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To the Honorable Senate and House of Representative

I. Creation and Authority of Commission.
This Interim Study Commission was created by the 1964 Legis-

lature of the Commonwealth of Massachusetts. By joint resolu-
tion the Special Commission was directed to make an investigation
and study “relative to establishment and regulating a new category
of over-the-counter proprietary preparations used for self-treatment
to be known as 'Potentially Harmful’ drugs.”

The Commission, appointed by the then Governor, President of
the Senate and Speaker of the House consists of two members of
the Senate, three members of the Flouse of Representatives, the
Director of Food and Drugs of the Department of Public Health,
and three physicians (one skilled in pharmacology, one a clinical
pharmacologist, and one a specialist in internal medicine), one mem-
ber of the general public, and one retail merchant. The names of
the Commissioners so appointed are appended hereto.

The subject matter of the investigation and study was House
Document 1819, then pending before the 1964 Legislature. The
Commission was directed to report its findings and recommendations
to the present Legislature.

REPORT OF MASSACHUSETTS COMMISSION ON
“POTENTIALLY HARMFUL” DRUGS.

11. Activities of Commission.
The Commission held public hearings in Boston on five separate

occasions and met in four executive sessions. A total of fifteen wit-
nesses appeared before the Commission, representing various seg-
ments of the drug industry, retailers, the medical and pharmacy
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professions, labor and the public. In addition, a number of wit-
nesses offered printed documents and other writings in the record

111. House Document 1819.
A copy of H. 1819 which was introduced in the 1964 session of

the Legislature and was the object of study and investigation by
this Commission is appended hereto. As stated, its purpose was to
create a new class of over-the-counter drugs to be known as “Po-
tentially Harmful” drugs. Most of such drugs are now generally
sold in various non-drug outlets and at self-service or by unregis-
tered personnel within the drugstores in the Commonwealth of
Massachusetts. The bill, if enacted, would restrict certain cate-
gories of such drugs to sale in drugstores by a registered pharmacist
who would have certain obligations to advise or warn the customer
at the time of the transaction.

IV. Present State of Massachusetts Law.
Massachusetts law now provides that all drugs and medicines be

sold at retail under the supervision of a registered pharmacist (Ch.
112, section 30). There is, however, a specific exemption for the
manufacture and sale of “patent and proprietary medicines” (Ch.
112, section 35). The Commission found that there was no real con-
troversy over the meaning of the quoted phrase nor of the products
generally within that category. It is generally used to indicate
trademarked non-prescription preparations advertised and sold
directly to the general public for use in self-medication.

It is important to note that the exemption for “patent and
proprietary medicines” relates to the person who may sell such
items and not the type of outlet in which they may be sold. Thus,
a preparation which may not be sold in a general store or super-
market may not be sold by an unregistered clerk within a drugstore.
The Commission has been advised that the failure to exempt the
sale of such items, unless the pharmacist performs some function
related to the public health in connection with said sale, would be
of doubtful constitutionality.

It is the opinion of the Commission that the Board of Pharmacy,
composed of registered pharmacists, should not be in a position to
regulate its competition, i.e., the non-drug outlets. The principal
function of the Board is to police and regulate its own profession and
indications are that it is doing that job well.
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The composition, safety and efficacy of drug products within the
Commonwealth is regulated by the Food, Drug, Cosmetic and
Device Law (Ch. 94). This is ably administered by the Department
of Public Health, although there are indications that its functions
could be improved were more funds available.

The Commission feels that the origin of H. 1819 was prompted
by the abuse of certain medicines, rather than the use of them. To
this end the Commission recommends that the Legislature look into
the advisability of giving the Food and Drug Division additional
funds in order to institute a broader program of Public Education
on the proper use of drugs and medicines. This program, if allowed,
would be in keeping with the recommendations of the United States
Department of Health, Education and Welfare, Food and Drug
Administration on the responsibilities of States.

It appears that the situation with respect to the sale of propri-
etary medicines in non-drug outlets in the other forty-nine states
is comparable to that existing in the Commonwealth. They have
all exempted some class of trademarked over-the-counter prepara-
tions generally known as “patent or proprietary” medicines. None
of them has adopted the so-called “third class” theory whereby
such drugs would be classified as safe or unsafe for sale by non-
pharmacists. For practical considerations, some of the states do
restrict certain items, such as insulin, exempt narcotics or “ethicals ”,

which are not advertised to the public and where the manufacturer
has chosen to restrict his distribution patterns.

The Federal Food, Drug, and Cosmetic Act regulates all drugs
in interstate commerce. Section 503(b) of that Act, the Durham-
Humphrey Amendment, divides all drugs into two classes those
that are safe for use in self-medication and are so labeled and those
which should be used under the supervision of a physician and
are restricted to sale on prescription. The underlying philosophy
of this provision is that, unless a drug is safe for all lay use on the
basis of its labeling alone (irrespective of place of sale), it must be
restricted to sale on prescription.

V. General Findings
The Commission finds that the Federal law, complemented by

existing Massachusetts law, is effective in the control of drug and
related products. The Federal authority in this field has been
very much expanded in recent years and vigorously enforced.
There does not appear to be any need for legislation of the type
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proposed in H. 1819. There has not come to the attention of the
Commission any harm or danger resulting from the unrestricted sale
of the popularly advertised proprietaries. Harm, if any, would
not depend upon the place of sale, but would occur from the abuse
or misuse of such items. Under Federal law they are safe, if used
in accordance with label directions, and neither the pharmacist
nor the physician is in a position to obviate such abuse or misuse
once the transaction has been completed. If drug problems do exist
in the Commomvealth, they would appear to involve narcotics and
related items which are not generally available for sale as are the
proprietary medicines.

It would appear to some, however, that the basic problem relat-
ing to the place of sale of proprietaries is fundamentally economic.
The Commission did not delve deeply into the economic question.
It was apparent that the sponsors of the bill were concerned about
abuses of drugs. It is the feeling of the Commission that a stepped-
up program of education for the public would be of great benefit
and we ask all persons concerned; doctors, pharmacists, manufac-
turers, and retailers, to assist in greater public awareness of the
responsibilities of purchasing and using all drugs. Since these
proprietary products are primarily palliatives for minor ills, they
should be generally available. Restriction to the drugstore would
result in a great inconvenience to the public. If they are not indeed
safe for use in self-medication, they should be restricted to sale on
prescription. Wide-spread sales of such items in both drug and
non-drug outlets should tend to foster price competition of pro-
prietaries which go a long way toward curbing the high cost of
health care.

VI. House Document 1819.
The three criteria for restricting drugs to pharmacist sale under

H. 1819 and which the commission rejected were:
A. Any drug or preparation sold to the public whose label bears a

warning or cautionary statement pertaining to dosage or any contra-
indication. Virtually all over-the-counter preparations bear such
warnings. The labels of these products bear warnings against over
usage, against usage in certain conditions and against usage by
certain persons. They are not warnings against the particular
drug, but rather warnings against conditions in which certain
persons should not use that drug. They are not warnings against
the drug itself, but special precautions which make the product
safer than it otherwise would be. As stated above, the substance
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and spirit of the Federal law is to make these proprietary medicines
safe for use in self-medication upon the basis of their labeling alone.
It is the feeling of the Commission that the law of the Common-
wealth should encourage such self-regulation and not penalize the
manufacturer for compliance with the law. Obviously, many manu-
facturers of proprietary remedies go beyond the strict requirements
of the law and warn the consumer against conditions and make
every effort to encourage the consumer to consult a physician,
if there is any possibility that the particular remedy may not serve

* his purposes.
”

There was frequent mention during the hearings of one time
capsule preparation, the label of which bears rather extensive
cautions for the consumer. We believe that this product is an
example of the extreme caution of a particular manufacturer. In
accordance with federal law its “new drug” application has been
approved by the Federal Food and Drug Administration. On
the basis of its present labeling we may assume that it is safe for
use in self-medication. There is no reason or public health justifica-
tion for restricting the sale of any product on the basis that the
manufacturer has attempted to warn the consumer against every
conceivable condition in which its preparation might not be indi-
cated.

B. Any drug or preparation which has an active ingredient, which,
when prescribed in large doses or higher potency, is subject to sale
on prescription. This provision would include all drug prepara-
tions, since any drug, if recommended in sufficiently large doses,
becomes a prescription item. This is contrary to the philosophy
of the Federal and state food and drug acts, as well as the entire
science of pharmacology, which determine drug safety on the basis
of dosage. It is well recognized that too much of anything, whether
it be food or drink or medication, can cause harm if taken in suffi-
ciently large doses. Table salt, drinking water, seafood and whisky
can be poisonous if taken in sufficiently large doses.

The AFL-CIO, in its presentation before the Commission en-
dorsed the existing federal authority and stated, “Any medication
not safe for people to purchase over-the-counter without a prescrip-
tion should be, and under Federal law is, restricted to sale by pre-
scription. Any product which is safe for people to buy over-the-
counter should be, and under both Federal and state law is, available
for people to purchase where they choose and from whom they
choose.”
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Aspirin tablets, labeled to be used one or two at a time for relief
of simple headache, may be sold over-the-counter without pre-
scription. Aspirin tablets, recommended to be used ten or twelve at
a time to relieve arthritis and rheumatism, are restricted to use
under the care of a physician. Labeling recommending such dosage
would require sale upon prescription.

Vitamins containing the minimum daily requirements of Vitamin
A are sold as a food supplement. A preparation containing three
times that amount of Vitamin A, and recommended for relief of
night blindness or other deficiency symptoms, becomes a therapeutic
drug restricted to sale on prescription. Even Vitamin C found in*
many cough drops, is at higher dosage, a prescription item. Thus,
this criterion is entirely contrary to the accepted basis on which the
laws of both the Federal Government and Commonwealth are based.

C. Any drug or preparation the Commissioner of Public Health may
designate as being “potentially harmful”. Everything ingested into
the system is “potentially harmful”. That is why the Federal and
state laws have adopted as their standards of safety for drugs the
likelihood of danger to health when the drug is used in the dosage
prescribed or recommended in its labeling. This standard is a
workable one which has been subjected to the test of time and has
provided the public with the maximum of protection. The Com-
missioner should not be asked to assume the responsibility of inter-
jecting his own subjective determinations with its awesome concom-
itant liabilities in such an area. Presumably, there would be many
instances where the Commissioner would be asked to act contrary
to the Federal authorities without sufficient esoteric justifications.

The Commission, after due deliberation, concurs with the action
of the House of Representatives in rejecting H. 1819.

VII. Recommendations.
The Commission feels that the present laws of the Common-

wealth governing the sale of drugs are sufficient to protect the
health of its citizens. *

The Commission also feels that a further definition of “harmful
drugs” should be added to the statutes. This recommendation
which conforms to the Durham-Humphrey Amendment is included
in Appendix A.

It is the wish of the Commission that a copy of this report be
forwarded to the Federal Food and Drug Administration for their
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information. This is just one more step in the continuing responsi-
bilities of the State, Labor, Manufacturers, Pharmacists and re-
tailers in maintaining and making this a safer and better world inwhich to live.

Rep. Joseph G. Bradley,
Chairman.

Sen. Allan F. Jones.
Rep. James D. O'Brien, Jr.
Rep. John A. Armstrong.
Dr. Allan G. Rosenfield.
Dr. Theodore B. Bayles.
Dr. Chester S. Keefer.
Mrs. Joanne M. Moore.
Mr. Aaron O. Cohen.

Direcior of Food and Drugs.
Dr. George A. Michael,

MASSACHUSETTS COMMISSION ON
“POTENTIALLY HARMFUL” DRUGS.
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Amend Chapter 94, section 187 A of the Food, Drug, Cosmetic
and Device Law by inserting the following language at the end of
the first full paragraph of said section: “The term ‘harmful drug’
shall also include any drug, intended for use by man, which is habit
forming, or which, because of its toxicity or other potentiality for
harmful effect, or the method of its use, or the collateral measures
necessary for its use, is not safe for use, except under the supervision
of a practitioner licensed by law to prescribe such a drug.”

Appendix A.

MASSACHUSETTS COMMISSION ON “POTENTIALLY
HARMFUL” DRUGS.
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By Mr. O’Farrell of Malden, petition of George H. O’Farrell and another for
legislation to classify as potentially harmful drugs certain over-the-counter pro-
prietary preparations used for self treatment Public Health.

In the Year One Thousand Nine Hund •iixty-Four

An Act establishing and regulating a new category of over-
the-counter PROPRIETARY PREPARATIONS USED FOR SELF TREAT-

MENT TO BE KNOWN AS “POTENTIALLY HARMFUL” DRUGS.

Be it enacted by the Senate and House of Representatives in
General Court assembled, and by the authority of the same, as
follows:

1 Chapter 94 of the General Laws is hereby amended by in-
-2 serting after section 187F, as most recently amended by chapter
3 603 of the acts of 1961, the following section;
4 Section 187G. (1) Any drug or preparation sold to the public
5 whose label bears a warning or cautionary statement pertaining
6 to dosage or usage or any contra-indications, shall be sold only in
7 registered drug stores by a registered pharmacist who shall direct
8 attention to all warnings and cautionary statements at the time
9 of sale.

10 (2) Any drug or preparation which has an active ingredient
11 which when prescribed in larger dosage or higher potency is
12 subject to section one hundred and eighty-seven A of this
13 chapter, shall be sold only in registered drug stores by a regis-
-14 tered pharmacist who shall direct attention to all warnings and
15 cautionary statements at time of sale.
16 (3) Any drug or preparation the commissioner of public health
17 may designate as being potentially harmful shall be sold only in

Cfte Commontoealtb of
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18 registered drug stores by a registered pharmacist who shall direct
19 attention to all warning and cautionary statements at the time of
20 sale. Except as otherwise provided whoever violates any pro-
-21 vision of this section or any rule or regulation authorized here-
-22 under shall be punished by a fine of not more than one thousand
23 dollars, or by imprisonment in jail or house of correction for not
24 more than one year, or both.
25 The department of public health shall enforce the provisions
26 of this section and said department and the board of registration
27 in pharmacy acting jointly may make such rules and regulations
28 as they deem necessary for the proper enforcement thereof. Said
29 board shall also enforce the provisions of this section, excepting
30 that such enforcement shall be limited to violations by regis-
-31 tered pharmacists, registered retail drug stores and licensed drug
32 wholesalers. Any information acquired by said board that a
33 physician, dentist or veterinarian may be in violation of any
34 provision of this section shall forthwith be communicated in
35 writing and in detail to the commissioner of public health. Said
36 commissioner may cause an investigation to determine whether
37 or not such violation has been committed and shall advise said
38 board of his findings and decision.


