develop a “"positive formulary" of all drug
products not included in the “negative formulary" established
in accordance with section 8. But, if this is the case,
why wouldn't it be simpler to adopt a statewide "positive
formulary" which would be adopted by each of the state's
pharmacies? (This wouldn't mean that each pharmacy would
have to stock all products included in the Formulary, but
that substitution could only occur among products included
in the Formulary.) The language of the Act could clearly
indicate that the pharmacist would have to fill a prescrip-
tion with a less expensive generically equivalent drug
product, among those "stocked in his pharmacy."

If a single statewide Formulary was adopted, then the language
of section 7, "The pharmacy may use any source it deems reliable
in compiling the formulary." would be unnecessary. If the
individual pharmacy formulary is maintained, then this language
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December 8,

Page 4
Sec. 8.
Sec. 10.
Sec. 11.

1

regarding the indivfdual discretion given to pharmacists in
adopting their formularies could result in some pharmacies
having very limited formularies, if any at all.

In addition, no mention is made of a requirement for pharmacies
to file their formularies with the state. Such a provision
would be a prerequisite to any intended monitoring of drug
product selection legislation.

This is one of the most important sections of the Act and
requires a good deal of consideration.

The intent of this section is clear and the only problem that I
see is in its implementation. On what basis does the state board
of pharmacy and the board of medical examiners determine that
drugs (products) have "been demonstrated clinically not to be
biologically or therapeutically equivalent?" I suspect that the
law needs to be more specific in directing the state boards.

For examnle, reference could be made to reports published by

the F.D.A. as the basis for a determination.

Subsection 3 of section 8 seems fine except that the "negative
formulary" should be required to be reviewed periodically. Thus,
perhaps this subsection could have the phrase "but not less
frequently than every six months." added to it.

This approach may also avoid a possible problem with subsection 4
whereby a complaintant would have the burden of establishing -
that the state boards had erred in incorrectly listing a product,
or drug entity, in the negative formulary. Establishing an
objective source for this determination may avoid wide-scale
complaints.

The notice to be posted should add the word "PRODUCT" f0110w1ng
each use of the term "DRUG."

Does the term "standard of care"” mean that a pharmacist incurs no
greater legal liability when practicing drug product selection

than when filling a generically written prescription? If so, why
not say that more directly, in lanquage along the following lines:

"The 1iability of a [pharmacist] in substituting according

to this Act shall be no greater than that which is incurred
in the filling of a generically written prescription.”

~
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Sec. 12. This wording would imply greater protection for the prescriber

when a substitution takes place than if the prescription was
dispensed as written. Why not apply the same aporoach as is
suggested in section 11, which would say simply that no greater
Tiability is incurred in the case of substitution than would
have been incurred had the prescription been written generically
and the pharmacist had chosen a product to be dispensed.

Two other suggestions that 1 would make for your consideration are:

1.

A provision allowing the state board of pharmacy to review how and to what
extent the state's pharmacies are implementing the orovision of this Act.
The board of pharmacy would be allowed to survey pharmacies to determine

the pricing of drug products, which products were being dispensed, and
which products were being used in filling generically written prescriptions.

A provision requiring the state board of pharmacy to ‘report annually to

the legislature on the amount of savings resulting from the operation of the
drug substitution legislation. Language for thisprovision could be along
the following lines: '

"The department of ( ) shall have the duty of
monitoring the cost savings effected by substitutions,
and shall issue rules and regulations to effect such

“monitoring, and shall annually report to the Tegislative
as to cost savings being achieved as well as potential
cost savings." )

I hope these comments prove to be helpful. If I can be of further assistance by
meeting with you in Nevada or by providing other detailed suggestions in writing,
Just let me know. .

TG/mio

Yours sincerely,

7

Thgadere Goldberg
Professor and Chairman
Department of Community Medicine
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STATEMENT OF
MICHAEL PERTSCHUK
CHAIRMAN

FEDERAL TRADE COMMISSION

BEFORE THE
SUBCOMMITTEE ON CONSUMER PROTECTION AND FINANCE
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Mr. Chairman, members of the Subcommittee, I am
pleased to have this opportunity to discuss the
deregulation of ggneric'drug substitution. Consumers have
an enormous stake in this issue, and for that reason the
Fedefal Trade Commission has taken an active interest in
it.

Within the next few months, our Bureau of Consumer
‘Protection will release a staff report presenting the
results of its nearly two-year investigation of generic
drug substitution. The staff is working closely with its
counterparts in the Food and Drug Administration and the
Department of Health, Education and Welfare. 1In addition
to collecting and analyzing published articles, disserta-
tions and surveys, the staff has solicited comments and
supporting documentation from representatives of brand-
name and generic manufacturefs, consumers, pharmacists
and pnysicians. Consultants were hired to estimate the
economic impact of substitution laws, and ‘an independent
market-research firm conducted a mpltistate survey of
pharmacists' attitudes and behavior to determine the types
of provisions that can most effectively encourage pharmacists
to subétitute low-cost generics. As a result of this investi-
gation, we hope to develop for the states a model‘substitutipn
law—--one that will succeed in bringing prices down.

although the staff report is not yet completed, we

have learned a great deal about both the problem of
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substitution--or lack of substitution, to be more
precise--and the pros and cohs of various solutions to
it. 'First, let me say a few words ébout the problem.

‘ 'Consumers speﬁt over $8 biilion for prescription —_
drugs in 1977, and the figureAwill undoubtedly be up )
in 1978. 1/ A considéréblegéortion of this ‘
expenditure-—-amounting to hundreds of millions of
dollars 2/--could be saved if the market fostered the
purchase of the lowest-cost equivalent drugs.

Unfortunately, as you know, the forces of competition

do not work well in a market wheresthe consumer who:. ~
ggz§;§92§;ﬂat_£hQQSQL_agq‘Ehe bhysician‘wh ses . f/;>‘
does not pay. _ ’ _ \\\
Geﬁerically equivalent drugs are frequently sold %
at grossly disparate prices. 3/ Yet it has been E

demonstrated that physicians often have little knowledge

e ——_.

of drug prices. One recent study showed that of 144
R - .
physicians responding to a survey, 32% said they had

“qg;ideaﬁ of the prices of‘prescriptiogndrugs.’i/

And when the same physicians were asked to rank
themselves as to their degree of knowledge of drug
prices on a scale of 1 (very informed)lto 5 (uninformed),

64% assessed themselves at a 4 or 5.

H
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The reason is simple: there is little incentive for
a physician to shop around for the least expensive drug
products. First, patients do not choose their physicians
on the basis of the cost of the drugs the physician
prescribes. 1Indeed, probably'only a small percentage
of patients currently know enough about comparative drug
prices or the availability of less expensive generic
equivalents to ask the doctor to prescribe low-cost
generic drugs. Second, it is time-consuming, and
therefore costly, for physicians to acquire comparative
price information.

Drug manufacturers are aware that they would not gai;\\\

physician loyalty on the basis of price competition.

Instead, they spend millions of dollars promoting their

brand name products. A 1977 Federal Trade Commission
" ..,.,-,,*h___/ - - ° . A
staff report notes that, in 1970, 30-of the largest

marketers of prescription drugs spent $682'million

on drug promotion, an amount representing 21% of the
n g FTERmr
firms' total sales in the United States or an outlay

of more than $2400 per practicing physician. 5/

Not surpriéingly, physicians as a group tend to prescribe
by these heavily-promoted, easily-remembered brand
names: nearly 90 percent of all new prescriptions
are written by the brand name of the drug. 6/ The
FTC staff report revealed further that physicians

3
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demonstrated a strong preference for the brands that
were the‘first of their kind to enter the market, and
were persuaded to prescribe late-entering brands only
if they offered some specific therapeutic gain. 7/
The report states,

Physicians' preferences for a relatively

small number of trademarked, brand-name drugs are

probably rational responses to the proliferation of

trademarked drugs in the industry as a whole. For
just one dosage strength of one generic chemical,

20 mg. PETN, the physician faces a bewildering

array of alternatives. 1In 1971, 61 firms offered

PETN, 32 under a brand name. To weigh the quality

and price alternatives presented by such an array of

drugs would involve a notable feat of research and
memory. As one pharmacologist has noted, doctors

are human beings, not computers . . . . 8/

While pharmacists are no less human, they have the
capacity to be more efficient in selecting drug products.
First, of course, the pharmacist is aware of price
differences. Moreover, the pharmacist is intensively
trained in drug pharmacology, and is considered technically
qualified to dispense generic drug products safely. 9/
Indeed, pharmacists have long been allowed to select drug
sources for generically written prescriptions. Yet in
some states antisubstitution laws prevent the pharmacist
from using his or her expertise to select a less expensive
equivalent product to £ill a brand-name prescription.

One way to promote price competition, then,

would be enactment of less restrictive state laws.

About 40 states do now permit some form of pharmacist

Y
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selection. The state laws, however, vary greatly in
their potential effectiveness; indeed, as I will explain
in a few moments, some "substitution" laws impose so
mény burdens and restrictions on the substituting
phérmacist that substitution simply does not take place.

Nevertheless, the most sensible role for the federal
government at this stage may not be enactment of
preemptive legislation. Because the states are currently
in a perioa of transition--some are beginning to seek
actively to make their substitution laws effective--it
may be more appropriate to continue to monitor closely
the impact of the various state laws, and reserve judgment
as to whether federal intervention is warranted. Aas I
mentioned earlier, our staff is currently analyzing the
state laws and attempting to determine which appfoaches
work best to encourage pharmacists to substitute low-cost
generics. Our report will be finished and made public
this fall, but we intend to continue our scrutiny of
competition in the prescription drug market as the
various state laws make their mark.

Furthermofe, there is a serious drawback to
enaéting federal legislation before we have definitive
evidence that it is needed: the difficulty and cost
of federal enforcement. An attempt by the FTC--or,
probably, any federal agency--tc police every sale of
a prescription drug would undoubtedly be burdensome.

5
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A better approach, at this -stage, would be to observe

_and evaluate the states' efforts to enforce their

1$ws through the pharmaceutical regqulatory bodies
and mechanisms already at their disposal.

We do, however, have some specific comments about
H.R. 1963, the bill now before the Subcommittee. This
bill contains what we believe, based on our studies to
date, to be some of the most essential features of a
good substitution law. At the same time, we recommend
that certain revisions be made, if a determination is
made that legislation should be énacted by Congress at
this time,

H.R. 1963 permits, vather than requires, substitution
of a lower-priced generic drug for a drug prescribed by
brand name. That is a wise approach. A pharmacist who
is allowed to substitute lower-cost drugs has an economic
incentive to substitute and to pass-on cost savings to
consumers in order to compete with other pharmacists for
the consumer dollar. And competition a: the retail level
is likely to be enhanced by the recently recognized right ™

of pharmacists to advertise drug prices. 10/ If pharmacist {

substitution does occur, the manufacturers selling higher-

priced drugs to the pharmacists will be motivated to
lower their prices in order to compeite with the substitutes.
Thus, competition at these two levels of drug distribution
will produce lower prices for consumers.

6
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In sﬁort, this is an instance where, according to
information available at this time, the market is likely
to work well enough by>ipse1f that a regulatory mandate
is not required. |

For the same reason, the best approach to substitu-
tion would not attempt to force pharmacists to pass on to -
consumers all cost savings; H.R. 1963 does not attempt to
do this. 1In those states that have mandatory pass-ons,
the pharmacist cannot profit byvso much as a penny for
costs incﬁrred in using his or her skills to search for,
stock and dispense lower-cost generics. Rather than ‘
encourage competition, then, mahdatéry pass-ons provide

an economic disincentive for substitution by the pharmacist.

A good substitution program should allow the pharmacist
to bill at his or her usual retail price for a lower
cost'géneric equivalent, since the marketplace should
work to ensure that pharmacists pass on to consumers a

healthy portion of the cost savings. Only if the market -
i

fails should more restrictive actions be considered.

While H.R. 1963 does not have a mandatory pass-on,

it permits a pharmacist to select only the lowest cost

product in stock, whether the drug was prescribed by

brand name (section 2(a)(1)(B)) or by established name

(section (2)(b)(1l)). This restriction is probably neither

necessary nor workable. It is'unnecessary because, as 3 -
I have outlined, the market is likely to accomplish

7



EXHI BIT H

' the same end unassisted. It is not workable because,
first, the pharmacist could technically comply by pricing
the least expensive product in stock only 1¢ below the
brand name drug pfescribed. Second, a pharmacist who did
not wish to be forced to sell the substitute at the price
of the least expensive drug in inventory could refuse to
stock the lowest-cost products at all--so that the
effect would be to raise overall retail drué prices.
Indeed, with respect to genericaily—written prescriptions,
there is evidence that this type of restriction on the
pharmacist does not save consumers‘money. One study
showed that greater savings have been generated in
. Michigan, which has no such provision, than in Wisconsin,
which does have one. 11/ ///'
Moreover, to determine whether a violation of the
lowest;price—in—stock provision has occurred, the Commission
would need to ascertain the various prices of drugs in a
pharmacist's inventory at the time a particuiar substitution
took place. This determination might be impossible; it
would cettainly be costly. Especially in light of this
enforcement problem, it makes more sense to test the
forces of competition in an unfettered market‘before
authbrizing or mandating substitution of only the

eforev.xecommend. thas

lowest~priced drug in stock. Weither
= HyRe3963¢ be: revised . to:.permit .pbarmacist ‘substitution
‘ of. any. lower—-cost..equivalent -drug:.product &
' 8
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A sound approach to substitution also must retain
physician control over what drug product the patient buys.
H.R. 1963, like current state substitution laws, gives the
physician who wishes to prescribe a brand-name drug for
a specific medical purpose absolute authority to do so.
However, a good substitution iaw must ensure that the
physician who'directs that a prescription be filled by
a brand-name drug is doing so deliberately, by requiring
- simply that the physician take a second or tﬁo to handwrite
"medically necessary."” (That is the phrase already used
in HEW'S'Méximum Allowable Cost program.) If the physician
fails to take this action, the pharmacist can substitute
a generic equivalent. 1In those states that have repealed
anti-substitution laws, the "medically necessary" legend
is rarely added, although prescriptions are still
frequently written in brand-name language. 12/ So
we recommend that H.R. 1963 explicitly require the
doctor to write "medically necessary" if hé or she
wishes to prevent substitution for medical reasons.

Another key element of a workable approach to
generic substitution is the adoption of a "positive
formulary," a list of generic drug products that are
safe, effective and thérapeutically egquivalent to the
brand-name products. (A "negative formulary,” a list
of nonsubstitutable drug products, might serve the same
purpose, but of those pharmacists responding to our

9
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survey who favored a formulary, most preferred the

positive formulary approach.)

o EO AL R E Yo M0 D Seak

. . . . .
Nggmggiéﬁémékﬁkg*nSUCh lists help the pharmacist, who i

the most logical person to search out the lower cost

substitutes, to choose safely. And through vigorous FDA

enforcement of quality control, the pharmacist can be

confident of the continuing reliability of these lists.

We note that H.R. 1963 includes a provision preempting
state law: section 4 of the bill provides that a stdte may
not establish or enforce a‘law or practice which prohibits
a pharmacist from taking an action authorized or required
by section 2. It is not clear to us whether a state law
would be in violation if, while posiﬁg as a "substitution"
law, it imposes requirements so burdensome that pharmacists
are deterred from engaging in pr&duct selection. 'For
example, some state laws include extensive requirements
as to the manner in which a pharmacist must notify the
patient that substitution has occurred, inform the paﬁient
of the exact price savings, and in some cases obtain the
patient's affirmative consent. Other laws require that
the pharmacist notify the physician by telephone or in
writing each time a substitute is dispensed. Some

10
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of these requirements may serve legitimate state
interests, but they also may frustrate substitution.
If any overly burdensome provisions are to be preempted
by federal legislation, the bill may have to addréss
them specifically.gfy
Finally, with respect to phafmacist liagbility: our
séudy shows that pharmacists are very concerned about what
they perceive to be the increased risk of lawsuits arising
from the substitution of generic equivalents, and that this
fear often deters them from substitﬁting as often as they
would do otherwise. 1In addition, some brand-name manufacturers
appear to be magnifying this fear through dissemination of
scare stories, so-called "educational" seminars, and so on.
To the best of our knowledge, and according to every

brand-name manufacturer and trade association we have

contacted,

written prescription. Neither are the major pharmacy

insurers we contacted aware of any insurance claims
filed. Although the pharmacist may be selecting drug
sources more often, the nature of his or her activity
remains the same--pharmacists have for years filled
generically written prescriptions without incident.
Therefore, we see no basis for the exaggerated claims
being presented about liability, and we think it

11
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is imperative that pharmacists receive objective in-
formation about potential liability, and about the type
of protection afforded by the insurance policies of the‘
pharmaceutical manufacturers and by thé pharmacists' 6wn
policies.

This brings me to my closing point. A substitution

law, even one which embodies all of the features we have

identified as essential, wikEsonkitbece

a';’ ‘ . g I s T i
must be provided with the facts about liability and with

Ft®“Bducational-programa. Pharmacists

comparative source information. .Physicians must be assured
that they retain absolute authority to insist upon a
particular drug source when they think it medically
necessary. And consumers must be informed about the
availability of generic drugs and the sa&ings they make
possible. Federal programs to support these educational
efforts could help to ensure that é substitution law, at
the state or federal level, will work.

At the FTC, we will contiﬁue to monitor carefully
the success of substitution, and stand ready to take
whatever action is necessary to ensure the health
of price competition in the prescription drug market.

Thank you. I will be glad to answer any questions.

12

60



EXHI B1T 4 W

Goldberg, supra. In Ontario, "No Substitution" is indicated

on less than 1% of prescriptions. Allan E. Dyer, "Implementation
and Implications of Applying Drug Product Selection to Selected
Populations,"” presented at Invitational Dissemination Workshop

on Drug Product Selection, Detroit, Michigan, April 13, 1978.

The FTC pharmacist survey shows similar results.

Moreover, it has been demonstrated that if preprinted
prescription blanks requiring the physician to sign one of
two lines--"D.A.W.™ or "Substitution Permitted"--are used, doctors
preclude product selection in most cases. In Delaware, 62.1%
of prescriptions were signed on the "D.A.W." line. Fink and
Myers, "Effectiveness of Drug Product Selection Legislation
in Delaware," adapted from presentation to the ‘American
Pharmaceutical Assn., Montreal, Canada, May 17, 1978. A New
York Board of Pharmacy survey showed 74% of the preprinted forms
were signed on the "D.A.W." line. N.Y. Times, June 2, 1978
at B6. The FTC survey shows similar results.
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FOOTNOTES

1 / Pharmacy Times, April 1978, p. 41l. The figure
increased by 13% between 1976 and 1977, according to
pharmaceutical industry figures.

2 / Our Bureau of Economics staff estimates the potential
savings for 60 popular multisource drugs at $341 mllllon.

3 / For example, HEW recently found that wholesale prices
for 100 capsules -of generic drug ampicillin in 250 mg doses
varied from $6.00 to $18.74. Address by James T. Doliuso,
"A Perspective of Bioavailability/Bioequivalence,” 23rd
National Meeting of APLA Academy of Pharmaceutical Sciences,
Phoenix, Arizona (Nov. 14, 1977). Similar disparities
exist for other drugs. See, e.g., Vol. 2, Wisconsin Drug
Formulary (Feb. 1977). :

4 / Presentation by Joseph L. Fink, III and Daniel J.
Kerrigan, "Physicians' Knowledge of Drug Prices,"” 23rd
National Meeting of APLA Academy of Pharmaceutical Sciences,
Phoenix, Arizona (Nov. 14, 1977).

5 / Bond and Lean, "Sales, Promotion, and Product
Differentiation in two Prescription Drug Markets," a Bureau
of Economics Staff Report to the Federal Trade Commission,
Feb. 1977, p. 1. Some more recent trade estimates have

put total pharmaceutical advertising and promotion outlays
at $1 billion for 1977. Advertising Age, Feb. 13, 1978,

pP. 68.

6 / Bond and Lean, supra, p. 76; see also Pharmacy Times,
April 1977, p. 38.

7/ Bond and Lean, supra.
8 / Bond and Lean, supra.

9 / Goldberg, et al., "Evaluation of Impact of Drug Substltutlon
Legislation," Vol. NS16, No. 2, Journal of the American
Pharmaceutical Ass'n. (1976).

10/ See, Virginia State Board of Pharmacy v. Virginia
Citizens Consumer Council, 425 U.S. 748 (1976).

11/ Theodore Goldberg, "Cost Implications of Drug Product Selection
Legislation," presented at Invitational Dissemination Workshop
on Drug Product Selection Legislation, Detroit, Michigan,
April 13-14, 1978.

12/ 1In Michigan, "D.A.W." (Dispense as Written) was written

on 6.4% of prescriptions in the first year of product selection,
and decreased to 4.0% the second year. Similarly, it was indicated
only 3.6% of the time in Wisconsin. It was applied as frequently
to single- source prescriptions as to multisource. Theodore
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SELECTED CHARACTERISTICS OF DRUG PRODUCT

SELECT!ON LEGISLATION IN FiVE WESTERN STATES*

prepared by W.M. Dickson for the Invitational Dissemination Workshogp
on Drug Product Selection Legislation, Seattle, Washington, September
21-22, 1978.

*
Taken from a compilation by the Drug Product Selection Legislation
Study Group, Department of Community Medicine, School of Medicine,
Wayne State University, Detroit, Michigan 48201,
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1)

12)

Arizona

California

Lolorado

EXHI BIT

QOregon

| R

Washinaton

PRESCRIBER LIABILITY
Specifically X
Exempt
No Specific Pro-
vision

DPS CRITERIA
Bioavailability X
and Therapeutic
Equivalence
Therapeutic
Equivalence

PERIODIC REPORTS ON
SAVINGS TO GOVERNMENT

AGENCY

Report Required
Not Required X



1)

2)

3)

4)

5)

6)

7)

8)

9)

California Colorado Washington

Arizona
FORMULARY
Positive X
Negative
None

FORMULARY DEVELOPMENT

State guidelines X
Federal guidelines

PRESCRIBER OPTI1ON

DAW/NS
Signature Lines X

SELECTED OPTIONS

Handatory Sub-
stitution

Extra Labeling X

Extra Records

Must Inform Pre-
scriber

Must inform
Patient X

SAVINGS DISPOSITION N/A

Pass to Consumer
Pass to Third
Party
Pass to Social Asst.
Agency

SAVINGS CALCULATION

Based on Retail Price -

Based on Wholesale Cost

Method Not Men- X
tioned

GENERIC PRESCRIPTIONS

Specific Provisions
Mo Provision X

POSTING REQUIRED

To 100 Drugs
DPS Availability Notice
Not Required X

PHARMACIST LIABILITY

Liability Not X
Greater than
Generic RX

Protected by Positive
Formulary

Both of the Above

Ho Specification

(lowest retail)
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COST IMPLICATIONS OF DRUG PRODUCT SELECTION LEGISLATION*
BY
THEQDORE GOLDBERG, Ph.D.**

* Presented at the Invitational Dissemination Yorkshop on Drug Product Selection
Legislation, Seattle, Washington, September 21-22, 1978.

** Professor and Chairman, Department of Community Medicine, Wayne State University
Schoel of Medicine, and Princiole Investiaator, Evaluation of Impact of Drug
Substitution Legislation Study, Wayne State University.
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Invitational Dissemination YWorkshop
on Drug Product Selection Legislation
Seattle, Washington - September 21-22, 1678

COST IMPLICATIONS OF DRUG PRODUCT SELECTION LEGISLATION

- Theodore Goldberg, Ph.C.

The primary objective of the close to forty laws currently
enacted which deal with the subject of drug product selection (sometimes
- called generic drug substitution laws) is to save money. It also is
undoubtedly true that there were, and are, many other particular interests
involved in encouraging and supporting the passage of the various state
laws. Pharmacists wanted greater professional resnonsibilities and
recognition. Consumers wanted greater participation in the control of health

care costs.

But the most basic, underlying motive for the enactment of the
legislation was the desire to find ways to contain the ever-escallating costs

of health care -- in other words, to save money.

As a matter of fact, some state laws even go so far as to require
that a responsible state agency report to the legislation each year on the
extent to which savings have actually occurred. The state of Illinois, for

example, requires that:

"The Department of Public Health shall have the duty
of monitoring the cost savings affected by
substitution and shall issue rules and regulations
to affect such monitoring, and shall annually report

to the legislature as toc cost savings being achieved.”

Neither Michigan nor Wisconsin reguires that there be an annual
accounting of the economic impact of the drug product selection laws.

However, the current study of the impact of the legislation in those

J
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states considers the guestion of cost implications to be a key element
in the impact of the legislation. Thus, we have not overlooked this
area which we know is of crucial importance to legislators and rasearchers

alike.

The potential for cost savings as a result of drug product
selection, or product substitution, exists whenever two condition are
met:’

1. First, two or more products must be available for

the particular drug entity prescribed; and

2. Second, the price of the alternative product must

be lower than the price of the nroduct nrescribed.

While these may sound like very simple and easily met conditions,
it is important that we keep in mind the meaninas of the terms used
such as drug entity, drug product, aeneric equivalent, and the 1ike, and

to appreciate their implications.

It is important to understznd these distinctions because the first
requirement to achieve savings from drug product selaction is that there
exist multiple source drug entitites -- the greater the number of prescrip-
tions for muitiole source drug entities, the greater tha potential for

savings.

But meeting these two conditions does not mean that there will
necessarily result in cost savings. Having multiple scurce products of
varying prices is essential for cost savings, but it is not sufficient.
Before savings can occur a number of other conditions must be met. The

irst of these is that the prescribing physician must not forbid

J
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substitution by requiring the pharmacist to "“dispense as written” the
drug product prescribed. The next, and perhaps most crucial condition
to be met, is that when offered the opportunity to substitute, the
pharmacist will in fact choose toidispense a generically equivalent
product which is less costly than the one which has been prescribed.

The final conditiocn necessary to achieve savings is that the
less costly product dispensed must be acceptable to the patient.

Each of ihese conditions not only influences whether drug
product gelection is possible, but the extent to which each of these
conditions exists or is exercised determines the degree to which
savings result.

Our study has lookaed at each of these factors in considerable
dapth in both the states of Michigan snd Wisconsin. We now have
possibly the most extensive data available anywhere to an;wer‘the
questions of what the potential is for savings from drug pro&ﬁct selec~
tion legislation as well as to estimate the actual extent of savings
which have occurred as the direct result of the introduction of the
iegislation. What is perhaps most important, we now have the data to
discuss reasons for the gap between actual and potential savings,
whether that gap is narrowing, and what factors impact on widening or
narraowing the gap.

The data upon which we base our conclusions were derived from
a stratified probability sample of about 31,000 prescriptions in the
State of Michigan for the year immediately prior tc amd 33,000 and

22,000 in each of the two vears following the implementation of the

BIT
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legislation in Michigan. A comparable data base was developed in
Wisconsin with a slightly smaller sampie of 25,000 prescriptions in the
first and second years, and 18,000 in the third year of the study.
These numbers are the sample sizes for the completely recorded sample,
and do not include additional scanned prescriptions, which ceonstitute
approximately an additional half a million preseriptions per year in
each of the states.

Thus, we have generated and have computerized a data base from
which to analyze and answer questions related to drug product selections
covering a three-year period and containing completely recorded
information regarding ovar 154,000 prescriptions. We believe this is
the largest, most carefully compiled and most useful data set available
anywhere in this country. Most important, however, is the fact that
‘thiS»data hags allowed calculations to be made on gctual prescribing and
dispensing information, not merely on the basis of some arbitrary
schedule of prices which may or may not accurately reflect what is
actually charged.

We now are in a position to analyze the process described

-

N

abGVe‘and to answer questions about the effectiveness of drug product
gelection legislation to date. The specific questionn which flow from
the description of the process by which savings ensue from drug product
selection legislation are as follows:
1. What proportion of prescriptions fall into the

category of "multiple source drug entitieg?"™

The answer to this question determines the

perimeter of the area in wihlch product selec-

tion can be effective.
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2. 1Is there a significant differential in the prices
cf products within the same drug entity? The
answer to this question determines whether theré
i3 the potential for significant gavings to be
achieved even if the number of multiple source
drug entities is large.

3. Eased on the answers to quegtions 1 and 2, what is .
the range of potential savings fromrdrug product
selection, assuming a number of possible
alternatives, such as substitution of the lowest
priced genmerically equivalent product; or
substitution of the median priced product, or
varicus other altermatives? ~

4, To what extent 1s the option to gubstitute foreclosed
by thé actions of prescribers imn requiring the
pharmacist to dispense the specific product which
was identified in the prescriptions? The answer
to this ﬁuestion will disclose the extent and
degree of restriction imposed upon the dispensing
pharmacist and thus will identify the area in which
the pharmacists may exercise discretionm,

5. To what extent do pharmacists actually exercise the
option to select lass costly products within the
scope of prescriptions for multiple source entities

and for prescriptions which do pot contain any

prohibition? A subsidiary question relates to the
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cholce of products selected when substitution does
occur. The answer to these questions produces "he
final answer to the question of the extent of actual
savings and allows a determination to be made of the
aize of the gap between potential and actual savings.
6, Ié there a change over time of any of the following
conditions: The proportion of prescriptions for
multiple source drug enticies; the pricelrange of
products within drug entitieé; the propoition of
pregeriptions which sre written éenerically; the
extent to which physicians require that drugs be
"dispengsed as writtem"; the rate of drug product

selection exercised by pharmacists?

I am sure that there are many other questioms which could be
asked; some even for which we have the data to answer. Bat the
questions listed here are the ones which we believe most directly affect
the process of drug substitution and thus the resulting savings impact.
I am sure that our subsequent discussion will indicate the extent to
which fhe quegtions we raised are the relevant and significant ones,

Now to answer the gquestions that were raised:

There are a very substantial number of entities for which
there are two or more generically equivalent products. In each of the
years studied the propertion of multiple source drugs was over 51% in
Michigan and 52% in Wisconsin. Thus, the answer to the first questiom
of whether there are enough4pres;ripticns for multiple source entities
to provide the opportunity for savings from drug product selection --

the answer 1s definitely and emphatically ves.

J

72



EXHI giIT
-7 -

Knowing that many products exist from which choices can be
made is one thing. Knowing whether there are price variaticns among the
products which could result in savings is quite another?/

The fact of the matter is that there is a substantial variation
of the prices of products within many entities. Our analysis looked at
the difference in prices between the drug product actually prescribed and
the price of the drug product actually dispensed. Thus, our est;mates
show the minimm amount of savings. There may very well have been lower
priced products which could have been dispensed in substitution for the
product prescribed. However, we calculated the prices of the products
actually dispensed. But, we have the data which would allow further
analysis to determine whether any additional savings could have occurred
1f a less costly product had been dispensed instead of the one actually
selected.

For the first year after the Michigan law became effective,
there was approximately a 21 percent savings {(or $1.14 savings per
prescription) when substitution occurred. The second year's savings
were remarkably close being approximately 20 percent or $1.15 per
prese§iption. The corresponding figures for Wiscomsin for six menths of
the latter year (which was the first six months of allcwable substitution
in Wisconsin) was $.87 a prescription, or 17 percent.

Savings from substituting a lower priced generically equivalent
drug product for a higher priced prescribed one within the same drug
entity is directly attributable to the introduction of the drug product

selection legislation.

J
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But an important and related issue is the question of price
differential, or price savings, as a vesult of drug product selection
which has been practiced for years before the recent acts became
effective and which has never really been thought of as drug product
gselection -~ that is, what happens when prescriptions are written
generically., 1In these cases =- and our findings that between 20 and 25%
of prescriptions are written generically is much more than had
previocusly been thought =-- a choice has to be made by the pharmacist as
to which product to dispense. Thus in more than one out of five of 3ll

prescripticns for drug entities in which there is more than one product,

- pharmacists must make a choice among two or more products to be

dispensed., The importance of this practice to ccst savings is in terms
of the choice of the prbduct te be disﬁensed ~= 1is it the most -
expensive, the average priced or the lowest priced, of preducts which
could be dispensed? Whichever the choice, wiil have a substantial
impact on drug costs, particularly since we now know that generically
written prescriptions account for a very substantial proportion of all
multiple-source entity prescriptions.

) Interestingly encugh, the Michigan law is silent when it comes
to generically written prescriptions. The Michigan law states that:

"When a pharmacist receives a prescription for a

brand name drug product....' (emphasis added) and

then precedes to define what is to happen, totally
ignoring the cases of generic prescribing.”
The Wisconsin law, on the other hand, directly deals with the

issue of generic prescribing by requiring that:
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"1f a drug product listed in the formulary is
prescribed genmerically, the prescription should
_be filled with one of its drug produét
equivalents having a cost not higher than the
average wholesale cost of all its drug product
equivalents,”

The key issue, though,is how the price of the product actually
dispensed compares with the average price of products within the same
drug entity, any one of which legally could have been dispensgd in
£11ling the prescription.

Our results provide very satisfying evidence to demonstrate
that pharmacists filling generically written prescripticns do, in fact,
choosé products whose price is bhealow the median pricé and thus are lower
priced than would be the case of a prescription in the same drug entity
which was dispensed as written. However, the difference in price
between the price of the product dispensed and the average price of the
products in that drug entity {s not as great as the difference between
the price of the drug dispensed and the price of the dxug prescribed,
when substitution takes place,

The comparisons in Michigan are: $.65 "'saved" per prescription
for generically written prescriptions during the first year compared to
$1.14 actual savings when substitution was involved. Comparable figures
for the second year in ﬁichigau are $.68 "saved" and $1.1S actually
saved by substitution. This means that while lower than median priced
drug products are dispensed when prescriptions are written gensrically,

thisz does not result in as great a savings as when the process of
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substitution is actually involved and a drug product different from the
one specifically prescribed is dispensed.

The pattern of savings from generic prescribing also prevails
iﬁ Wisconsin. The cost of the products selected to £111 generically
written prescriptions is below the aveiage price of drug products withinm
the same drug entity. However, an interesting finding is that the amount
of difference in the price of preducts dispeunsed and the average price of
products within that entity was wuch smaller in Wiscomgin than in
Michigan., For the first six months of the Wisconsin legislation, $.14
was "saved" in dispensing generic prescriptions compared to $.74 for the
corresponding vear in Michigan.

The two conditicns necasgsary to achieve sav%ngs from drug
product selection obvicusly are present to the extent that the potentials
for savings not only exists but is substantial,

The next queétion to be asked is what possible barriers exist
tn achieving the waximm potential savings.

One possible impediment to achieving potential savings is if
prescribers frequently exercized their optioan to require the pharmacist
to dispense the specific product ordered in the prescription. Such a
restriction would only be meaningful for multiple source prescriptions.
An order to "dispense as written” forra single source product would have
little meaning since there would only be the cme product which could be
dispensed,

Both in Michigan end Wisconsin, as in almest all other

urisdictions, physicians specifically retain the right to order that

J
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the specified drug be dispensed as written (or some other terminology
having the same effectiv~ m2aning). And yet the option to exercise
their restraint is practicsd very infrequently. Whether or net this
comes as a surprise reflects one’s preconceived notions. But the facts
gre that in the first year of the operation of the legislation in
Michigan only 5.4 percent of prescriptions bore the handwritten order
that the prescripticn be dispessed as written and the following year
the proportion had dropped to /.0 percent. (As an aside, it's
interesving to note that the requirement that the rrescription be
Uoispaczaed g8 wyitian' was applied just as frequently to single source
prescriptions for which no substitution was possille, let alone whether
it was advisable, and aven'to conerically writter urescriptions which
in no way could be "dispensed as written."™) -

Th2 experienca in Wisconsin followed the same gemeral pattern
with 3.6 percent of the prescriptions requiring thot thzrze be "no

substitution" during the cne year in which the legislation was effective,
f R EFEEE

Based cn the foregoing process of analysia it is posaible to
now calculate the potentials for savings from drug prodict selection.
In other words, the infcrmation we now have allcws us to project
accurstely and precisely the areaz of possible savings and to measure the
projaction of actual eavings against the potential, |

In order to czlculate the savings from substitution, as well
as tie potential savings from substitution, it is nacessary to know the

price of the product dispensed as well as the price that would have been

J
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charged if the product that was prescribed had been dispensed. When a
substitution takes place, however, only the price of the dispensed
product i{s known. Therefore, a method had to be designed which would
allow an estimate of the price of the prescribed product to be made.

The comparison thus would be between the actually known price
of the product dispensed and the price of a comparable, randomiy
selected prescription that was dispensed as written. If each
gsubstitution is matched with another prescription which was dispensed
aé writtenvrandomly sampled from a group similar to the substituted
pregeription, then the average price differences can be computed for
2ll the resulting matched pailrs fo obtain an estimate of the average
savings due to substitution.

This technique requires that the "matched" prescription must
be reasonably comparable to the substituted prescripticn. Three
characteristics have been Identified as important for comparability.
The ?matched“ prescription should be from the same time perioed, it
should be for approximately the same quantity, and it should be from
the same pharmacy or from a pharmacy with similar characteristics.
(Any of these matching characteristicé could be relaxed, or other
criteria could be introduced. However, any such criteria affect only
the strength of the statistical test for a difference in prices; the
validity of the text flows from the random selection of the substituted
or generically written prescriptions, and their matches).

The question of whether the prices of dispensed and
prescribed products differ when substitution takes place, can be

answered by matching each actually substituted prescription with a
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comparablie prescrirtion for the same product that was dispensed as
written and then comparing the prices of tﬁe matched pairs.

To answer the guestion of whether the price of the éroduct
dispensed was lower than the average price of all products within that
entity, it is necessary to match each actually substituted prescription
with a randomly selected comparable prescription for any produgt within
rhat entity, and then compare the prices of the two.

A third important question relates to the price of the
peoducts that are selected in filling generically written prescriptions.
This can be examined by matching each generically written prescription
with a randomly selected comparable prescription for any product within
that entity, and then cowparing the prices of the ﬁwo.‘

Comparisons have been made to answer all three of thesge
questiona. This was done in two different ways: First, by matching
prescripticns within the dispensing gparmacy where such matches could be
found, and second, by matching substituted prescripticns with those which
had been "dispensed as written" in any pharmacy in the sample.

The latter method yields the largest number of matched
presé;iptious and thug the method we used for our calculations. Tables 4,
B, and C show the prices and their differences, using this method and the
t-tests of the hypotheses that the differences are zero. (Comparison of
these prices with those found by matching within pharmacies showed no
meaningful differences between the two methods.)

The results displayed in the tables show that a statistically

significant price reduction was obtained by substitution., The price of

J
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TABLE A

EXHI

Prices of Substituted vs Non-Substituted Prescriptions,
Michigan Years 2 & 3 {(First Two Years of Allowable Substituticn),

Comparing Similar Prescribed Products

BIT )

Average Average Standard
Nuaber of Price of |Price of Average Deviation {Paired
Marzched Dispensed |Matched Price of the t-
Pregcriptions |Product Prescriptions |Difference |[Difference ]Statistic
463 $4.37 $5.51 $~1.14 2.41 ~9.92%

*Significant at P< .00005
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TABLE B

EXHI B J

) Prices of Substituted vs Non-Substituted Prescriptions,
Michigan Years 2 & 3 {First Two Years of Allowable Substitution),
Comparing Prescriptions Within Entity Classes

Average Average Standard
Yurber of Price of |Price of Average Deviation |[Paired
¥atahed Dispensed |{Matched Price of the -
Preugeriptions |Product Prescriptions {Difference }Difference {Statistic
565 $4.56 $5.49 $-.92 2.21 -3,94%
653 4.79 8.75 -.96 2.46 -9,93%

#Significant at P< .00005
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TABLE C
Prices of Generically Prescribed Entities Compared to
Prices of Products Within That Same Entity,
Michigan Years 1, 2, & 3
Average Average Standard
Number of Price of |Price of Average Deviation |Paired
Matched Dispensed (Matched Price of the t~-
Pregcriptions {Proaduct Prescriptions | Difference |Difference {Statistic
708 $3.83 84.43 $~.60 1.97 8.05*
615 3.90 .53 -.64 2.05 7.65%
404 4£.07 4.81 -.74 2.25

* Significant at P< .00005
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the substituted item also was aignificantly below the average price for
all drug products dispensed for the same entity. The average price
reduction for a matched substitution pair within the state was $1.14
(or 217). This shows that substantial savings were realized by
substitution. -

The price of the substituted product dispensed was $.92 (17%)
less than the pfice of other products within the same entity for
matched pairs within the state. This shows that pharmacists do dispense
lower priced products (i.e., products in the lower half of the price
range for the entity) when substituting one product for another.

‘ For generically written prescriptions, the price of the product
dispensed was $.64 (147) and $.72 (15%) less than the price of
prescriptions for all products within the same entity, dispensed in the
state during three years. This demonstrates that when filling a
generically written prescription pharmacists &ispense a product in the
lover half of thelprice range for products in that entity. Savings
incu:red when prescriptions are written’generically, however, were not as
great as the savings resulting from substitution.

- To calculate the potential savings from substitution reliable
estimates of the following information is required:

1. The total number of prescriptions dispensed during

the year.

2. The proportion of this number which involve multiple

source drugs.

3. The average savings if substitution was exercised,

J,,...Au
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The calculation would thus utilize the following formula:
Total Potential Savings = No. of Substitutable
Presceriptions x Estimate
of Average Savings
The estimate of the number of prescriptions dispensed in
Michigan during the year ranges between 26 and 34.millfon., If the
proportion of these which in#olve multiple source drugs is approxi-
mately 51 percent, this means that the prescriptions which are

LY

susceptible to drug product selection are between 13.3 and 17.3 million
prescriptions per year.

Cur findings indicate thé approximately 20 percent of thesea
prescriptions for multiple source drug entities are written generically
and even though these may be influenced by drug product selection
legislation, for our pfesent purposes these generically written
pregcriptions will be considered separately.

If we further reduce the number of the pool of prescriptions
for which potential savings are possible by the proportion of them for
which the prescriber forbids substitution, then the total must be
reduced b; a further 4 percent (the current rate of D.A.W.'s).

~ The final range thus becomes between 10.2 and 13.3 million
prescriptions per year.

The average savings from substitution amounts to approximately
$1.15 per prescription or a total potential ammual savings in Michigan
of between $11,730,000 and $15,295,000, 1If to this were added the
savings from dispensing lower priced products when filling generically
written prescriptions, then the total potential annual savings would

amount to between $13,538,800 and $17,647,800., This, of course, is just

J
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for Michigan, Comparable data could be developed for each of the other

states, whether or not drug product selection law exist.
tEELEH

But just because savings, and very subgtantial savings at that,
are potentially available does not mean that they necessarily will be
realized., The final element in the process which must bg satisfied
Sefére potential savings become actual savings is that substitution must
occur or that prescriptions must be written ge£erica11y and filled with
"lower" cost products. The potential for savings may be substantial‘but
may never be realized if the actual process of substitution does not
occur.

~ The experience in Michigan does not provide the basis for any
degree of confldence that the potential for savings is being realized
to anywhere near the extent which 1s pessible. Nor does the evidence
indicate that the trend toward achieving a greater degree of éhe
potential is increasing at anything other than a snailspace even though
admittedly the legislation has only been in operation for three years
which is a relatively short period on which to base projections.

All the evidence we have gathered and received, and which we
have already summarized in this report, seems to indicate that
pharmacists have a substantial, largely unkindered, opportumity to
choose among generically equivalent products. Reports by the profes-
sional associarion of ﬂichigan pharmacists seem to indicate that
pharmacists look forward to the opportunity to.exercise their

professional judgment in selecting a less costly product to dispense
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when given the opportunity. In fact, a recent survey conducted by the
Michfgan Pharmacists Association of Michigan pharmacists indicated that:
"rFifty-five percent of community pharmacists responding

to a mewbership opinion survey . . . report that they

practice drug product selectioun 'frequently’ or

'whenever possible.'"

But, despite these indications that the process of drug product selection
should be occurring frequently, and thus generating substantial savings
for consumere, the facts do not support this conclusion.

During the first year of the operation of the legislation in
Michigan, only 1.49% of all prescriptions for multiple-scurce entities
(.677% of all prescription orders written) were actually substitutad.
During the second year of the legislation only 1.50% of all prescriptions
for multiple-svurce entities were substituted. Thus, during this first
two-year period, not only was there little use of the opportunity to
| substitute but there is no indication that the rate of substitution
increased very rapidly, if at all.

One reason given for the low rate of substitution in Michigan
was gﬁat the original act required a "purchaser request' before the
pharmacist could exercise his/her option to select a product to dispense
different from the one prescribed. There was considerable controversy
over the meaning of this requirement, which was argued as being ambiguous
at best, but the issue was brought to a head by a declaration of the
State's Attorney General who found that the language of the act clearly

required the prior request of the purchaser before the pharmacist could

J
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exercise any option. As a result of this decision, a campaign was
waged to amend the legislation in order tP allow pharmacists the option
to initiate the process of drug product sélection. This was accom-
plished by an anendment, which became effective om January 11, 1977, and
eliminated the requirement that ™. . . . the purchaser request . . . ."
The amended version of the law states: 'When a pharmacist received a
prescription fot a brand name drug product, the pharmacist may, or when
a purchaser requests a lower cost generically equivalent drug product,
the pharmacist shall dispense a lower cost but not a higher cost
generically equivalent drug product . . ."

We have attempted to measure the effect of removing the
requirement for the purchaser's request on the rate of substitutiom.
During the period covered by the data collected for the second year there
were only four months when the amended law applied. Thus, it may be too
early to measure the impact of removing this condition. Nevertheless,
we applied what is knowa as a "time series” analysis to the data to see
whether any difference occurred at or after the point in time when the
amendment became effective. Our analysis failed to indicate any effect
on tA; rate of substitution other than that which could be explained by

the very slight increase in the rate of substitution over time,
t¢EEH

What we have tried to do in this paper is to present the
picture of the potential impact of drug produét gselection legislation and

to compare it with the actual record of performance. Obviously there is
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a wide gap between the two. However, it would be both inaccurate and
misleading not to acknowledge the extent of savings which has resulted
. from the operation of this legislation.

Based on the range of estimates of the volume of prescribing
in Michigan as being between 26 and 34 million prescriptions per year,
applying the difference in prices actually found between the prescribed
and dispensed products and applying the actual rate of substitution
experienced in Michigan, we calculate that the actual reduction in the
cost of prescribed drugs, as the result of drug product selection, falls
somewhere within the range of $200,000 and $300,000 a year

. We don't suggest that this amount of savings isn't significant.

It is and should be acknowledged to be. However , when one compares this amount
to the amount of potential saviraes, which we have calcualted to be between
16 and 21 miilion do]lérs a year in Michigan, one is Teft with the uneasy )
fee1ing.that time alone may not achieve the desired goals. However, I should -
tell you that while we have not yet completed our collection and analysis
of data from our third field survey, which will provide us with a fourth
year of data from which to project trends, our very sketchy and preliminary
observation of the data as they are coming in seems to indicate that there
is a ;ery substantial increase in the extent of drug product substitution, our
impression being that it may even be as high as 10 to 15 percent of multiple
source entity prescriptions. If this impression is confirmed when we analyze
the complete data, then it may be that the low rate of drug prodﬁct select{on
during the first couple of years may be only a tempoféry phenomenon until the
provisions of the law become better known. We certainly will make this
analysis available as soon as it is completed.

On the other hand, if we continue to observe substantial and contin-

uing and only very slowly diminishing gap between actual and potential savings
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resulting from the low rate of utilization of the opportunities afforded by the
legislation, it may be necessary to consider changes in the legislation which
would encourage greater utilization of the process of drug product selection
in order to assure that its potential benefits are to be realized. Encouragement
probably can take many forms. The two most obvious ones can be characterized
as incentives or directives. The legislation can build in greater incentives
for pharmacists to exercise the option to dispense less costly products more
frequently, or the legislation can build in provisions that pharmacists are -
required to dispense in conformity with certain conditions svecified in the
legislation. There are examoles of variations and combinations of both these
approaches which could be considered.
As examples of provisions which would provide greater incentives for
pharmacists to practice drug product selection would be the following:
1. By providing legal protection against additional liability

for practicing drug product selection.

2. By minimizing in every way the difference in administrative
requirements between practicing drug product selection and
not practicing it:

(a) Reduce extra labeling, recordkeeping, and receipt
provision requirements to a minimum, when drug
product selection occurs. It would seem appropriate
(when not specifically forbidden by the prescriber)
to label the product dispensed with its generic
name, and the name of the manufacturer {or distributor).
(b} Any dispenser of drug products to the orublic must meet
all requirements of drug product selection as does a

dispensing pharmacist .
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{c) A non-pharmacist can be the individual who informs the
purchaser that drug product selection can occur, as well

as the 6ptions available.

3. By assuring the pharmacist that he will not stand to lose
financially from exercising drug product selection. In fact,
the legislation should provide the incentive to share in the
savings so as to encourage the practice of grug product
selection. The dispenser should not Be expected to ffnancial]y
underwrite any aspect of drug product se]ectioﬁ, and any
increase in work associated with drug product selection should

have the work's associated cost paid by the person (or third-

party payor) for whom the service is provided.

Examples of possib?e requlatory provis{ons are much more difficult to
find, but two fairly recent iilustrations come to mind. The fir§t is of the
PAR COST program in Ontario which establishes maximum reimbursable costs for
the drug entities contained within the PAR COST Manual. This provincial
government program applies mainly to prescription drugs dispensed to persons
covered for benefits under the provincial welfare program or programs for the
elderly, but the agreements to participate in the program extend to most

retail pharmacists in the province.

The other example of a regulatory program is the Maximum Allowable
Cost ("MAC") program operating at both the federal and state levels in the
United States. The significance of these programs is that they provide a
schedule of maximum payments to pharmacists forrspecifica]}y identified drug

entities dispensed under programs covered by the MAC requiations. The federal

EXHI BIT 3 _J
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MAC program has identified a number of multiple source drug entities for which
it will pay a maximum ingredient cost plus dispensinog fee when a product
within this entity is dispensed. The incentive is thus for the pharmacists to
dispense a product within the entity which has a cost at or below the limit

paid by the MAC program.

The state MAC programs are similar to the federal program except
that they also include maximum reimbursable costs for single source as well

as multiple source drug entities.

A summary of the main conclusions of this paper could be brief?y
stated as follows: A
1. Over half of all prescriptions written are for entities
within which there are choices of products which may

be dispensed.
2. There are substantial differences in prices of drug
products within drug entity categories.

3. Prescribers do not to any significant extent, exercise

their option to deny substitutions.

4. The potential for savings from drug product selection

is very substantial.

5. The achievement of the potential, up to the present

time, has been very modest.

6. Efforts to reduce the gap between actual and potential

savings will require social policy {political) decisions.

3
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Mr. Chairman, I am Floyd Butler representing thaz Nevada Pharmacy Ass -.,
znd the Nev. Pharmacy Guild.... I have been a Pharmacist feor 25 years.

1 am the Chief Pharmacist, Sahara Rancho Pharmacy, Las Vegas, Navada,

I would like to go on record that wa are not 0Opposed to the concept of
Drug Product Selection, or as it is also called, Generic Substitutian,
The fact that we are not dpoosed perhaps indicates that we are half-way -

thera.ieene

What I would like to‘ﬁa, Mr. Chairman, is to address subjectively A.B. 98;
Any comment that I should make in regard to A.8, 98 is not intendad as a
reflection on the credibility of any of its co-signers, B

Howaver,,.ws de strenqgly, collactively, absolutaly cppese A.B, 98 which
is in most of its structure a gross mis-carriage of what its all abaut,
nat only in what it says, but what it dossn't say as wall,

I have with me today a coepy from the Bureau of Consumsr Protection, a

Staff Report to the F,T.C., which embraces svery aspect of Drug Product
Selection, This repert is 360 pages long and required 3 years to complets.
It has just now bean released, January*'79.

A.B, 98 pretends to cover all the bases in a few short paragraphs, 15
lines on Pags 1 and less than 14 lines on Page 2,

I don't personally fesl that we ars to the point in tims when we ars ex-
pactad to accept or approve a Bill of this magnitude especially if it
meats very fsw or nonz of the sustaining requiremants involved.

Taks the Bill frem the top, This is the 3rd attempt from the same source
to sponsor a Drug Substitution Bill, Hopefully it will meat the same

fate as its predecsssors. I will assume that its many indorssments simply
indicates an approval fer the concept of the Bill and not thes Bill itsalf.

From the Bill, lst. paragraph, quote

"A prescriptien for a drug designated by a trade or brand name my be consi-
dered as an order for the drug by its generic name.®” o
This is net true..... There are many trade names, or Brand Names whlch

do not have a Generic Equivalents,

The Bill goes on to state, "And may be used as an autharization far dis~-
pensing a drug which is listed in ths fermulary.”

We, as pharmacists, already have the authorization to dispensa. in fact,

we are licenssd by the State of Nevada to do just that. We need no Furthar
authority to dispense dangerous drugs.

Why net state it thusly? ©"In the pharmacist's profassional judgement he
may select a generic equivalent if all criteria is met.”

92
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From the Bill again, Undar first part of Paragraph 2, quote, "Which will
cost the patient less than the Drug designated."” Answs=r to this stateman:

which denotes a Mandatory applicatiaon is simpla. 1 cannot at the momant

think of any other industry which is Mandatad Sy Law that its prﬁdaéé;%ﬁi
cost lass if they want to stay in business. Can you think of ons?797 Iﬁ
should bs clearly understood that as mors gqood Generic equivalents becoms
available, and that as we have the right to grsater utilization, prescribf
tion bricas should declina to some degree. The free enterprise system,

and the market-place, as well as increased competition will solve what the

Bill is trying to accomplish, Any Mandatory stipulation in a Drug Product

Selection B8ill will servs as a disincentive for the Pharmacist to wiszly

- employ his esxpertise.

From the Bill, 2nd, part Paragraph 2, quete, “The Pharmacist whs selects
etc.,, assumes the same responsibility, etc.” This is most assuredly

false and'could'only be trus providing the Manufacturer whose product was
selected carried a Liability Statement in behalf of the Pharmacist as wall
as on the product itself not to mention the physical rssponsibility of the
Pharmacist having to 'be above any questionable doubt, (Liability of thes
Pharmacist will be more clearly revealed to you in a few minutes by
another person who will address the subjesct in detail.)

Section 2, Quete, "The State Board of Pharmacy shall adopt by regulatien

a formulary which lists equivalent drugs which as bean approved‘by the

Food and Drug Administratien." Precisely this provision is not snough.,

By that I mean thse State Board should by Mandate of this Legislature
regulate the whole subject of Drug Product Selection and investigate every
aspect of its nature in the best interests of ths Consumers it raprasents;
A formulary either positive or negative,: in my epinion, is not the answer,
An approved list by a Federal Agsncy updated and used as a Reference List
only,esey@S,,,spprovided those drugs on the Reference or Approvad List

are by reputable manufacturers, and that they have a goed track record,

and most impertantly a statement of liability on fils with thas State Bogfd
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of Pharmacy.

Section 3, A.B, 98, Quotz, "The Pharmacist may not Fill a prescription

using another drug of the same generic name if the prescriber indicates. .-

on tha prescription that a substitution is not allowed,"

1 question the application of the mechaAics involved to avoid substitutian
as statsd in Section 3. By what msans,...by what line;..by what words
does tha physician indicata‘to us what direction we may take in filliqg
the prescription if substitution is denied?? Should this not hava a
standardized precsdure of same~typa? Such as,.."Medically necessary,

or some such connotation added to the prescription, or psrhaps a D.A.W.
signature line on the prescription form per se, which I fesl per;omally

is another undesirable attachment.

The most glaring omission in Section 3 is ths fact that the Physician

should retain control owver the whole process, and that he and he alone,
in his Professionai judgemant, will decide which direction we take in
the application of Drug Product salection, '

Another omission in A.B, 98,the patient seems to have nothing te say
about ths process either with the Physician or the Pharmacist, He is

not allowed to make a choics, that is, according to the B8ill., I parébnallj

' feel that the choice should be given somswhers along the line and that it

should be discussed with the Physician beforas the patient leaves the of fic:

Another omission in A,.B. 98 provides nothing for an Oral Prescriptzon by*'

telephone in regard to Generic possibilities, nor does tha Bill touch onf'
the recording requirements necessary on information received from the
physician, Lack of recording provisions sphances liability of all con~

cerned,

Still ancther omission. No provision made for prescriptions mailed into

or gut of the State of Nevada, and as to how the Law would apply,
A.8, 98 allows no exceptions in the process of Drug Product Selection,

which could mean that Hospital adopted formularies might be affected,
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or Pharmacies which service Nursing Homes might equally as wsll bs HanAi-
capped in providing services. Provisions are nscessary for this type of
Health-Cars in our Hospitals and Nursing Homes. There must be excepiions
prduided, and it must be spelled out, S
section 4, A.B. 98, quote, "The cost of the drug to the patient must be
reduced by at least the difference between the wholesale prices (?) of
the:-drug designated by a brand or trade name and the drug dispenssd,"

I am still tryiné to figurs out this Formuia for price fixing which is
indicated in that quotation. Prescription pricing has already beeﬁ dig~
cussed previously in this presentation. I won't elaborats any further on
this point,

Section 4, sub-ssction (b) quote, "Directions for use of the drug dispensed
must be communicated to the patisnt,” Any reputable Pharmacist will,when
asked by the patient, offer advice about the medication or answer any
quastion within'the realm of practicality, If we mandats this in every
case, extra costs of hiring another Pharmacist will delets any possibls
savings hoped for in this Bili. Another point is A,B, 98 does not say
how we will communicate, by what methed, etc, A busy Prescription Case
would be hard pressed to have a Pharmacist communicate with every patient,
Section 4, sub-section (c), quote, "Ths name of the dispenséd drug must be
indicated on the prsscription labsl exczpt where the prescriber ordsrs
otherwise.” Now,.,..it is already a Law that the name of the drug shall
appear on all prescription:labels. The prescriber has no choice one way
or another and neither do ws, -

Saction 5 No further comment,

My personal convictions about this Bill, A.B, 98,

Leave it right where it is either in Committee or in Limbo, and I do not

feel that it is sven amendable.
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Summing up:
Theré are four necessary ingredients for a good Drug Product Sélection Bill
They are as follows: ; el o
1, Absolbta control and authority of the physician to decids if 6fu§'p£dﬁﬂé
Sélctibn shall be employed or not, and defined properly ig the Law,
2, Adopt the FDA approved Generic Equivalent list not as a formulary,
but as a reference list only based on the liability statemsnts of thes -
manufacturers involvead.
3. ’No flandatory Pass-0Ons of,or formulas for Cost Savings,' Allow the
. markst place and compstitive sources to séak its levsl of lowsring
preécription prices, This is the American Frse Entarpriss Systenm,
4, Assuréncé to Pharmacists on the matter of Liability,and ths subject

spelled out in the Law including liability statements from each

. Manufacturer whess product is used, 1bdﬂp4£

Thank yeu Mr,Chairman, I would like now to refer you-te ths next person

on the Pansl,. : :
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DISTINGUISHED MIMBERS OF THE ASSEMBLY CCHMMERCE COMMITTEZ:

I am here to preseht several views on A.B. 98 =~on-cerning druz
préduct selection as relates to liability ard the practicing tharmacist,
A number of considerations have beesn set forth by a number of scurces
presenting the pros and cons of extending liability protection withir the

act of estahlishing drug produst selection,

Joae

Simply statsd, a vharmacist in f3lling 2 prescriptinn is under a
duty to use that degree of rcare and skill which is expectad of a
resganable aompetart noaatitionay in the same or similev ~irvoumstancen,
This is the legal definition by which a vharmacist's conduct would

be judged in assesing whether he had incurred liability as a result of

his professional activities,

To be a professional in this society means perils as well as
responsibility. The word "pharmacist" connotes special skill and
talent. The pharmacist has numerous exposures which include a
professional liability tovhis patient., And, of course, the patient
is the public., So--the pharmacist in discharging his professional
skills exercises a special degree of responsibility and is held to
the highest degree of care in today's courts,

The modern day pharmacist is an expert on the comparison of
different versions of generically equivalent drugs, produced by
different manufacturers, That poses special problems for their
special skills and talents. It is well known, for instance, that
0.1 milligram of digitoxin, a cardiac drug, from different manufacturers
may have wide physiologic effects. Different trands of this drug vary in
their adsorption characteristics leading to different blood levels and
tissue levels, They also vary in the amount of active drug present
in an individual tablet or dosage. The pharmacist as an expert
~on the individual variations among drugs has the capacity to pick the
 drug which has the greatest physiologic activity, the best quality
control, and to understand the other gqualities of the drwg which
is being generically dispensed,

The legal duties on the matter of generic dispensing are still
ill-defined, and the practices of the pharmacist at this time are not
yet sufficiently uniform to indicate a standard, The pharmacist is faced
with a high 1iability potential for his failure to intsrvene in the i
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doctor-patient relationship and advise the patient of the inherent
dangers in the use of a particular drug. To cover these provisions,
some states have enacted sections within the product selection
legislation which indicate that if the pharmacist dispenses a
generically equivalent drug or a medication from a "Positive"

formulary, and for some reason, injury results, there is no liability.

However, several considerations must bte examined for the above
indicated situation., In New York, for example, health department
attorneys rejected a request from the National Association of Retail
Druggists that liability protection be extended to pharmacists forced
by state law to substitute lower cost drugs, In a letter to NARD
executive Vice President Willlam E, Woods, they indicated "the
controversial state substitution law does not create any new
liability for pharmacists who, are in case, usually protected by

manufacturers product warranties,"

According to APHA assoclate general counsel, Carl Roberis, a
pharmacist liability protection clause is useful in any state
substitution law, but only to a point. Robert's opinion is that
such a clause is likely to have a psychological effect and dester
litigation, However, once a case is presented in court directly
challenging the liability protection, there is doubt that the clause
will be able to stand up, on constitutional grounds,

Pharmacist Attorney Joseph L, Fink III of the Pniladelphia
College of Pharmacy supports the view and believes this type of
special legal protection to pharmacists is simply unconstitutional,
Such protection clauses could all be thrown out on a single ruling
that one state's clause is unconstitutional, More than that, careful
consideration should also be made of such protectiom given to physician's
liability under the same type of clause., Here again a legal gquestiom
could arise under litigation as to the constitutionality of such protection,

Further, in respect to manufacturers product liability warrants,
statements are generally contained in the various policies which must
be carefully evaluated for what is or is not covered by such protection,
Despite the prominence which some firms have been giving their statements,
a number of manufacturers either do not have such protection of product

or do not have policies making them available, The Kansas Pharmaceutical
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Association requested certification of such policies from 107 firms
and only 32 responded, The Portland Retail Druggists Assocziation
corresponded with 111 drug manufacturers and received replies from
only 38, Of the 38, 25 had insurance which afforded rprotection

to pharmacists as well as the manufacturer, The 13 remaining
companies had only protection for themselves, Most policies place
specific conditions and restrictions upon the pharmaci$ as to the

care and performance of his specialized duties,

The impact of modification of state antisubstitution laws is
evadent in language of the policy statements, If a drug is prescribed
by generic name, many companies will protect the pharmacist when their
product is dispensed, In the case where the product is prescribed by
trade name but, pursuant to state law, the pharmacist dispenses the
involved firm's product, some firms will providé automatic protection,
while others reserve the rignt to review all the facts before providing

protection,

In the recently published FTC model substitution law formula, FTC
Chairman Pertschuk outlined what should bte -contained in a substitution
1"

law, He indicated
should be self-enforcing, And, it should interfere as little as

a good substitution program should te simple, It

possible in the pharmacist's management perrogatives," He went on to
explain that it should contain aésurance to pharmacists on liability.
Pharnmacists 'fear" of lawsults from generic substitution often prevent
them from substituting as often as they would otherwise, Pertschuk
assured in his presentation that the FIC sees "no basis for the exaggerated
claims being presented abctbliability." he further emphasized that the
pharmacist should receive "objective information” about potential
liability and about the type of protection afforded by insurance policies
of pharmaceutical manufacturers and by the pharmacists own liability

coverage,

While we are acutely aware of the many ramifications remaining in
this type of legislation, we are also equally aware that we can't
possibly address all the issues and problems, However, as far as the
liability issue,remembexr any provision which reduces the pharmaclists
liability exposure in drug product selection would serve to encourage
rharmacists to exerclise that authority, The gquestion tc keep in mind

is whether the public is willing to trade scme protection in the
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liability area for the expected benefits of drug product selection,

If any drug prcduct selection were to be mandatory in form, in
other words were to require pharmacists to engage in drug product
selection, then clearly the pharmacist must not be subjected to potential
1iability for having complied with phe explicit mandatory requirement
of the statute, I would in clbsiné?%hat you keeﬁ?gg; APHA position
on any mandatory drug prciuct selection, It is thelr position that
nandatory drug product selection will destroy not only the prfeséiOn,A
but more importantly the public health protection function which the

pharmacist is intended to serve,

L “.
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NEYADA

Jwi.a:”; Qggg?g January 29, 1979

STEWART E. PAQUETTE, R.PH. GU! LD
EXECUTIVE SECRETARY
1113 SOUTH 1STH STREET ¢ LAS VEGAS, NEVADA 88104

Gentlemen:

We recognize the responsibility of the Legislature to insure the
citizens of the State that they are offered the benefit of quality
pharmaceutical products at competitive prices in the marketplace.

We propose in this regard, in order for pharmacies to be able to
operate with accountability and effectiveness,that AB98 be withdrawn
along with anyother Bill similar, dealing with Drug Product~Se1ection,
(DPS) and that an Enabling Act i.e., enabling legislation be passed
delegating the Nevada State'Board of Pharmacy, to develop regulations 
to cover DPS in ALL respects.

. Further that an outside committee be appointed compromised of Pharmacists,
Consumers and representation from Allied Health Groups to assist and
advise in promoting these Regulations regarding DPS.

The enabling act coulé stipulate areas of action and specify an effective
date when initial regulations shall be completed.
By using this method of enacting legislative intent, the regulzstions

could be updated to comply with changes in State and Federal needs

Ll (5 A
§TQWART E. PAQU E R Ph.,
executive secretary

and possible re-aligmment with FDA recommendations.

Respectfully

‘ ,-,E t- 3 e .v»ﬁ’ r“fr'»*r’“*vf

A
Wil t u}.ﬁ-lw;ld“},

Y% FSH T 041 {HIE.
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Drug Product Selection EXHioi M .4 E. Floyd Butler Jr., B.5.,Ph.!
The Pharmaceutical Profession accepts the respo%sibility to the citizens of
Nevada to offer ths benefits of quality pharmaceutical products at the lowest
possible cost or at reasonable competitive prices. It shall be understood th:
in providing this concept that there will be no MANDATORY CLAUSE which pro-
hibits the pharmacist or the physician in exercising his professional judge-
ment., The pharmacist shall have the richt to practice Drug Product Selection
only under the guide lines as prescribed,

Explanation and requirsments of Druq Product Selection;

1. Product Selection shall refer to the pharmacist's salection of a Generic
Drug Product which -is pharmaceutically and therapeutically -equivalent and

‘may be dispensed in place of the Brand Name or Drug Product specified by the

prascriber.
2., Generic name shall mean the official title of a drug recognized in the

most current USP or NF and ons which meets thes standards of strength, quality

“and purity as_detarm;ned by the FDA, and shall be considered pharmaceutically

and therapeutically equivalent.
4, Pharmaceutically equivalsnt products refer to products with ths same activ:

ingredient, dosage form, and strength and can be considered therapsutically
squivalent providing they are marketed under approved new drug applications,
are manufactured under the same standards, mest identical or comparabls
specifications, and in those instances where positive svidence of bicequi-
valencse is necessary; in fact are shown to be bioequivalent,

5. A pharmacist may not exercise Drug Product Selection under the provisions
of this bill unless the product is contained in the FDA'S Therapeupically
Equivalent Drug List which shall be termsd as a REFERENCE FORMULARY to be
uypdated within reascnable periods of time and made availble to all pharmacist:
in the State or Nevada., A pharmacist may not exercise Drug Product Selection
if indicated to the contrary by the prescriber,

6. A pharmacist may practice Drug Product Selection, dispensing a Generic ODru:
on all written prescriptions unless the prescriber indicates otherwise in
writing "Medically Necessary*" or “8rand Name Necessary” on the prescription
for the Brand Name or Drug Product which has been prescribsd.

7. A pharmacist may practice Drug Product Selection on all oral prascriptions
unless it is expressly denied by the prescriber. A statement to the effect
that Product Selection has been denisd to the pharmacist will be recorded on
the face or back of the prescription by the pharmacist receiving the oral

' prescription,

103



Page 2 DRUG PRODUCT SELECTION EXHi Bl M

8. Contained in NRS 639..."No person who owns a phagmacy licansed under this
chapter may require a pharmacist in his employment to dispense a specific
drug when a choics of drugs is available."™ NRS 639 to be amended to specify,
*It shall be unlawful for any employer, within ths meaning of this bill to
cosrce, intimidate, or force any pharmacist to dispense a specific drug fer
another drug, and it shall be punishable as a misdemeanor.”

g, The Stata Board of Pharmacy may adopt any necessary Requlations, may de-
lete, change or add to any Resgulation such as Regulation 5.01 for the con-
tinuation of this bill, ) o

1a. Exceptions to Drug Product Selection., In every case where the applica-
tion of a formulary or a drug list is prepared for use within ths confines
of a Hospital or Nursing Home whichha3 been prepared by the Pharmacy
Committee, or by the Pharmacy Consultant and approvad by the staff physician,
11, Manufactursrs whose Generic Drug Products meet all FDA Regulations shall

also be rsquestad to-

8., Mark products with an I.,D. or monogram.

b. Label products with expiration dates.

Ce Providb reascnable return goods services for expirsd products.
d. Maintain complete resourcas for product information.

Iﬁ Maintain recall capabilities for any unsafs or defactive drug.
+The practice of Drug Product Selection shall apply to all prescriptions,.

including those prssented by or on behalf of persons receiving Stata or Fed,
. assistance payments. ’ : :

13. Tbe Liability of a pharmacist practicing Drug Product Selection under
ths prescribad guids linas harein stated shall be ne greatsr than that which
is incurrad in the filling of 2 GENERICALLY WRITTEN PRESCRIPTICN. The fail=-
ure of a prescriber to specify that no PRODUCT SELECTION is autharized does
not constituts svidencs of negligencs.

14, Liability of the pharmacist shall be further considersd in that all
Manufacturers of Gensric Drug Products will bs required to file a complats
LIABILITY STATEMENT rslativas to its Drugq Products with ths Nevada Stats
Board of Pharmacy within a reasonabls lsngth of tims following adoption of

this Bill.

15, Prescriptions filled cutside the State of Nevada and mailed into the
State of Nevada by any pharmacy or mail-order houss outside the Stats Linas

shall contain only ths Drug Product prescribed, No Drug Prod. Sslaction
shall be made, |

16. Any legal prescription brought intc the State of Navada from other States
shall bs filled according to tha-Laws or Regulations of ths Stats of Navada,
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CODES FOR CHART

M - Mandatory, R - Regulation, S - Statute, X - Affirmative
Provision, O - Optional Provision, A - Amendment

11/

12/

FOOTNMOTES FOR CHART
Required only during -first 2 years of Act.
Same liability as incurred in filling a generic Rx, but
pharmacist charged with notice of FDA bioegquivalence pro-
blems list.

Posting of sign and absence of purchaser veto are
no defense.

Selected drug must be of lower or equal cost.
Each pharmacy is to prepare its own positive formulary.
Pass-on of difference in retail price.

Product selection prohibited fecr drugs FDA determines
to be bioinequivalent.

Purchaser can mandate product selection.

Pharmacist can override veto if selected'drug is made
by same manufacturer as prescribed drug.

Name of manufacturer must be on Rx 1abel or in
pharmacist's records.

Physician must write in words "or its generic equivalent
drug listed in N.H. drug formulary."

Physician notification required only if physician so
indicates on Rx. :

Physician notification required only if pharmacist
changes the drug dispensed at some time after product
selection has occurred (e.g. refills).

Except for Medicaid Rx's, for which product selection is
mandatory, absent D.A.W.

Each pharmacy is to prepare its own positive formulary.
Drugs cannot be considered generically equivalent if
listed by FDA as having a proven biocequivalence problem.
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Product selection upon authority of prescriber or purchaser.
Utah Board of Pharmacy empowered to adopt FDA list.

Selected drugs may not be in any Drug Bioeguivalence
Problems List such as FDA list.

Purchaser must specifically request product selection.

Rx blanks required after 1/1/79. Prior to that time,
physicians may handwrite "Voluntary Formulary”.

Product eligible for selection only if manufacturer's
name appears on label.
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2, ast dancoraue ac n liaglilicy Tanbar Boehringer Ingetheim Ltd.
2, tlm Thavmaedel 90 East Ridge
- SOE Eae o mArmaciet. PO Box 36
i . Ridgetfield, Connecticut 06877
e

Dear Pharmacist:

e RE: Patent Infringement - PERSANTINE® (dipyridamole)

We have recently learned that generic substitutes for Persantine
are being marketed in the United States.

As we trust you are aware, dipyridamole is the subject of a

patent (Patent No. 3,031,450) issued to Boehringer Ingelheim GmbH
and is distributed in the United States under an exclusive license
by Boehringer Ingelheim Ltd. Accordingly, any generic substitute
for Persantine that you may encounter has been manufactured in
violation of the patent laws.

22 We ask you to help to ensure the integrity of our patent and take
i this opportunity to alert you to the very important insurance

o considerations incidental to the dispensing of generic substitutes
b for Persantine. Only the sale of Persantine entitles you to rely
; upon the quality synonymous with the Boehringer Ingelheim name
and the protection afforded by Boehringer Ingelheim's broad
product liability insurance coverage. You are, therefore, urged
to keep detailed and accurate records with respect to the
dipyridamole prescriptions you fill.

;QN”M'“*“~~Piease~seeﬂthe*reverse side of this letter for full prescribing
' information.

Very truly yours,

Yy

Norman Hacking
Vice President, Marketing

2 ) Telephone: (203) 438-0311
e Telex: 137318 Answer back: BILUSA§T4
s Cable: BiLusa Ridgefield Ct. 06877 4



EXHIBIT Q

Jenuary 1i9. 1979

To: L(gg; Jeflery, Dob Robinson, Marion Beunett, Roger Bramnar,
Lonil Cheney, Nick Horn, Nash Sena. Mike Fl tznatricz, Bob Fusk,
Darrsll Tanner, and Hob Welss,

Reference, AB-101

First, please pardon the dittced letiesr but It'm a teachsr and it s
a busy weskend coming up. Also, apologies for any misespsllings~-got
your names from the Rsvisw-Journal.

I'm the person who asked Karen Hayes tc introcduce abill t¢ outlaw
people, firms, and/or advertising agencless frowm leaving papers and
pamphlets laying in driveways or hangling on doorknobs unless the parson
recelving them has signed a pepsr saying he wants the stuff,

This goes for the L.V, SUN’s "Advertiser,” the Avon lady, and any
and all firms that contract with furnlture stores,; etc.. Lo place their
advertising around town,

First of a2ll, it!'s litter., Secondly, it's an opan invitation to
any would-be burgler that no ona's home., I admlt to being a 1ittl
paranold--we've been hit twlce--but when we go away we notlify the police,
stop what can be stopped, frrangse with neighbors to keep zn eye out,
set tlmers on lights, and csn have all this nsgated by papars in ths
drive or hanglng on sore part of the houss =3 s flag saying "Hey, fellers,
looky--nobody's home !"

Third--I don’t want the stuff, And I consider it an invasion of
both property and privacy for pesopie to lsave 1t, I alsc considar 1t
trash; because 1t goes right into the garbage can~-~and wondsr 1f it wculd
be 211l right for me to take my trash over and dump it on Mr. Gresnspun'sa
Jawn, as he's dumping what I ccnslder his on mine?77?

For businesses, ané for those pecpie who want 1t, door-to-~door
advertising is fine, but there are these of us who don't want it and
what I'm asking 13 protesction from it, It should bs no more of a problam
for a company to get signatures of psople who want the materizl than 1%
1s for a newspaper to get subscriptions,

Finally--I heard of a case in Florlda where a homssuner who was
burgalarized when such materisl was hanglng on his door sued both th
advertlser and ths company who nlaced it and wone-=so AB-LQL *s &.L30
protection for the firms involved.,
I truly hope you will consider it favorably.

Sinecarely,

Gecrgn To Appleston
3100 T 1lorrie Avenus
Las Vegas, levsada 89122

IS



EXHIBIT P

JANUARY 25, 1979

JACK JEFFREY
Chairman

Commerce Committee
NEVADA STATE ASSEMBLY
Carson City, Nevada

DEAR JACK,

I am writing to protest against AB 101, the bill to prohibit
hanging of advertising flyers on residential doorknobs.

I am outraged that this bill has even been drafted since there
is no evidence of substantial public outcry against door hangers.

If news reports are correct, Karen Hayes has introduced this bill
by request of one of here constituents. We all know Karen has
the largest district by populationtand voter registration. How
much of a problem can door hangers be if ONLY ONE of her con-
stituents complained about them?

This absurd bill should have been referred back to its originator
by the entire Assembly. But since that did not happen, I hope
you will vote against it in committee. :

I have campaigned twice for Assembly. Nick Horn beat me by 153

votes in the 1976 primary and Jan Stewart beat me by 38 votes in
the 1978 primary. I'm going to run again and will keep running

until I win.

Door hangers have been an indispensable part of my campaigning and
hopefully will be in the future.

In 1976, not one of the 4,200 registered Democrats in AD 15 who
got my doorhangers complained about them. In 1978, nod& one of
the 5,500 registered Democrats in AD 14 complained about my door=-
hangers.

In fact, many lonely people (senior citizens especially) welcome
the doorhangers because it gives them an opportunity to call up a
candidate and chat on the telephone and/or invite them back to
their homes for a personal visit.

There will be one inescapable result if AB 10l is passed into law:
it will ¥e even more difficult for common people like me to make
a serious attempt to run for Assembly.

116



EXuieir p 3

It is still possible to run a fairly economical campaign and
work like hell and have a chance to win. One economy measure
is to limit the number of mailings and compensate with doorhangers.

Nick spent $5,000 against my $3600 in the 1976 campaign. Stewart
spent $8600 against my $4100 in the 1978 campaign. If it becomes
illegal to use door hangers to help cut costs, then people like
me will be priced out. Then only the wealthy or the few with
wealthy connections will be able to mount serious election races.

Again the bottom lines Where is the public demand for the passage
of this bill? If none exists, let's bury the bill now.

Thank you for your considerations.

Sincerely,

ART RAIDER

4923 Colorado Avenue
Las Vegas, Nevada 89104

PSs If residents placed small "post no bills here" warning
signs on their homes, as many now post "no peddlers" or
*"no trespassing” signs, would this not have the same
effect as AB 101? It would keep doorhangers away from
residents who don't want them and allow them where they
are welcomed.
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EXHiBIT Q ,
r , January 18, 1979

Legislative Building
Capitol Complex
Carson City, N.V.
89701

o 0. oty

We the undersigned, as registered voters and senjor citizens living on fixed
incomes, urge you to support legislation requiring pharmacists at the customers
request, to fill prescriptions with generic equivalent drugs when they are less
costly and available. .

We thank you very much for your attention in this matter.
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