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RESOLVE AUTHORIZING STUDY
(Chapter 136, Resolves of 1963)

Resolve providing for an investigation & study by a special commission
RELATIVE TO THE ESTABLISHMENT OF A STATE BOARD OF EXAMINERS OF

BIOANALYTICAL LABORATORIES

Resolved. That a special Commission, consisting of two (2) members of the
Senate, three (3) members of the House of Representatives, and six (6) per-
sons to be appointed by the Governor, is hereby established for the purpose of
making an investigation and study relative to the establishment of a State
Board of Examiners of Bioanalytical Laboratories, Said Commission, shall, in
the course of its investigation and study, consider the subject matter of cur-
rent Senate document numbered 542.

Approved:
August 19, 1963

(Cmmmimufalth of fSasoarhuHPtts



In the Year One Thousand Nine Hundred and Sixty-Seven.

Resolve increasing the scope of the special commission established to make

AN INVESTIGATION AND STUDY RELATIVE TO THE ESTABLISHMENT OF A STATE BOARD

OF EXAMINERS OF BIOANALYTICAL LABORATORIES.

Resolved, That the special commission established by chapter one hundred
and thirty-six of the resolves of nineteen hundred and sixty-three and most
recently revived and continued by chapter one hundred and twelve of the
resolves of nineteen hundred and sixty-six, shall, in the course of its investiga-
tion and study, consider the subject matter of current senate documents num-
bered 652, to regulate schools for training of medical laboratory technologists;
657,* to create a board of review for medical licenses; and 669, relative to
clinical laboratories.

*lt is thought by the commission that this a stenographic error and that refer-
ence is to 658, relative to schools for the training of medical laboratory tech-

nologists.

m

abr (Contmnmufaltb of fUassartjusptta



IV

To the Bonordble Senate and House of Representatives:

GENTLEMEN: The Special Commission, appointed under
Chapter 136 of the Resolves of 1963, and most recently revived
by Chapter 112 of the Resolves of 1966, submits herewith its
interim report relative to the Establishment of a State Board
of Examiners of Bioanalytical Laboratories.

The undersigned majority of the Commission hereby also
authorizes the submission of the Minority Report and the con-
curring report attached hereto.

Respectfully submitted,

Sen. JOSEPH D. WARD, Chairman

MAJORITY OF COMMISSION

Sen. JOSEPH D. WARD
Rep. ANTHONY P. GROSSO
Rep. T. HAROLD GAYRON
Miss CATHERINE ATWOOD
Mr. NORBERT BENOTTI
HENRY A. HILL, Ph.D.
Mrs. R. ELINOR H. JUDD
Mrs. LEONA MITCHELL
Mrs. MARGARET ROBBINS

Qlljr CCmnmonuiralttj of fHaflxmdjuaPtta

LETTER OF TRANSMITTAL TO THE
SENATE AND HOUSE OF REPRESENTATIVES



V

MEMBERSHIP OF THE SPECIAL COMMISSION ESTAB-
LISHED TO MAKE AN INVESTIGATION AND STUDY

RELATIVE TO THE ESTABLISHMENT OF A STATE
BOARD OF EXAMINERS OF 810ANALYTICAL

LABORATORIES.

Appointed by the President of the Senate:

Senator Joseph D. Ward, of Fitchburg, Chairman
Senator James DeNormandie, of Lincoln

Appointed by the Speaker of the House

Representative Anthony P. Grosso, of Shrewsbury
Representative T. Harold Gay Ron, of Lynn

Appointed by His Excellency, the Governor:

Miss Catherine Atwood of Auburndale
Mr. Norbert Benotti of Wellesley Hills
Dr. Bradley Copeland of Brookline
Dr. Robert S. Harper of Worcester
Henry A. Hill, Ph.D. of Watertown
Mrs. R. Elinor H. Judd of Belmont
Dr. Geoffrey Keane of Danvers
Dr. Howard Lind of Nashua, New Hampshire
Mrs. Leona Mitchell of Gloucester
Mrs. Margaret Robbins of Somerville
Counsel, Mr. Robert Cohen of Newton
Executive Secretary, Mr. Stephen I. Lipman of Boston

(Sljr (Eommomupalth of fHaaaarlfuapfta



VI

Page

Resolve Authorizing Study and Related Resolves II

Letter of Transmittal IV

Membership of the Commission V
Report of the Majority

Chapter I: Introduction 7

Chapter II: Background 8

Chapter III: Work of the Commission 10

Chapter IV: An Evaluation of Current Practices in
Massachusetts 14

Chapter V: Schools of Medical Technology 21

Chapter VI; The Situation in Other States and Their
Solutions 23

Chapter VII: The Impact of Medicare .
.

. . .
. . .34

Chapter VIII; A Survey of Opinions & Recommendations .... 36

Chapter IX: Conclusions of the Commission: A Six-Point
Program for Massachusetts 39

Minority Report of Sen. DeNormandie, Dr. Copeland, Dr.
Harper and Dr. Keane 44

Concurring Report of Dr. Lind 62

Appendix A: Senate Bill Number 542 of 1963 63

Appendix B: List of all known Hospital & Independent
Clinical Laboratories in the Commonwealth

.... 77

Appendix C: Sample Laboratory Questionnaire 109

Appendix D: Text of Senate Bills 652, 658, & 669 .
... .

. 117

Appendix E: Selected Bibliography of Articles & Laws of
other States 130

Appendix F: Proposed Legislation 132

Appendix G: Proposed Legislation 141

TABLE OF CONTENTS



SENATE —No. 1492.1967.] 7

\

Origin of the Commission
Senator Leslie B. Cutler, of Norfolk and Middlesex District, filed

Senate No. 542 of 1963, proposing the establishment of qualifica-
tions for, and licensing of, clinical bioanalysts engaged in the oper-
ation of private clinical laboratories in the Commonwealth of Massa-
chusetts. A copy of the text of that document is appended to this
report and labeled Appendix “A”. On August 19, 1963, this Com-
mission was approved by Chapter 136 of the Resolves of 1963.

Subject and Scope of the Study

Consistent with its charge, the Commission has considered the
subject matter of Senate Document 542 of 1963. The Commission
also has investigated and studied practices of the entire laboratory
profession within the Commonwealth of Massachusetts, as well as
the situation in other states and federal “Medicare” standards.

This report briefly summarizes the findings of the Commission
concerning current standards within the Commonwealth. The report
makes proposals for the future, based upon the problems encountered
here and in other states and the solutions that have proved success-
ful. It incorporates an attempt to provide for future developments in
the field, including the impact of federal “Medicare” standards.
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Modern medicine draws upon the knowledge and training of
countless fields to assist in the diagnosis and treatment of disease in
human beings. The physician employs skills, techniques and tools
made available to him through nearly every scientific discipline
known to man. Many of these new diagnostic tools take the form of
examinations and studies drawn from the basic sciences of chem-
istry, microbiology, anatomy, physics, immunology, and others,
and are carried out in laboratories employing precision methods
and instruments.

In the past, these tests were most commonly performed by the
physician himself, who then utilized the results obtained, to assist
him in the diagnosis and treatment of his patient. With the in-
crease in the number, complexity, and diversity of types of such
tests, these laboratory procedures are now most commonly per-
formed in clinical laboratories, often under the supervision of non-
medical personnel. It has long been the position of virtually all
organized medical groups, that the performance of these laboratory
procedures constitutes a facet of the practice of medicine. In
recent years, groups of paramedical workers have adopted the con-
trary viewpoint that the objective examination of specimens within
the laboratory is not within the practice of medicine. This latter
view is based upon the belief that the derivation of physical or
biological data from the study of specimens taken from the human
body did not of itself establish a diagnosis, but was simply one of
the bases for diagnosis. It is the feeling of these groups that the
practice of medicine is involved in the diagnosis and treatment of
disease in human beings, and that until the data received from
laboratory tests is interpi'eted in the form of diagnosis, all work'
done prior to such integrated interpretation is not within the prac-
tice of medicine.

Whichever of these two schools of thought may be followed,
the fact is that error in the laboratory may have a direct and
devastating effect on the health and safety of the patients. Con-
versely, competent laboratory work and results free of error may

CHAPTER II

BACKGROUND
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well have a salutory effect. Thus, the competence of laboratory
personnel and the overall capacity of the laboratory become a prime
object of social and governmental concern.

Laboratories performing tests on specimens from human beings
can conveniently be divided into two groups: Those main-
tained and operated within a hospital; and those of an independent
nature with no direct hospital affiliation. Those affiliated with hos-
pitals are generally directed by a physician or physicians trained
in the laboratory disciplines (pathologists), while those maintained
on an independent basis may or may not be physician directed.
In many instances, independent laboratories are under the direc-
tion of individuals having advanced degrees in chemistry, micro-
biology, or one of the other basic medical sciences. In most in-
stances, whether physician directed, or scientist directed, these
laboratories are capable of very high level work and function under
direct reference of tests from physicians exclusively, without any
contact whatever with the lay public. This reliance on direct refer-
ral of tests from physicians is looked upon by many as evidence
of the physician’s faith in the quality of the laboratory’s work.

While it is the intent of all those interested in better health serv-
ices to provide the very best possible standard of laboratory
work, there is some difference of opinion as how best to achieve
this end. Ten states have enacted laws to regulate the practice of
laboratory medicine. Among the forty remaining states, some
fifteen are studying the problem with the view toward even-
tual regulations, while the rest have yet to act, relying principally
on voluntary approval or self-improvement programs. Even among
those states which have adopted some regulatory legislation, there
is some diference of opinion on how best to approach the problem.

The materials contained below have helped this Commission,
and it is hoped that they will similarly help members of the Leg-
islature and the public to formulate a well-reasoned opinion on the
need for regulatory measures in the Commonwealth, and what
form those measures should take.
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At its first meeting on June 29, 1965, it was felt by all of
the members present, that in order to facilitate the work of the
Commission, an extensive inquiry into the practices of the labora-
tory profession in general, and the current practices within the Com-
monwealth in particular, was essential. It was generally agreed
that the legislative members would benefit greatly by a period of
education into the myriad facets of the profession and that the
Gubernatorial appointees as well would profit from an over-all
examination of their own field.

The Commission immediately set up July 20, 1965, as the date
of a public hearing where it was hoped that members of the
profession would appear to give the benefit of their thinking to the
Commission members. To insure the attendance of all interested
parties, invitations were sent to all known laboratories within the
Commonwealth, both hospital and private. A revised list of all
such institutions is appended to this report and labeled Appendix
B”.
During the next month and throughout the period of the Com-

mission’s study, an endless stream of material found its way to
the Commission’s files. Members of the profession and concerned
citizens, physicians and public health officials from every part of
the Commonwealth, over a dozen of our sister states, and several
agencies of the Federal Government, responded to the Commis-
sion’s numerous requests for information with admirable candor
and dispatch. The members of the Commission would like to take
this opportunity to thank, once again, all of those who have so
graciously taken time and effort to assist in our inquiry, and we
wish to commend the public-spirited members of the profession
throughout the Commonwealth who have sought to cooperate with
us and assist us at every level of our study.

In addition to the thirty-five people who attended the public
hearing on July 20th, the Commission had received by that date
an additional twenty-five statements from those unable to attend.

In Executive Session, following the public hearing, the Com-
mission decided that visits to various laboratories throughout the

CHAPTER 111

WORK OF THE COMMISSION
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Commonwealth would serve to widen the outlook of all members
of the Commission, and in the case of legislative members, would
give many of them their first look at the inside of a laboratory.
Accordingly, a series of visits to laboratories was planned. So
that these visits would cause as little inconvenience as possible
to the host laboratories, it was agreed that the visits would
be made by small sub-committees of three Commission members
which would include both legislative and lay members. Once again,
letters were sent to laboratories throughout the Commonwealth
asking if they would be willing to host a group of Commission
members, and once again, nearly every laboratory asked, responded
favorably. Subcommittees of the Commission began visiting these
laboratories and continued to do so through the end of 1965,
and during the early months of 1966.

It was also felt that much could be gained by asking all known
laboratories to answer a questionnaire concerned with the owner-
ship, direction, supervision, personnel, equipment, and volume and
types of tests performed by the laboratory. A questionnaire was
prepared which inquired into each of these areas at length and,
in addition, once again asked for opinions from the respondents
with regard to the Commission’s work. A copy of the question-
naire as sent is appended to this report, and labeled Appendix
“C”. Because the Commission was not empowered to compel re-
sponses to these questionnaires, and in an effort to ensure a good
response and sufficient candor, the questionees were assured that
their responses would be treated as confidential, and that all such
information supplied would be used solely to facilitate the Com-
mission’s inquiry. In keeping with these assurances, the Commis-
sion has provided for the destruction of all questionnaires in its
possession concurrent with the expiration of the Commission. In
addition, the evaluation of information received in response to
the questionnaires as reported in Chapter IV of this report, is
presented in summary form only. On October 7, 1965, question-
naires were sent to all known laboratories throughout the Com-
monwealth. As before, the response was admirable with a total of
nearly thirty-five per cent responding to the request for infor-
mation.

Having thus advised themselves of the standards and practices
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within the laboratory profession in the Commonwealth, the Com-
mission next turned its attention to the problems encountered
in other states and the steps taken to solve their problems.

The Commission had access to, and has continually drawn upon
a vast file of information compiled largely during 1964 by the Leg-
islative Research Bureau as an aid to the Commission’s work.
This file contains a broad survey of laboratory license laws through-
out the country, together with an extensive collection of articles
concerning the laboratory profession. All Commission members
have had access to this file, and many of the most pertinent
documents contained therein were reproduced and distributed to
the Commission members so that they could be subjected to even
closer scrutiny. In particular, each Commission member was pro-
vided with a personal copy of the licensure laws in each of several
states, and a copy of the federal Medicare standards for clinical
laboratories.

In conjunction with the study of laws in other states, the Com-
mission entered into extensive correspondence with public health
officials in several states and with the Department of Health,
Education & Welfare, in Washington, D.C.

On December 20, 1965, a sub-committee traveled to Albany,
New York, to confer with Public Health officials of that state
concerned with the implementation and administration of their
laboratory licensure law.

Several of the Commission members also attended a lecture
given by the Director of the New York City Laboratory Licensure
program when he spoke at a professional gathering in Boston.

On January 7, 1966, pursuant to Chapter 107 of the Resolves of
1965, the Commission was expanded to fifteen members by the
addition of five new Gubernatorial appointees to further broaden
the base of expertise within the Commission. New members were
welcomed to the Commission at a meeting on February 3, 1966,
and were briefed on the Commission’s work to date and given
access to Commission files.

To further acquaint the new members with the findings and
work of the Commission prior to their appointment, a new series
of visits to laboratories, in all respects identical to those already
made, was arranged so that the new members could get out into
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the field themselves.
Following visits to eleven more laboratories, the Commission

decided that further visits would not materially add to the fund
of knowledge already amassed and decided to discontinue further
visits.

In April, a sub-committee met with officials of the state De-
partment of Public Health to elicit their views on the Commis-
sion’s work, and in a meeting in May of 1966, the sub-committee
reported the results of its discussion to the Commission.

Throughout this period, the Commission continued to receive
various opinions, position statements, and testimony from interested
sources. In addition to these sources, the Commission requested
and received valuable information from the Department of Health,
Education and Welfare, with regard to the implementation and
expected impact of federal Medicare legislation.

During executive meetings of the Commission, held twice month-
ly throughout the first half of 1966, the Commission drew heavily
from the knowledge and personal experience of the Commission
members.

Dr. Robert S. Harper of Worcester was welcomed to the Com-
mission Membership, replacing Dr. William Kaufman at a meeting
held on July 18, 1967, at which time the Commission heard testi-
mony from Attorney Worth M. Yoder, representing the American
Medical Technologists. At that same meeting, a majority of the
Commission members then present voted to submit this report to
the legislature and further voted to submit the appended proposed
legislation for consideration during this legislative session.

At that meeting, the Commission received Senate Resolve No.
1041 and considered Senate Bills Nos. 652, 658, and 669 as directed
therein. Copies of the texts of the above mentioned bills are re-
printed and Appended hereto, labelled Appendix “D.”

This broad inquiry and study utilizing all of the above men-
tioned tools has allowed the Commission to achieve an amalgama-
tion of views and opinions based upon their own knowledge and the
information garnered from the work outlined above. This report,
represents the synthesis of the views of the signers and seeks to
inform the legislature as fully as possible of the consensus of the
Commission’s views and recommendations.
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No program can prove fully effective unless it is designed to
fit the precise set of circumstances and conditions existant at its
inception. The Commission, therefore, felt it necessary initially to
inquire into current practices within the Commonwealth in great
depth. In all instances, however, it must be noted that there never
was any intention on the part of the Commission to indict the
profession or any individual practitioner. The Commission’s in-
quiry was fostered solely by a desire to acquaint itself with the
entire profession as it is presently practiced in this state, and
then upon such information, decide whether or not there is a need
for licensure in Massachusetts.

Early in its inquiry, the Commission became aware of an in-
consistency of terms. The term “Bioanalytical” as used in the
Resolve creating the Commission, included a far broader range of
inquiry than the Commission felt necessary. It became apparent
that there are two distinct classifications of “Bioanalytical Lab-
oratories”. The first of these are those involved in the performance
of clinical diagnostic procedures both in hospitals and in independ-
ent private laboratories. The second category includes those in-
volved solely in the performance of environmental sanitation pro-
cedures.

The laboratories included in this second category are concerned
largely with matters of community public health while those of the
clinical diagnostic type are more directly concerned with supplying
laboratory data to the physician and thus have a direct effect on
the individual patient. In public hearings held by the Commission
and in letters received by the Commission, it was widely recom-
mended that the Commission confine its study to the clinical diag-
nostic laboratories. In a letter dated September 2,1964, Dr. Geoffrey
Edsall, Superintendent of the Institue of Laboratories of the De-
partment of Public Health of the Commonwealth wrote to the then
Director of the Legislative Research Bureau and expressed his
views on this distinction as follows:

CHAPTER IV

AN EVALUATION OF CURRENT PRACTICES
IN MASSACHUSETTS
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"I do not think that the word “bio-analytical” is a suitable or proper
word to use in describing the laboratories with which the legislative
resolution and the Commission are concerned. Bio-analysis could be
concerned with determining the rate of alcohol formation in beer pro-
duction in a brewery, with the levels of antibiotics in chicken feeds,
or with the tolerance of mosquitoes for commonly used pesticides.”

Dr. Edsall then went on to say, (emphasis his)
“What we are concerned with here is laboratories doing tests con-
cerned with the state of health or disease of human beings, and this is
a more specific and in a sense, a narrower area of interest than the
word "bio-analysis” implies.”

The members of the Commission, based upon their own know-
ledge and understanding of the situation were largely in accord
with Dr. Edsall’s views as expressed above and decided to confine
the scope of their study to what they preferred to call “clinical
laboratories” meaning those institutions, whether privately con-
trolled or within a hospital, which were concerned with the per-
formance of procedures upon material taken from the human body
to obtain information for the purpose of aiding in the ascertaining
of the presence, progress, source, and cure of disease in human
beings.

A questionnaire designed to survey the practice of the laboratory
profession in Massachusetts was sent to all known clinical labora-
tories in the Commonwealth which amounted to some 258 such
institutions, that were known to the Commission at that time.
(Please see Appendix “C” of this report for a sample questionnaire.)
The questionnaire sought to survey the backgrounds of the Direc-
tors, Supervisors and technical help employed in the profession,
as well as the physical facilities of the laboratories. The ques-
tionnaire also sought information related to the number and types
of tests performed and solicited comments of the laboratory direc-
tors with reference to their participation in voluntary approval
programs as well as their feelings on the need for the types of
regulation they desired.

Of the 258 questionnaires mailed, 67 were eventually completed
by laboratories and returned to the Commission. This represents
a rate of return of nearly 26% which was viewed by the Com-
mission as remarkably high considering the voluntary nature of the
request for information and the almost prohibitive length and com-
plexity of the questionnaire itself.
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In addition to the 67 questionnaires, the Commission also re-
ceived 28 letters, totaling 95 expressions of opinion, or an overall
return rate in excess of 36%.

Page 7 of the questionnaire revealed that 42 were taking the
College of American Pathologists approval program; 37 were taking
the Commission for Voluntary Laboratory Self Improvements Pro-
gram; and 41 were taking the voluntary approval program under
the Department of Public Health of the Commonwealth.

The CAP approval program is operated by the College of Amer-
ican Pathologists which inspects and certifies laboratories only at
the request of the pathologist who directs it. In this context, it
must be noted not only the voluntary nature of this program, but
also the fact that many of the laboratories operating in the Com-
monwealth have no pathologist on their staff and while perhaps
not actually barred from participation in the program, might
nevertheless feel reluctant to seek approval from that authority.

The voluntary approval program which has been conducted for
the past 25 years by the Department of Public Health of the Com-
monwealth, is also voluntary in nature, and is limited entirely to
tests related to the diagnosis of infectious disease, blood grouping,
and environmental sanitation. The Department of Public Health
in a list of Approved Laboratories as of September 1, 1965, indi-
cates that only 194 laboratories were approved for one or more
diagnostic tests from a list of specified tests enumerated below;

Clinical Diagnostic Procedures Number of Laboratories
Approved

Agglutinations, febrile 86
Agglutinations, heterophile 106
Blood Cultures 82
Blood Grouping and Rh typing 148
Crossmatching 119
Diphtheria Cultures 111
Enteric Pathogens 75
Malaria Smears 97
Meningitis Agents 69
Staphylococcus Cultures 116
Streptococcus Cultures 115
Tuberculosis Cultures 92
Standard Syphilis Serology 97
Syphilis Exclusion Screening Tests 115
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It is evident from the above data that participation in the State
voluntary approval program is not wide spread enough to sufficient-
ly police the practice of the profession in any meaningful sense.
What is more, the program is admittedly public health oriented
and makes no evaluation regarding standards in the private health
areas.

The CVLSIP, which stands for the Commission for Voluntary
Laboratory Self Improvement Program, seeks through the joint
endeavors of its members and their respective professional societies,
to provide a continuing educational program designed to improve
and sustain high standards of laboratory services. This is an inter-
professional group which was organized in 1964 through the leader-
ship of the Massachusetts Medical Society. At a public hearing in
July of 1965, those testifying were unanimous in their praise of
the efforts of this group. It was, however, recognized that the
program was, of course, voluntary and that those who did not join
were most likely those who would stand to profit most from the
group’s program. Dr. Bradley Copeland and Dr. Robert MacCready
who are both members of the CVLSIP, indicated to the Commis-
sion that approximately 120 laboratories were enrolled in the pro-
gram.

The information on membership in approval programs reported
in the questionnaires seems in every respect to be consistent with
figures published by the approving groups themselves and seems
to agree with other data received by the Commission.

While most laboratories functioning presently in the Common-
wealth do participate in one of these programs, the fact still
remains that participation is still only voluntary. There are other
inherent weaknesses in these programs as well. First, since spe-
cimens sent to laboratories for analysis under all three of these
programs are identified as coming from the approval group, there
is every reason to believe that these specimens are given extraord-
inary attention by the receiving laboratory. Therefore, results on
these tests do not represent in any way the standards applied to
the day-to-day work of the participating laboratories. Second,
these programs do not have the force of law behind them ans so
cannot enforce any deficiences they may uncover. Third, as with
all voluntary programs the far majority of those seeking participa-
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tion are not those at whom the program is aimed. It is those
laboratories that are unwilling to join voluntarily in these pro-
grams that are most in need of such participation. Fourth, since
all of these voluntary programs require the participating labora-
tory to make the first move by asking for approval or help, the
particular laboratory’s overinflated evaluation of its own competence
might prevent participation even without any bad faith on the
laboratory’s part.

There are always a small number of uninformed or uncoopera-
tive laboratories which may do substandard work and which do
not take part in cooperative voluntary approval or self-improve-
ment programs.

Of the directors or owners of laboratories responding to the
questionnaire, 78 had Bachelor’s degrees or higher; 8 had Bach-
elor’s degrees and were registered Medical technologists (ASCP);
and 2 had two years of college. Of the workers reported, 35
indicated one year of college and 116 had high school diplomas.
These last figures, however, must be viewed with some skepticism.
The number of workers reported as being employed by the re-
sponding laboratories varied from 1 to 38 for an individual lab-
oratory, with the average workers per laboratory being 8 and
the mode being 5. There is some reason to believe, however, that
these figures are incomplete. Through the personal knowledge of
the members of the Commission, which was borne out by the visits
to laboratories, many laboratory workers were not included in the
list of qualifications supplied by the answering laboratories. This
would indicate that some laboratories at least employ workers with
even less qualifications than some of those who were reported.

When asked their opinion of necessary mimimal education for
work in a clinical laboratory, 27 reported a Bachelor of Science
degree as necessary, and 18 reported one to three years of college,
while 36 felt only a high school diploma should be required. Inter-
estingly, nearly all laboratories which answered the questionnaire
indicated that they considered the minimum level of education to
be higher than that of the average, if not all, of their own em-
ployees.

Of the laboratories contacted by the Commission, 83 expressed
a willingness to be visited by the Commission or any sub-corn-
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mittee thereof. Twelve laboratories even suggested that the Com-
mission drop in unannounced on any and all laboratories in the
Commonwealth.

Sub-committees of the Commission visited over twenty-five lab-
oratories in all parts of the Commonwealth, both hospital and
private both those who answered the questionnaire and those
who did not. In nearly all instances, those visits substantiated
the view already held by the Commission, that in most respects,
the level of performance of laboratory practice in the Common-
wealth is extremely high. Most laboratories seemed well equipped
and owners or directors who showed the Commission members
through their establishments, seemed most knowledgeable and cor-
dial and in all instances, displayed noticeable candor.

It must, of course, be remembered that all of the visits made
to laboratories were by invitation only and that the visitors were
in no case allowed to roam freely through the laboratory, but
rather were given the assistance of a guide.

The Commission found in general that standards throughout the
Commonwealth were commendably high. The chief regret of the
Commission however, is that they suffered the fate of the isolated
intelligentsia. Because the non-legislative Commission members
were chosen from amongst the higher levels of their profession,
and because it was the higher level laboratories who responded
to the questionnaire and allowed visits, and because it was largely
these same competent people who came forward with statements
at public hearings and corresponded with the Commission; there
is some feeling that the Commission was prevented from fully
viewing the lower standards which it is feared are prevelent in
at least some of our laboratories. The Commission had no auth-
ority in its legislative mandate to force its will on the laboratories
or their personnel, but rather depended on citizen cooperation and
participation in Commission efforts. In short, the Commission, in
its inquiry suffered the same shortcomings of the voluntary ap-
proval programs both such voluntary efforts are effectively
insulated from the very people and establishments they are trying
to reach.

Nevertheless, the Commission found no evidence of conditions
in any way similar to those which prompted regulatory legislation
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in some other states (see Chapter VI). It is the Commission’s
feeling, however, that while no direct analogy can be drawn between
current practices in the Commonwealth and those which occurred
in some other states, still Massachusetts possesses no magic form-
ula to prevent such conditions from arising in the future. The
voluntary programs, while they represent a commendable effort
by some people and laboratories to raise the standards of the pro-
fession are simply not capable of preventing some people from taking
advantage of the lack of licensure requirements in the Common-
wealth.

This is particularly true because a number of neighboring states
do have regulatory legislation; thus fostering a tendency for sub-
standard individuals or organizations which cannot pass the test
in those states, to move to other states (such as Massachusetts)
where regulatory authority has not been established. Therefore,
as long as Massachusetts remains in the latter category, it is in
danger of having an increased number of unsatisfactory laboratory
organizations established and maintained here.

The Commission recognizes that the number of such sub-stand-
ard institutions is and always will be a very small fraction of the
total; however, this is true in nearly all such regulatory matters,
and should not of itself affect the question of the necessity of
establishing an effective regulatory authority.
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In a letter to the Chairman of the Commission, Dr. Robert A.
MacCready, Director of Diagnostic Laboratories for the State De-
partment ofPublic Health, wrote as follows:

“Although the assignment of the present Special Legislative Commis-
sion is specifically to make an investigation and study relative to the
establishment of a State Board of Examiners of Bioanalytical Labora-
tories, it does seem that the standards of schools for training medical
laboratory technologists is closely bound to the whole clinical labora-
tory situation. May I therefore suggest that the Commission should
at least look at this problem as well, hopefully coming to some recom-
mendation or decision as to the appropriate manner of procedure for
its solution, since it is so closely intertwined with adequate perform-
ance in clinical laboratories.”

The Commission members, from their own experience, find that
Dr. MacCready’s observations are valid, and that this slight expan-
sion of the scope of the Commission’s inquiry is not only justified,
but even demanded in the light of present circumstances.

It was unnecessary for the Commission to do lengthy research
and investigation in this area. By Chapter 119 of the Resolves
of 1954, a Special Commission to Investigate the Training of Med-
ical Laboratory Technologists, made a study of this area and in
their report to the Legislature on January 18, 1955 (printed as
House Document No. 2403 of 1955) concluded that “medical labora-
tory technologists, whose work is of prime importance in good
medicine and good surgery, which can save thousands of human
lives, should be adequately trained in schools which must meet the
standards of the Council on Medical Education and Hospitals of the
American Medical Association”. The Commission appended propos-
ed legislation to their report which was enacted as Chapter 759
of the Acts of 1955, and inserted a new Section in Chapter 112
of the General Laws under which a Special Board of the State
Board of Medicine would approve all schools within the State
training medical technologists. It was hoped by all those con-
cerned that this new legislation would help to correct the long
standing inadequacies in some of these schools whose graduates in

CHAPTER V
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turn can contribute to the difficulty of maintaining proper stand-
ards in the clinical laboratories employing them.

Unfortunately, implementation of this law was exceedingly slow,
and then before there was much, if any, effect upon schools in the
Commonwealth, a decision of the Supreme Judicial Court found a
flaw in the technical enactment process and declared the Approving
Authority for Schools of Medical Technology illegal and thereby
nullified its activities. The Commonwealth has thus been left just
as before 1955; with no provisions in our laws regarding schools
of medical technology.

The Commission has no reason to believe that any of the con-
clusions of the original Commission that recommended the now void
law are any less valid today. Indeed, it is likely that the need is
even greater now than it was over ten years ago; advances in
the field have made the technologist’s job even more exacting and
a high level of education and training are even more important.

In a discussion with officials of the State Department of Public
Health, all officials of the Department who were present, felt
that a necessary inclusion in any effective license law, would have
to be standards for schools of medical technology. It was felt
that schools which have been found to be inadequate in super-
vision, personnel performance, space facilities, and equipment should
cease operation within six months after they have been found
inadequate unless improvements have been made.

Attention is drawn to the article which appeared in the Modern
Hospital of December, 1961, entitled “Commercial Medical Tech-
nology Schools”, which presents all of the problems present in this
area.
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The Commission members felt that it would greatly aid their
study and better equip them to make concrete proposals for a pro-
gram of laboratory regulation in Massachusetts, if they could ac-
quaint themselves with the situation in some of our sister states
and the solutions and problems encountered there. The Director of
the Legislative Research Bureau at the request of the Commis-
sion Chairman, corresponded with public health officials in other
states and in the federal government concerning their work in this
area.

Below is a survey of programs in seven states (California, Con-
necticut, Florida, Illinois, New Jersey, New York, and Rhode Is-
land) .

The reader’s attention is directed to Appendix “E” of this
report which contains an extensive bibliography of articles on
laboratory licensing and citations to laws of other states, and
other documents of interest.

In 1923, the Board of Health of the State of California, auth-
orized the inauguration of a system of inspection and certification
of diagnostic laboratories. For the next 15 years, laboratories and
technologists were certified on an entirely voluntary basis. By
the time the first law was passed in 1937, this voluntary system
had become generally accepted throughout the state. The law,
which went into effect in 1938, provided for the licensure of the
laboratory director as well as of the technical personnel, and permit-
ted inspection of all laboratories within the state by the State
Department of Public Health. Three classes of personnel are lic-
ensed by the Clinical Laboratory Act: (1) Clinical Laboratory Bio-
analysts, who are permitted to direct and work in clinical labora-
tories (2) Clinical Laboratory Technologists, who carry on the
testing procedures in the laboratories under the direction of either
the licensed Bioanalyst or a licensed physician and surgeon; (3)

CHAPTER VI
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Trainee provision is made for employment of trainees who will
become candidates for the technologist license.

Between 1949 and 1951, a major overhaul and revision of the
law was made under pressure from various interested groups. The
new act, which became effective on January 1, 1952, established
educational standards for each of the categories of personnel
licensed under the act. These educational standards were further
revised and considerably stiffened by subsequent amendments in
1961 with effective dates for new standards as of 1965 and 1968.
In addition, California law prevents “fly-by-night” schools from
operating which teach persons to perform laboratory tests which
they do not fully understand and are therefore unable to meet or
recognize the problems that arise.

Without exception, all those polled in California, which included
representatives of virtually every interest group affected, were
satisfied with the working of the California law. For example,
Dr. Dominic A. DeSanto, who is President of the California
Society of Pathologists, while conceding his group’s objection to all
regulation and licensure, nevertheless admits that regulation in
California has been, for the most part, enlightened, and in a letter
to the Director of our Legislative Research Bureau, cites the close
cooperation achieved by all interested parties. One of the features
of the California system which contributes to this cooperation
and thus to the success of the law (though not specifically a
part of the law) is the activity of an officially appointed advisory
committee, as well as a group of consultants in specified sciences.
The Committee is composed of two representatives from each
of the groups covered by licenses, i.e. physicians (pathologists who
direct laboratories), bioanalysts and technologists. These individu-
als act not only as advisors to the Department of Public Health,
but also as advisors to the professions which they represent.

In response to a question related to problems encountered, Dr.
W. Max Chapman, Chief of Laboratory Field Services under the
Department of Public Health in California, wrote that the most
significant problems arose from insufficient direction of laborator-
ies. The California law recognizes licensed physicians and sur-
geons (as well as licensed clinical laboratory bioanalysts) as quali-
fied to direct clinical laboratories. Thus, Dr. Chapman points out,
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licensed technologists, who may own laboratories, but who cannot
legally direct them, must seek someone legally qualified as a
Director to supervise the laboratory, which in most cases, is a
licensed physician. Also, physicians in a group have set up lab-
oratory services and have hired licensed technologists to perform
the tests, while at the same time, appointing one of their number
as Director of the Laboratory. Dr. Chapman notes that in both
situations, the primary interest of most of the physicians is in
their private practices. Thus, if it were not for the law, Dr.
Chapman feels that a physician might lend his name to be used as
director, but never participate in the laboratory function. Because
of the legal requirements for actual direct supervision, and the
restriction on the number of laboratories an individual may legally
direct, the problem has been at least partially cured by the law.

Dr. Chapman concludes that all in all, the law has proved most
valuable to the people of California, and he further evaluates the
situation in his state as follows:

“The situation here may not be comparable to other states, but the
rapid growth in population with the resulting potential market has, at
best, caused otherwise well meaning individuals to overextend them-
selves in trying to provide services. At worst, it has lured unscrupu-
lous persons into an attempt to profit themselves by engaging in illegal
activities. On the constructive side, the law has provided a means for
evaluating the qualifications of all persons engaging in clinical labora-
tory work, through inquiry into their education and past experience
and through formal examinations. The laboratories themselves are
visited by competent professional staff prior to issuance of licenses,
and subsequently as necessary, to assure proper direction, methods,
equipment, and personnel.’’

Connecticut licenses only private clinical laboratories (excluding
those institutions connected with hospital facilities). The entire
law consists of a directive to the State Department of Public
Health to adopt such rules, regulations and standards as the De-
partment feels necessary to insure public health and safety. The
regulations adopted in compliance with this law are generally akin
to those adopted as parts of voluntary approval programs such
as those existent in Massachusetts. While these regulations are
compulsory, they nevertheless still suffer from lack of sufficient

CONNECTICUT
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scope and because of the promulgating body, are necessarily public
health oriented.

There is every indication that the Connecticut law operates
smoothly, but that due to its limited scope has not proved com-
pletely effective in curing all the possible and actual ills of the
laboratory profession in that State. It is the feeling and hope of
many of the practitioners within the state, that the implementation
of Medicare legislation by Connecticut will generally serve to up-
grade standards within the state.

In 1959 Florida enacted its present law on the practice of medical
technology. This new statute completely revamped the original
1955 act. The present law is administered by the Board of Exam-
iners in the Basic Sciences, with the State Board of Health given
authority to enforce its provisions. The Florida law licenses medi-
cal technologists and medical technologist directors, but merely
registers the laboratories themselves. The law specifically exempts
(1) the professional practice of any licensed practitioner of the
healing arts, including the practice of medical technology by any
such practitioner for his own use or for others of his profession;
(2) Employees of licensed practitioners of the healing arts who
perform tests for the use of their employer; (3) Any work done
in the employ of any hospital if under the direct supervision of a
practitioner of the healing arts; (4) The practice of medical
technology for the federal government (includng the armed serv-
ices) ; (5) The practice of medical technology for the state govern-
ment or any subdivision thereof; and (6) all tests not usually per-
formed by medical technologists.

As is readily apparent, the most noticeable feature of the
Florida law is what it does not cover. Dr. Sanford A. Mullen,
President of the Florida Society of Pathologists does not believe
that the standards of laboratory practice in Florida have been
enhanced by this law. In a letter which he says was written with
the approval of the Executive Council of his organization, he says
that he believes that all medical laboratories should be under the
direct supervision and control of a licensed physician, thus making

FLORIDA
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any further licensure (past the license to practice medicine) un-
necessary.

Carolyn Roth, Assistant to the Director of the Bureau
of Laboratories of the Florida State Board of Health cited Dr.
Mullen and his association as the chief opponents to licensure in
Florida. She feels that the law has been quite helpful in limiting
the opening of non-qualified laboratories. She recognizes that the
many exemptions included in the present law result in loopholes
as a result of which unqualified personnel may work in the lab-
oratory. She and others in her department would like to see
licensing across the board except for a physician-technologist who
is employed for his own practice.

A special Commission on Clinical Laboratories, Blood Banks
and Blood Bank Depositories submitted their final report to the
74th General Assembly of the State of Illinois on March 1, 1965.
The report sets forth the results of the Commission’s study of
data obtained under the Illinois Laboratory Registration Act of
1963, and its investigations of the practices, procedures and tech-
niques employed in clinical laboratories and blood banks registered
under that Act.

The Illinois Commission concluded that while no gross mal-
practices were apparent from their investigation, it was neverthe-
less recommended that a licensure law be adopted by the State.
The proposed legislation dealing with clinical laboratories licenses
the laboratories themselves, and the laboratory directors; but does
not license technical personnel.

The Commission recognized as one of its most pressing needs,
that direction of clinical laboratories and blood banks be restricted
to adequately qualified individuals. Physicians throughout the state
equated the desired standards of qualification with the license
to practice medicine, and urged the legislature to restrict the
privilege of directorship of a laboratory or blood bank to physicians
licensed to practice medicine in all its branches in Illinois.

The Illinois Commission seemed to recognize the desirability
that clinical laboratories be directed by physicians, however, due

ILLINOIS
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to what the Commission termed “the practical problems involved
in implementing such a requirement at this time”.* They chose
not to require physician directorship of clinical laboratories, while
they did however, feel that blood banks should be physician
directed.

Responsibility for administration of the licensure law was placed
on the Department of Public Health. The philosophy of the law is
that the most efficient and practical method of controlling the prac-
tice is through licensure of the laboratories themselves and
through strict requirements for laboratory directorship.

Bioanalytical laboratories are licensed in the State of New
Jersey by the Board of Medical Examiners rather than the Depart-
ment of Health, and the same is true of the licensing of bio-
analytical laboratory directors who do not possess an M.D. degree.

In addition, New Jersey State Sanitary Code Regulations stipu-
late that all local boards of health and health officers shall em-
ploy only laboratories complying with certain provisions for certifi-
cation detailed in the Sanitary Code. Moreover, specimens ob-
tained from suspected cases of diphtheria, pulmonary tuberculosis
or typhoid, must be submitted to a laboratory approved by the
State Department of Health for such examinations. In the case of
syphilis serology, only laboratories approved by the Department
of Health may perform premarital and prenatal tests.

The present stress of the New Jersey Department of Health is
on laboratory performance, rather than the background and qualifi-
cations of personnel employed, and on furnishing consultative serv-
ices to raise the level of performance where it is judged to be
inadequate. To this end, they have embarked on a program of
periodic evaluation of performance of clinical laboratories by
monthly submission of test specimens for analysis. Poorly perform-
ing laboratories are visited by a trained biochemist and offered
assistance. Dr. Martin Goldfield, Director of Laboratories in the

NEW JERSEY

*Report of the Commission on Clinical Laboratories, Blood Banks and
Blood Bank Depositories to the 74th General Assembly of the State of
Illinois (p. 21).
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State of New Jersey, Department of Health, emphasizes that his
department considers this program to be a teacher rather than a
policeman. Dr. Goldfield stresses however, that the assurance of
adequate quality of performance of clinical laboratory tests is in
the public interest and he believes that it can be accomplished
effectively only by public agencies.

Because of limited legislative authority, the educational efforts
of the Department of Health have been on a voluntary basis. For
some time, pathologists who were responsible for the direction of
nearly all of New Jersey’s hospital laboratories and nearly one
third of the independent laboratories boycotted the voluntary pro-
gram; however, there is increasing evidence that they are now
willing to participate. Dr. Goldfield is strongly in favor of enabling
legislation to require participation of all clinical laboratories,
those directed by physicians as well as others, and to make con-
tinued operation contingent upon demonstration of adequate per-
formance.

E. L. Shaffer, Ph. D., Executive Secretary of the New Jersey
Society of Pathologists, agrees that some type of surveillance is
in the public interest, but feels that properly administered volun-
tary state programs should prove sufficient.

New York has two interlocking programs regarding clinical
laboratories; one in and for the City of New York, and one for
the entire state. The City of New York’s Bureau of Laboratories
under the City Department of Public Health administers a program
of licensure and regulation of clinical laboratories of all categories
which has been in existence for nearly 50 years. Recently, the re-
quirements for technical personnel and standards for operation
have been raised. The Director of the New York City Bureau of
Laboratories is Dr. Morris Schaeffer. Dr. Schaeffer spoke at the
January 7, 1966, meeting of the Northeast Branch of the Society
of American Microbiologists in Boston. Several members of the
Commission attended the meeting and spoke with Dr. Schaeffer.

The goal of the New York City program is for one standard
for both public, private and hospital laboratories in the City.
Assessment is on the basis of what is wrong, i.e., justification

NEW YORK
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t

for non-licensing includes structure, personnel, equipment, perform-
ance and accomplishment. Standards are established to avoid harm
which may be done by inefficiency in the several categories of
laboratory tests.

Initially recognized as a problem in 1917 by the New York City
Health Department, corrective momentum has gathered with the
years due to proliferation of sub-standard laboratories performing
batteries of tests ineffectively. It has been found, said Dr. Schaef-
fer, that most laboratories are not constantly, consistently, nor
competently supervised since proper directors are not always on
the job. It has also been found that many technicians have had
poor or inadequate training and therefore, are unqualified for re-
sponsible performance. Through the device of comparative or so-
called blind testing, it has been found that in some instances,
at least, outright fraud may be present in result reporting.

Dr. Schaeffer blamed the lack of sufficient reliable facilities
for the unwitting reliance of some physicians on these substandard
institutions. Recruitment of adequately trained technicians is es-
pecially difficult in the field of public health laboratories, since
large commercial biological and chemical companies offer more
highly paid positions.

Commenting on the various self-improvement programs,
Dr. Schaeffer noted that voluntary programs do not and cannot
reach all the functioning laboratories. It has been found, he said,
that only 28% to 35% of approached laboratories will cooperate.
Of these, 90% may be good, but what about the 10%, not definitely
interested? That 10% may be the decisive factor in inaccurate
patient diagnosis or even patient fatality.

Dr. Schaeffer felt most strongly that requirements must be for
a constantly supervisory productive, responsible director; M.D. or
Ph.D., with applicable knowledgeable training in production in
clinical, microbiological, and biochemical fields, as well as blood
bank work. If work to be done is not in his field, an adequate,
next in level, equally trained specialist should be a working staff-
member, since no one man can know everything. Assistants and
technicians should possess adequate background and training for
responsible performance. All equipment, apparatus, reagents, even
stop watches and timers, must be assessed. All these measures
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must be taken to assure high standards of laboratory work.
On March 29, 1964, the State of New York enacted a program of

regulatory measures bringing the entire state under control. In-
terested in getting a first hand account of the situation in New
York State, members of the Commission travelled to Albany on
December 20, 1965, to confer with officials of that state involved
in the implementation and administration of their new law. Dr.
Dean, D.V.M., who is directly concerned with the operation of
their program; Dr. Andrew Fleck, M.D. and Attorney, who is
Deputy Commissioner of the New York State Department of
Health; Dr. Beecher, a Pathologist and Director of the State Lab-
oratory; Mr. Pickard, an attorney and counsel for the group; and a
Mr. McCord, met with the Massachusetts Commission for over
five hours, discussing at length the workings of the New York
law.

Dr. Fleck, who is also legislative representative for the group,
gave the history of the bill which became effective on July 1,
1965. The law sets qualifications for laboratory directors: (a)
an earned degree of Doctor of Medicine, Science or Philosophy,
plus certifications; (b) an earned degree of Doctor of Medicine,
plus certain qualifications; (c) an earned degree of Doctor of Medi-
cine, Veterinary Medicine, or Dental Surgery, and certain qualifi-
cations; or, (d) an earned degree of Doctor of Science or Phil-
osophy, and certain qualifications. The Department issues labora-
tory permits and withdrawal of the permit closes the laboratory in
question. The Department has the power of inspection, sends
out samples on which reports must be submitted, and gets lists
of laboratory personnel and any changes in personnel. It operates
a reference system. It may adopt and amend its own rules and
regulations, and may consult and appoint advisory committees.

A reference system at the state level has been in effect on a
voluntary basis since 1923. This voluntary system worked well
until 1960 at which time it became apparent that there were
many laboratories operating in the state that were not participating
in the voluntary program and were performing work at sub-stand-
ard levels. There had been legislative proposals of one nature
or another nearly every session since 1923. Many of these in recent
years had been directed at the licensure of “bioanalysts” as such,
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and had not been accepted by the legislature due to intense lobby-
ing by various pressure groups. It might be mentioned here for
the reader’s benefit, that the term “bioanalyst” is a word of
art which does not readily submit to definition. Dr. Schaeffer,
Director of New York City’s program says they are “Jacks of
all trades in the laboratory field, but are masters of none.” In
fairness, it should be noted that the term is generally applied
to persons who make practical application of one or more of the
basic medical sciences in performing tests on materials taken from
the human body.

The law passed in 1964 was one of two bills submitted: the
first was again aimed at the licensure of technical personnel; and
the second which was the one eventually enacted, was a compulsory
quality control program. Those present at the meeting readily
admitted that the City Health Code in New York City brought the
problem into focus and greatly helped the passage of the state-
wide measure.

While the New York City Code predates the State program,
the State Health Department is authorized to function in New
York City as elsewhere in the State. Despite this authority, the
state officials seem happy with the results being obtained in the
city and as yet, have refrained from interfering with its opera-
tion. The state officials were quick to add, however, that they
would not hesitate to step in if it ever became apparent that
standards in New York City were not as high as those in the rest
of the State.

In general, all those at the meeting agreed that the state was
better off with the new law. It was observed that licensing of per-
sonnel on a statewide basis might have to come in the future,
but there was little desire to move in that direction unless and
until it became absolutely necessary to do so. The philosophy is
that if you license people, it is then presumed that they will
operate at the peak functional level that their training permits.
If, on the other hand, quality controls are relied upon, the labora-
tories must always be on their toes there is no presumption
of the quality of their work. Also, as a practical matter, because
of the definitional problems of labelling particular groups within
the profession, the proposal of licensing technical personnel is often
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subjected to extensive lobbying by the various interest groups
within the profession seeking recognition as an independent group-
ing, or seeking higher status on the list.

The situation in Rhode Island and all aspects of the licensure
law were available for intimate scrutiny by the Commission, largely
because Dr. Howard Lind, prior to serving on this Commission,
acted as consultant to the Health Department of the State of
Rhode Island during the early stages of the development of their
program.

The law became effective in 1962, and responsibility for its early
implementation delegated to the Chief of the Division of Labora-
tories in conjunction with Dr. Lind. To the extent that the law
covers clinical laboratories, it should be noted that a number of
laboratories are specifically excluded. The law had been fairly
effective in assuring competency in those laboratories covered by
its provisions.

During the early days of the law, a number of substandard
laboratories, unable to meet the requirements, closed their doors
without applying for licensure. Others which failed to demonstrate
competence in certain areas of diagnostic testing either brought
their methods up to standard or voluntarily discontinued that
particular type of examination.

Malcolm C. Hinchlife, Deputy Chief of Laboratories for the
State of Rhode Island, says that to date, the program has run very
smoothly with no major problems cropping up. He notes that his
Department has attempted to check the laboratories just frequently
enough to assure competence without seriously interfering with
their routine.

Rhode Island licenses laboratory facilities solely, rather than
personnel. However, licensure of facilities is based upon three
items: (1) qualifications of the director; (2) physical facilities;
and. (3) proficiency in performance testing.

RHODE ISLAND
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The prospect of broad federal legislation in the field of medical
service has cast before it a vast shadow of uncertainty as to how
present and future state and local programs will fit in. There have
been repeated cries to wait and see what the impact of Medicare
will be before doing anything in the health fields. Many, if not all,
of these fears have proven groundless. As Medicare has begun
to be implemented in Massachusetts as well as other states, it
has become increasingly clear that the federal program is de-
signed as a supplement and adjunct to state programs which in
no way seeks to replace programs already in existence or in any
way hamper the development of new programs.

Under Medicare, standards are set for both hospital affiliated
and independent laboratories. These standards are set forth in the
Health, Education and Welfare Booklets HIM-1 (2-66) and HIM-4
(3-66). While the standards for hospital laboratories and inde-
pendent laboratories are not identical, they are the same in concept
and scope. It is evident from correspondence and conversation
with Health, Education & Welfare officials that the thrust of both
sets of provisions are the same, and that whatever difference in
wording might appear, are the result of a realization of the avail-
ability of personnel with particular backgrounds in hospital labora-
tories versus independent establishments.

There is every assurance from those officials contacted that
the standards of excellence required for participation by hospital
and independent laboratories alike, will in every respect be identi-
cal in practice.

At present, the Medicare program calls for approval of partici-
pating laboratories by an operating agency at the state level by
January 1, 1966. At present, that function is being performed by
the State Department of Public Health. The Medicare law is, how-
ever, entirely consistent with replacement of this approving agency
upon the enactment and implementation of new state licensing pro-
visions.

The Medicare law neither requires nor anticipates that the

CHAPTER VII
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standards for licensure on the state level be equivalent to those
required for participation in the federal Medicare program. As-
suming for example, that a state were to enact a license law
embodying different standards for state licensure than those re-
quired for Medicare participation, it is entirely possible that a
laboratory might fulfill the qualifications for state licensure, but
still fail to qualify for Medicare, or conversely, the laboratory
might meet the Medicare standards without qualifying for state
licensure. In the former case, it is presumed that the laboratory
would be able to perform tests in compliance with its state license,
but that individuals receiving test analysis from such laboratories
would be unable to receive reimbursement under Medicare for
the cost of such tests. In the latter case, even though Medicare
standards have been met, failure to comply with state requirements
for licensure would prevent the laboratory from performing any
tests covered by the state license, whether on a Medicare patient
or not.

The above examples are, of course, only hypothetical, and even
though a state license law did not comply precisely with those
standards required by Medicare, there is every reason to expect
that the well run and highly qualified laboratory would meet
both the state and federal standards, while the poorly run, poorly
qualified laboratory would similarly fail to meet either standard.

Despite the fact that the far majority of laboratories within
the Commonwealth either have, or are expected to seek Medicare
certification, this does not remove the need for state licensure.
There are many patients who do not qualify for Medicare who
must still be protected from unqualified practitioners. It is that
everpresent minority of unqualified laboratories and individuals
that must be guarded against. Medicare is no greater help in
weeding out these sub-standard practitioners from general practice
than are the various voluntary programs.
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In the course of its investigation and study, the Commission
has received countless statements, suggestions and opinions from
interested people and groups. Because these opinions and recom-
mendations are largely directed specifically at the needs of our
Commonwealth, and in the interests of fairness and objectivity, a
brief synthesis of the more pertinent suggestions appears below.

Because of the large number of opinions received, whereever
duplication of opinions was present, there has been an effort to
indicate the multiplicity of agreement rather than restate identical
views.

DR. GEOFFREY ED SALE, DIRECTOR OF THE INSTITUTE OF
LABORATORIES OF THE DEPARTMENT OF PUBLIC HEALTH
OF THE COMMONWEALTH OF MASSACHUSETTS feels that
if legislation were instituted and properly handled, it would cer-
tainly meet definite needs. He feels that a program of state
licensure would function best in the Department of Public Health,
or that at least a representative of the Department should be
included in any licensing authority. He stated he did not feel the
necessity of requiring M.D. supervision of all clinical laboratories
and felt that highly qualified individuals in related sciences might
prove equally satisfactory. It is his opinion that any further leg-
islation should be an amendment to the present law (G.L. Chapter
111, Section 184A), rather than a separate law. Dr. Edsall also
stressed the need for regulation or licensure of training schools
for medical technologists and technicians.
DR. JAMES L. GODDARD, ASSISTANT SURGEON GENERAL
AND CHIEF OF THE COMMUNICABLE DISEASE CENTER
noted that any licensure law, to be fully effective, must be com-
bined with frequent periodic evaluation to determine levels of
laboratory performance and some sort of laboratory improvement
program to improve performance.

MARY LOU BURKE, PRESIDENT OF THE MASSACHUSETTS
ASSOCIATION OF MEDICAL TECHNOLOGISTS approves of a

CHAPTER VIII
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state licensing board made up of four doctorates; one each in
pathology, microbiology, chemistry and basic medical science, as
well as a medical technologist with at least a bachelor’s degree.

DR. BENJAMIN CASTLEMAN, CHIEF OF THE DEPARTMENT
OF PATHOLOGY OF HARVARD MEDICAL SCHOOL, favors a
board consisting of an anatomic pathologist who would be a phy-
sician, a hematologist who would be a physician, a director of a
blood bank who would be a physician, a microbiologist with at
least a master’s degree, and a clinical chemist with at least a
master’s degree. Dr. Castleman is strongly opposed to having
a medical technologist on the board.

DR. STEPHEN MADDOCK, CONSULTANT TO THE BOSTON
CITY HOSPITAL LABORATORIES feels that making the Volun-
tary State Approval Program compulsory is sufficient.

DR. VICTOR LORIAN, DIRECTOR OF CLINICAL AND RE-
SEARCH LABORATORIES FOR THE CITY OF BOSTON, DE-
PARTMENT OF HOSPITALS, shares Dr. Haddock’s views and adds
that in any event the hospital laboratories are now accredited
along with all hospital facilities and he doubts both the need
and the ability to further license such facilities.
DR. BERNARD KLIMAN, MEDICAL DIRECTOR OF THE NEN
(FOR NEW ENGLAND NUCLEAR CORPORATION) BIOMED-
ICAL ASSAY LABORATORIES, INC., is in favor of state licen-
sure but does not believe that a medical doctor is required to
supervise the analytical work and, in fact, suggests that most
medical doctors are not qualified by training to perform this
function.

THE MASSACHUSETTS MEDICAL SOCIETY, by resolution of
their governing body, has said that they will not support any
licensure program unless it embodies the principle of direct medical
responsibility for all work done.
THE MASSACHUSETTS ASSOCIATION OF MEDICAL TECH-
NOLOGISTS, feels that an examining board should be set up in
such a manner that laboratorians will set up the standards and
examine the applying laboratory’s physical plant, since they are
already familiar with clinical laboratory procedures.
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THE NORTHEASTERN SECTION OF THE AMERICAN CHEMI-
CAL SOCIETY, feels that while no nonphysician should ever as-
sume responsibility for making a diagnosis of or deciding upon
the progress or source of disease in man on the basis of any
results of a chemical, pathological, or similar examination; any
law providing for licensure, of professional workers in clinical
laboratories should provide for examination of members of each
profession by competent authorities belonging to the same pro-
fession.

THE NORTHEAST SECTION OF THE AMERICAN ASSOCIA-
TION OF CLINICAL CHEMISTS, is opposed to state licensure
and feels that expansion of the voluntary self-improvement pro-
gram is enough to insure high laboratory standards.

As noted earlier, this brief list in no way attempts to present the
names and views of all those who have made their opinions
known to the Commission. It is hoped, however, that the various
opinions presented above are at least representative of the broad
range of views held by various persons and groups in the Com-
monwealth.
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The Commission members are in agreement that there is need
for a continuing program of surveillance of clinical laboratories
to assure the maintenance of proper standards of performance
which will assure the health and safety of the people of Massachu-
setts. The Commission believes that the privilege of directing a
clinical laboratory should be restricted to adequately qualified in-
dividuals.

It is the opinion of the members of the Commission that a pro-
gram of surveillance of laboratory services is best carried out
through the medium of compulsory licensure of facilities and
personnel as a prerequisite to practice within the Commonwealth.
Such licensure should not replace the laudable programs of volun-
tary accreditation now being developed by various professional
organizations. These can add breadth and depth to programs of
licensure, may be more flexible than governmental programs, and
can draw upon resources of manpower and talent which may other-
wise be unavailable. Licensure does not imply approval of the
total program of any facility, but merely acknowledges its exist-
ence, notifies the accrediting agency of the location of the facility
to be surveyed, and confers the right to conduct the stated pro-
gram of the facility in accordance with pertinent laws and regu-
lations.

In the Commission’s view, the licensure of clinical laboratories
becomes an empty gesture unless it is accompanied by an adequate
and effective program of continuing evaluation of the facilities,
personnel, practices, procedures, and techniques employed in these
facilities. The members of the Commission believe that an im-
portant feature of such a program is the conduct of an on-going
program of laboratory evaluation through the medium of submit-
tal of unknown specimens to licensed laboratories and the dem-
onstration of their capability of pi’oducing adequate results on the
analysis of such specimens as a prerequisite to continued licensure.
Likewise, an on-going evaluation program should include continu-
ing education by means of seminars, demonstrations and other

CHAPTER IX

CONCLUSIONS OF THE COMMISSION:
A SIX POINT PROGRAM FOR MASSACHUSETTS
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methods to promote uniform laboratory practices and procedures.
After careful investigation and study, the Commission voted

unanimously to propose legislation. This decision was not prompt-
ed by knowledge of any specific malpractices within the Common-
wealth. The Commission views its proposals as preventive rather
than curative.

The Commission has found that the vast majority of laboratories
performing medical diagnostic laboratory tests in Massachusetts
are doing a conscientious and capable job. The Commission applauds
the growing efforts of the programs of voluntary approval and
voluntary self-improvement to which a large number of laboratories
subscribe.

The Commission is pleased and relieved that it did not find evi-
dence of the gross abuses that led to licensure provisions in other
states. The Commission also wishes to commend once again, the
public spirited cooperation received from so many people through-
out the Commonwealth.

However, the Commission is concerned by the fact that there
are always a small number of uninformed or uncooperative labor-
atories which may do substandard work and which may not take
part in a cooperative, voluntary approval or self-improvement pro-
gram. It is the Commission’s feeling that some sort of regulatory
mechanism must be established whereby the people of the Com-
monwealth can be protected against such substandard service. The
Commission does not believe that any voluntary program will be
capable of solving this problem satisfactorily, and is therefore
convinced that some sort of regulatory authority is required. This
is particularly true because a number of neighboring states have
recently established such regulatory procedures; there is a tendency
for the substandard individuals or organizations which cannot
meet standards in those states to move to other states where
no regulatory authority has been set up. Therefore, so long as
Massachusetts remains in the latter category, it is in danger of
having an increased number of unsatisfactory laboratory units es-
tablished and maintained here. It, of course, must be stressed
that the number of such institutions is and always will be a
very small fraction of the total; however, this is true for most
regulatory problems, and does not of itself affect the question
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of the necessity of establishing an effective regulatory mechanism.
It is in the light of these observations that the Commission

recommends the following six point program for Massachusetts,
and has appended proposed legislation to this report labeled ap-
pendices F and G. (It should be noted that the division of pro-
posed legislation into two separate bills is not due in any respect
to a sense of priority between the two. Rather, the division was
made in light of the restrictions placed upon the Commission’s
inquiry as noted in Chapter V of this report)

A SIX POINT PROGRAM FOR STATE REGULATION OF
CLINICAL LABORATORY PRACTICES IN THE

COMMONWEALTH OF MASSACHUSETTS.

The Board to be an independent, multi-disciplinary body charged
with regulating the practices of clinical laboratories in the Com-
monwealth in the best interests of the public health and welfare
of the citizens of the Commonwealth. And toward that end, to
oversee and implement the following five provisions.

(2) LICENSURE OF ALL CLINICAL LABORATORIES, BOTH
HOSPITAL AND INDEPENDENT, OPERATING WITHIN
THE COMMONWEALTH;

The laboratories to be inspected and the standard of their work
to be evaluated to insure continued high levels of practice at all
times.

(3) LICENSURE OF ALL CLINICAL LABORATORY DIRECT-
ORS AND SUPERVISORS PRACTICING WITHIN THE
COMMONWEALTH:

Applicants to be examined and the requirements of education
and experience necessary to hold such positions, to be established
at uniformly high levels to provide for competent professional
supervision of all technical work done.
(4) LICENSURE OF ALL CLINICAL LABORATORY TECH-

NOLOGISTS AND TECHNICIANS PRACTICING WITHIN
THE COMMONWEALTH;

(1) ESTABLISHMENT OF A STATE BOARD OF REGISTRA-
TION OF CLINICAL LABORATORIES & PERSONNEL:
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Applicants to be examined and the requirements of education
and experience necessary to hold such positions to be established
at uniformly high levels to provide for competent professional
performance of all technical work done.

The schools to be inspected, and their faculty, curriculum and
operation to be evaluated to insure continued high levels of educa-
tion for technical personnel at all times.

(6) ESTABLISHMENT OF A PROGRAM DIRECTED TOWARD
THE IMPROVEMENT OF THE CALIBER OF WORK DONE
IN ALL LABORATORIES OPERATING WITHIN THE
COMMONWEALTH:

The program to be operated as a service to practitioners and
laboratories alike to help them to meet the standards established
by the Board and to speed the introduction of new procedures,
techniques, and methods as they become known, into general prac-
tice throughout the Commonwealth.

In addition to the above, it is strongly recommended that the
Board take notice of standards approved or recommended by the
various national and federal government laboratories and health
institutes.

During the early days of the implementation of the provisions
of the proposed legislation, it is intended that the members of
the Commission will be available to the new Board to advise them
and to insure and expedite implementation of the various provi-
sions of the Act.

The Commission recommends this program as essential to insure
the continued high standards of practice already widely available
in Massachusetts, and to prevent clinical laboratories from becom-
ing a weak link in what has come to be recognized as one of

(5) ACCREDITATION OF ALL SCHOOLS OF MEDICAL TECH-
NOLOGY OPERATING WITHIN THE COMMONWEALTH:
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Senator Joseph D. Ward, Chairman
Rep. Harold Gayron

Rep. Anthony Grosso

Miss Catherine Atwood

Mr. Norbert Benotti

Dr. Henry Hill

Mrs. Elinor Judd

Mrs. Margaret Robbins
Mrs. Leona Mitchell

the most highly regarded states in our country for the level of
our medical services.

Respectfully submitted,
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REPORT OF A MINORITY OF THE COMMISSION TO
STUDY THE NEED FOR LICENSURE OF

810ANALYTICAL LABORATORIES

JULY 20, 1967

We, including all the physician members of the Commission,
wish to register our inability to support the proposed majority
bill. The inherent dangers under this bill, were it to be enforced,
are such that the undersigned consider it to be dangerous to the
public health and safety of our patients.

Our reasons for dissent include the following

I. EXCLUSION OF QUALIFIED WORKERS FROM THE FIELD
Were the extraordinary educational requirements proposed by

the majority put into effect, we feel that a shortage of laboratory
personnel of gigantic proportions would arise in all hospitals. There
is no need to require licensure of all laboratory personnel provided
they are under the supervision of a qualified director. A large
percentage of technicians now performing very capable work in
hospitals would not meet the criteria specified by the majority.
The requirement forbidding a technician to work only under the
direct supervision of a technologist is unworkable. Were this to
occur, only college degree recipients with a year of training would
be eligible for night emergency coverage in all hospitals where
only one such person is needed. Because of the extreme shortage
of such personnel at the moment, this would create chaos in hos-
pitals. It would prevent the employment of medical, dental, and
college students as night technicians. Currently many such people
are trained in a limited number of emergency procedures and fill
a very critical need. The Commission elicited no information as
the effect of such a ruling on the operation of laboratories in
Catholic hospitals. It is probable that many nuns would be unable
to meet the qualifications for technicians specified by the Board
and hence be ineligible to work in laboratories, hence a tradition-
ally reliable source of laboratory personnel would be lost.

It would also destroy the current programs in Boston, Spring-
field, North Adams, and Beverly which train Certified Laboratory
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Assistants, who are high school graduates with a year of laboratory
training. They currently fill a valuable need for performing lab-
oratory procedures requiring lesser degrees of skill.

It would also defeat the economics of automation which are
about to emerge in medical care. Many of the automated pro-
cedures require people of lesser skills than those proposed by the
majority. Thus, this regulation would unnecessarily contribute to
spiraling medical costs.

The Commission failed to acquire meaningful data as to the num-
bers of currently available people who would meet their require-
ments. It is the opinion of almost all laboratory directors that the
supply of people with such qualifications would be so woefully in-
adequate as to create a crisis in hospital laboratories. At the
moment almost all hospital laboratories have unfilled vacancies.

11. DUPLICATION OF LICENSURE AND ACCREDITATION OF
HOSPITAL LABORATORIES

Hospital laboratories are already certified by two separate agen-
cies.

1. The Joint Commission on Accreditation of Hospitals (JCAH)
2. Massachusetts Department of Hospitals

The Commission did not elicit any evidence of poor laboratory
work in hospital laboratories. The Commission sent questionnaires
to all known laboratories in the Commonwealth, and these revealed
that all hospitals responding with one exception had laboratories
directed by people at the doctorate level. The directors of hospital
laboratories included 50 M.D.’s and 1 PhD.

The Federal Government, under the Medicare Act, recognizes the
general high level of practice in hospital laboratories and conse-
quently exempts them from furthr certification requirements on
the basis of accreditation by the Joint Commission on Accredita-
tion of Hospitals. The Federal Government does demand certifica-
tion of non-hospital based laboratories.

Hospitals operate under the control of boards of trustees, who
maintain a surveillance on the practices in the hospital.

The survey demonstrated that the majority of hospital labora-
tories already participate in voluntary proficiency surveys operated
by the Massachusetts Department of Public Health and the Col-
lege of American Pathologists.
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Dr. A. Daniel Rubenstein of the Massachusetts Department of
Public Health is quoted in the minutes (6-8-65) of the Commis-
sion as having said in a letter dated 5-11-64 that, “It is my feeling
that many of our problems with respect to clinical laboratories
are not in the hospitals, but rather in laboratories outside the hos-
pitals which do not come under the jurisdiction of our hospitals
licensing laws.”
111. DUPLICATION OF CERTIFYING AGENCIES BY

CREATION OF A NEW BOARD
The creation of a new, separate agency is not warranted. The

Department of Public Health currently acts as the laboratory certi-
fying agency for the Federal Government under the Medicare Act.
Creation of a new agency would add expense and would duplicate
the program already in existence.

The requirements for a director of laboratory proposed by the
Commission are less than those of the Federal Government under
the Medicare Act. The Commission proposes to allow a recipient
of a Ph.D. degree in chemistry or microbiology to direct an entire
clinical laboratory, although his training has been limited to a
single aspect of laboratory medicine. The Federal Government
recognizes this deficiency and under the Medicare Act limits the
recipient of a Ph.D. to direction of that area of the laboratory
work in which he received his degree. Were this not so, the situa-
tion would arise in which a man trained only in bacteriology, for
instance, would be rendering decisions in pathology, cytology, chem-
istry, hematology, and blood banking.

V. COMPOSITION OF THE REGULATORY BOARD
The board proposed by the majority fails to reflect the relative

numbers of people of various disciplines currently directing labora-
tories in the Commonwealth. The Commission survey replies re-
vealed that only one man with a Ph.D. directs a hospital labora-
tory, while all the remainder are directed by physicians, most of
whom are pathologists. More than 90 per cent of all laboratory
work done in the Commonwealth is performed under the direction
of physicians for use by other physicians. Therefore, a board not

IV. FAILURE TO LIMIT THE PRACTICES OF LABORATORY
DIRECTORS TO THEIR FIELD OF EXPERIENCE
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composed of a majority of physicians would fail to reflect labora-
tory medicine as currently practiced in Massachusetts.

There are very small numbers of men possessing Ph.D. degrees
in chemistry and microbiology who are actually working in clinical
laboratories. The Commission’s survey revealed only one Ph.D. It
is probable that in the Commonwealth there are less than 10
Ph.D.’s actually working in clinical laboratories, who would be
eligible for appointment to this board. Under the majority pro-
posals, three members of the board of five would be selected from
a pool of approximately 10 people, while only one member would
represent approximately 10,000 physicians.

The inclusion of a person possessing a Ph.D. degree in basic
medical sciences is even more unjustified. We know of no such
degree recipient who is a clinical laboratory director.

There is no requirement that board members be legal citizens
of Massachusetts. Currently one of the members of the Commission
formulating policy for Massachusetts is listed on the Commission
report as a resident of New Hampshire.

There is no requirement that board members be in active prac-
tice in a clinical laboratory. Without such a stipulation it is quite
probable that wholly impractible rulings would result.
VI. FAILURE TO IMPOSE ANY REGULATION ON OUT-OF-

STATE LABORATORIES
No provision was made to regulate out-of-state, mail order labora-

tories who perform work on material obtained from Massachusetts.
At present there is no way in which the Commonwealth can assure
the quality of work performed by laboratories outside the Com-
monwealth.

VE. INCLUSION OF SCHOOLS OF MEDICAL TECHNOLOGY
Regulation of schools of medical technology is an extensive area

which has already been handled by the Special Board of the Board
of Registration in Medicine.
INFORMATION AND PROPOSED LEGISLATION

The following information is presented in order to provide a
comprehensive basis for study and decision on the part of the leg-
islature. The professional fields of pathology and medical technol-
ogy have been expanding faster than any other area in medical
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practice for the past fifteen years. Regulatory legislation must
be designed to permit future expansion and advancement. Legisla-
tion should also avoid duplication of effort. Since July, 1966, the
Department of Health, Education, and Welfare under Medicare
legislation has conducted a medical laboratory inspection and
approval system required of all medical laboratories (both inde-
pendent and hospital laboratories) in order to receive Medicare
payment). These inspections and approvals have been conducted
in Massachusetts by the State Department of Public Health and
the Joint Commission on Accreditation of Hospitals.

We therefore propose the following bill which will set minimum
standards for medical laboratories in the Commonwealth in con-
formity with the federal regulations of Medicare. The licensure
of medical laboratories would be administered by the Department
of Public Health with an advisory board to physicians and doc-
torate scientists who have been trained in laboratory medicine or
one of its branches. In Massachusetts over 90 per cent of medical
laboratory tests are done under the direction of a physician; there-
fore, the advisory board has a majority of physicians, but it also
provides multidiscipline representation. The bill contains a grand-
father clause which is broader than the Medicare legislation. It
is not the intent of this bill to put any laboratory or laboratory
director out of business.

Short Title, Intent and Application of Act

Section 1-1. This Act may be cited as the Massachusetts Clinical
Laboratory Act.

Section 1-2. The operation of Clinical Laboratories in the Com-
monwealth of Massachusetts is declared to affect the public health,
safety, and welfare. It is further declared that the purpose of
this Act is to provide for the better protection of public health
(1) through the development, establishment, and enforcement of
standards for the licensure of clinical laboratories; (2) by providing
qualifications for the director of such clinical laboratories; and
(3) by insuring that the tests performed by the clinical labora-

PROPOSED LEGISLATION

ARTICLE I
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Tories are performed with a high degree of scientific and profes-
sional competency. This Act shall be liberally construed to carry
out these objectives and purposes.

Section 1-3. This Act applies to clinical laboratories and directors
of clinical laboratories, except that this Act does not apply to:

(a) Clinical laboratories operated by the United States Govern-
ment or the Commonwealth of Massachusetts.

(b) Laboratory facilities and laboratory services operated in a
hospital approved by the Joint Commission on Accreditation of
Hospitals.

(c) Physicians registered in the Commonwealth of Massachusetts
who perform clinical laboratory work exclusively for the examina-
tion of their own patients.

(d) Personnel employed in clinical laboratories other than the
Director.

ARTICLE n
Definitions

Section 2-1. For the purpose of this Act, the words and phrases
defined in Sections 2-1 through 2-5 of this Article have the mean-
ings ascribed to them unless the context otherwise requires.

Section 2-2. “Person” means any individual, firm, partnership,
association, corporation, whether organized for profit or not, or
any other form of business enterprise.

Section 2-3. “Clinical laboratory” or “laboratory” means any in-
stitution, building, or place which provides through its ownership
or operation or organization which employs methods and instru-
ments of precision for the examination of tissues, secretions,
and excretions of the human body, and it functions in order to
diagnose disease, follow the course of the disease, or aid in the
treatment of such disease, or which purports to offer such examina-
tions. These examinations may include procedures employed to
diagnose disease by the examinations of tissues removed at sur-
gery or ascertain the cause of death and the results of treatment
by means of necropsy.

Section 2-4. The “Director of clinical laboratory” means an indi-
vidual who is responsible for the professional, technical, and scien-
tific operation of a clinical laboratory, including the reporting of
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the findings of clinical laboratory tests. The Director of a Clinical
Laboratory may not merely be nominal but must be responsible
for its operation to such extent as may be necessary to assure
compliance with the objectives and purposes of this Act.

Section 2-5. “Department” means the Department of Public
Health of the Commonwealth of Massachusetts.

Application for and Issuance of Licenses and Renewals
Section 3-1. The Department with the approval of the Advisory

Board shall issue a clinical laboratory license to any clinical lab-
oratory which has applied for said license on forms provided by
the Department and which is found to be in compliance with the
provisions of this Act.

No clinical laboratory licensed under this Act shall send speci-
mens to any laboratory unless such laboratory is in compliance
with this Act. When the specimen has been referred for examina-
tion to an out-of-state laboratory, the report shall bear or be
accompanied by a clear statement that such findings were obtained
in such other laboratory, which shall be identified.

Section 3-2. Application shall be made on a form prescribed by
the Department. All applications shall be accompanied by a license
application fee of $lOO. The application shall be notarized and
shall contain the following information:

(a) The name and location of the clinical laboratory.
(b) The name of the person or persons responsible for operating

such facility and the name of the owner or owners if different.
(c) A description of the services provided by such clinical lab-

oratory.
(d) Such other information as the Department may deem neces-

sary or expedient in carrying out its powers and duties under this
Act.

Section 3-3. A license shall expire three years after the date
of, issuance unless renewed. Licenses may be renewed in the same
manner and subject to the same conditions as the issuance of the
original license and: upon payment of a renewal application fee of
$50.:----- ■ -

■Section 3-4. A license to conduct a clinical laboratory where the

ARTICLE HI
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owner is not the Director shall be issued jointly to the owner and
the Director for the premises stated in the application, and they
shall be separately and jointly responsible to the Department for
the maintenance and conduct thereof or for any violations of the
provisions of this Act and regulations pertaining thereto. A sepa-
rate license must be obtained for each location. A license shall be
valid only in the hands of the persons to whom it is issued and
shall not be the subject of sale, assignment, or transfer, voluntary
or involuntary, nor shall a license be valid for any premises other
than those for which issued. However, a new license may be secured
for the new location, Director, or owner prior to the actual change,
provided the contemplated change is in compliance with the pro-
visions of this Act and regulations pertaining thereto.

Section 3-5. Licensing under the provisions of this Act shall not
imply approval of the location, supervision, or procedure of such
clinical laboratory, but shall serve merely as notice to the Depart-
ment of the location of such facilities and the character of the
program and services. Therefore, a clinical laboratory shall not
in any advertisement, announcement, letter, circular, poster, sign,
or in any statement expressly or by implication to the effect that
it is approved by the Department.

Section 3-6. Any person maintaining, conducting, or operating a
clinical laboratory shall display in a prominent place in the clinical
laboratory the license issued to him by the Department.

Section 3-7. Fees required under this Act may not be returned
to the applicant or licensee under any circumstances.

Section 3-8. All fees provided for under this Act shall be paid
to the Department.

Section 3-9. A licensee may obtain a duplicate copy of the license
upon the payment of $2 to the Department.

Powers and Duties of the Department

Section 4-1. The Department with the approval of the Advisory
Board shall prescribe and publish rules and regulations for clinical
laboratories. These rules and regulations shall relate to;

(a) The qualifications of Directors of Clinical Laboratories.

ARTICLE IV
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(b) The location and construction of the laboratory including
plumbing, heating, lighting, ventilation, electrical services, and sim-
ilar conditions which shall insure the conduct and operation of
the laboratory in a manner which will protect the public health.

(c) All sanitary conditions within the laboratory and its sur-
roundings including water supply, sewage, the handling of speci-
mens and general hygiene which shall insure the protection of
the public health.
(d) Equipment essential to proper conduct and operation of a clin-
ical laboratory.

Section 4-2. The Department is authorized to inspect the premises
and operations of all clinical laboratories subject to licensure under
this Act.

Section 4-3. The Department may require the demonstration of
proficiency in the performance of the tests offered by the labora-
tory, through the satisfactory examinations of specimens submitted
by the Department for this purpose.

Advisory Board
Section 5-1. The Governor shall appoint a Clinical Laboratory

Advisory Board to consult with the Department. The Board shall
be composed of five members who hold doctorate degrees, at
least three of whom shall be physicians qualified in laboratory med-
icine. Board members shall be in active practice and residents of
Massachusetts.

The Commissioner of Public Health shall be a member of the
Board, ex officio.

Each member shall hold office for a term of three years except
that the five members first appointed under this Act shall be
appointed for the following terms: two for one year, two for two
years, and one for three years as designated by the Governor at
the time of appointment, unless sooner removed by the Governor.
No member shall be eligible for reappointment for more than
three full terms and any appointments to fill a vacancy shall be
for the unexpired portion of the term. The Governor may remove
any member for cause at any time prior to expiration of his term.

ARTICLE V
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Section 5-2. Members of the Advisory Board shall serve without
pay, but shall receive reimbursement for actual and necessary ex-
penses incurred in the performance of their duties.

Section 5-3. The Advisory Board shall consult with the Depart-
ment in matters of policy affecting the administration of this Act
and in the development, revision, and enforcement of the rules and
regulations promulgated thereunder. The Advisory Board shall meet
as frequently as the Commissioner of Public Health deems nec-
essary; however, upon request of two members of the Advisory
Board, it shall be the duty of the Commissioner of Public Health
to call a meeting of the Board. The Advisory Board shall meet
at least twice each year.

Qualifications of the Director of a Clinical Laboratory

Section 6-1. Every clinical laboratory shall have a director who
meets one of the following requirements:

(a) He is a physician certified anatomical and/or clinical path-
ology by the American Board of Pathology or the American Osteo-
pathic Board of Pathology or possesses qualifications which are
equivalent to those required for such certification.

(b) He is a physician who is certified by the American Board
of Pathology or the American Osteopathic Board of Pathology in
at least one of the laboratory specialities, or is certified by the
American Board of Microbiology, the American Board of Clinical
Chemistry, or other national accrediting board acceptable to the
Department in one of the laboratory specialties, or subsequent to
graduation has had four or more years of general laboratory train-
ing and experience of which at least two were spent acquiring
proficiency in one of the laboratory specialties in a clinical labora-
tory with a director at the doctoral level of a hospital, a
health department, university, or medical research institution, or
in a clinical laboratory acceptable to the Department.

(c) He holds an earned doctoral degree from an accredited in-
stitution with a chemical, physical, or biological science as his
major subject (“accredited,” as used herein, refers to accredita-
tion by a nationally recognized accrediting agency or association,

ARTICLE VI
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as determined by the U.S. Commissioner of Education) and is
certified by the American Board of Microbiology, the American
Board of Clinical Chemistry, or other national accrediting board
acceptable to the Department in one of the laboratory specialties,
or subsequent to graduation, has had four or more years of general
clinical laboratory training and experience, of which at least two
years were spent acquiring proficiency in one of the laboratory
specialties in a clinical laboratory with a director at the doc-
toral level of a hospital, a health department, university, or
medical research institution, or in a clinical laboratory acceptale
to the Department.

No clinical laboratory shall be licensed to perform examinations
in the field of pathologic anatomy including exfoliative cytology
unless such procedures are carried out under the direction of a
physician registered to practice medicine in Massachusetts, certified
by the American Board of Pathology in Pathologic Anatomy or
unless he is a physician registered to practice medicine in Mas-
sachusetts who possesses special qualifications acceptable to the
Department to perform such examinations or unless he is a dentist
registered in Massachusetts and is certified by the Board of Oral
Pathology.

Acceptance, Collection Identification
and Examination of Specimens and

Reports of Findings

Section 7-1. Except as otherwise provided a clinical laboratory
shall examine specimens only at the request of a registered physi-
cian or other person authorized by law to use the findings of lab-
oratory examinations in his practice.

Section 7-2. The result of a test shall be reported directly to the
registered physician or other authorized person who requested it.
A report of results issued from a clinical laboraory shall clearly
identify that clinical laboratory.

Section 7-3. No person other than a registered physician or one
authorized by law shall manipulate a person for the collection of
specimens except that technical personnel of a clinical laboratory

ARTICLE VII



SENATE —No. 1492.1967.] 55

may collect blood, or remove stomach contents, or collect material
for smears and cultures, under the direction, or upon the request,
of a registered physician or dentist.

Section 7-4. The owner or director of a laboratory, either person-
ally or through any agent, shall not practice in any manner which
offers or implies an offer of rebates to persons submitting speci-
mens or other fee-splitting inducements or participate in any fee-
splitting arrangement. This applies to contents of fee schedules,
billing methods, or personal solicitation. The contractual provision
of laboratory services for a fixed fee independent of the number
of specimens submitted for such services is declared to be a vio-
lation of this section.

Section 7-5. Records involving laboratory services and copies of
reports of laboratory tests shall be kept in a manner satisfactory
to the Department and shall be available at all times for inspection
by its representative.

Revocation and Suspension of Licenses

Section 8-1. A license may be denied or revoked, or the renewal
of a license may be denied for any of the following reasons:

(a) Violation of any of the provisions of this Act or the rules
and regulations promulgated by the Department hereunder.

(b) Knowingly accepting an assignment for clinical laboratory
tests or specimens from and the rendering a report thereon to per-
sons not authorized by law to submit such specimens.

(c) A conviction of a felony or of any crime involving moral
turpitude under the laws of any state or of the United States arising
out of or in connection with the operation of a clinical laboratory.
The record of conviction or a certified copy thereof shall be con-
clusive evidence of such conviction.

(d) Knowingly lending the use of the name of a licensed clinical
laboratory or its director to an unlicensed clinical laboratory.

Section 8-2. Before suspension or revocation of license, if re-
quested, a hearing shall be held before the Commissioner and the
Advisory Board to show cause why license should not be suspended
or revoked.

ARTICLE VIII
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Injunctions

Section 9-1. The operation or maintenance of an unlicensed clin-
ical laboratory, in violation of this act is declared a nuisance inimi-
cal to the public health, welfare, and safety. The Director of the
Department, in the name of the people of the Commonwealth,
through the Attorney General, may, in addition, to other rem-
edies herein provided, bring an action for an injunction to re-
strain such violation or to enjoin the future operation or mainte-
nance of any such clinical laboratory, until compliance with the
provisions of this Act has been obtained.

In 1955 legislation was enacted as Chapter 759 of the Acts of
1955 and inserted a new section in Chapter 112 of the General Laws
of Massachusetts under which a Special Board of the State Board
of Registration in Medicine would approve all schools training
medical technologists.

After more than five years of activity including extensive court
action, the Supreme Judicial Court found a flaw in the technical en-
actment process and declared the Special Board not legally enacted.

We recommend that the Special Board be legally enacted as
intended in 1955.

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

Chapter 112 of the General Laws is hereby amended by striking
out Section 28, inserted by Section 1 of Chapter 759 of the Acts
of 1955, and inserting in place thereof the following section:

Section 28. No person shall operate or maintain a school for
training medical laboratory technologists unless such school has
been approved in writing by the approving authority established
by section two, provided, however, that for the purposes of this
section only, the membership of said authority shall be increased

ARTICLE IX

MEDICAL TECHNOLOGY SCHOOL REGULATION

AN ACT TO REGULATE SCHOOLS FOR TRAINING OF
MEDICALLABORATORY TECHNOLOGISTS
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by three members to be appointed for a term of three years each
by the governor, one member to be a hospital administrator or
hospital trustee, who shall be a member of the Massachusetts
Hospital Association; one member to be a medical laboratory
technologist meeting the training and experience requirements of
the American Medical Association, to be appointed from a list
submitted by the Massachusetts Association of MedicalTechnologists
and Laboratory Technicians; and one member to be a physician,
appointed from a list submitted by the section of physiology and
pathology of the Massachusetts Medical Society. Said additional
members shall serve without compensation, but may be reimbursed
for their travel and other reasonable expenses incidental to the
performance of their duties.

A school for training of medical laboratory technologists shall
mean a school maintained or classes conducted for the purpose
of training two or more individuals to perform or assist in the
performance of various medical laboratory procedures used in the
diagnosis, treatment and study of disease, but shall not be con-
strued to apply to duly accredited colleges and graduate schools
teaching courses in physiology, biochemistry, bacteriology, clinical
pathology, or the various other sciences.

The provisions of section two relating to the inspection and
approval of colleges, universities and medical schools by the ap-
proving authority shall apply to schools for the training of medical
laboratory technologists.

Whoever being the educational director or the business director
of a school for training of medical laboratory technologists vio-
lates the provisions of this section shall be punished by a fine
of not more than one thousand dollars, or by imprisonment for
not more than six months, or by both such fine and imprisonment.

NATIONAL LEGISLATION PENDING
HR 6418 is at present in Committee in the Congress of the

United States. This bill would require licensure by the Depart-
ment of Health, Education, and Welfare of all laboratories receiving
specimens on an interstate basis. The bill as written would give
to the Secretary of HEW the power to set the requirements for
licensure.
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Judicial cases of importance in regulation of medical laboratories
and schools of medical technology:

1. Voluntary Dismissal, Carnegie College of Cleveland vs. Na-
tional Committee for Careers in Medical Technology and
Dallas Johnson, United States District Court for District of
Columbia, Civil Action No. 3177-62.
Damages sought $250,000. Dismissed with prejudice.

The suit resulted from the widespread distribution by the Na-
tional Committee for Careers in Medical Technology of reprints
of an article entitled “Commercial Medical Technology Schools”
which appeared in the December, 1961, issue of THE MODERN
HOSPITAL publication. Carnegie College, the plaintiff, was among
those institutions mentioned in the piece. The original complaint
based on libel, filed October 8, 1962, was later amended to an
action for malicious tort.

The outcome of the case was a vindication of the position of
NCCMT, that standards for the training of medical technologists
are a matter of public concern and thus a question for public
discussion and comment. NCCMT did not repudiate the article,
nor did it agree that it would not circulate additional copies of
the reprints.

In the transcript proceedings ending the litigation, Carnegie
College recognized that there are substantial differences between
the standards of the Registry of Medical Technologists of the
American Society of Clinical Pathologists and those of Carnegie
College but expressed the belief that its standards are realistic
for “medical technicians.” NCCMT noted that the MODERN HOS-
PITAL article was circulated without malice as fair comment on
the question of professional standards for training medical tech-
nologists.

2. Judgment of Dismissal, United Medical Laboratories vs. Col-
umbia Broadcasting System, Walter Cronkite, Jay McMullen, Mor-
ris Schaeffer, and Victor Buhler, United States District Court,
Civil No. 65-318, September 8, 1965.

The broadcasts publicized the results of a five-month investiga-

JUDICIAL CASES RELATED TO MEDICAL TECHNOLOGY
AND THE MEDICAL LABORATORY
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tion by Jay McMullen and the CBS News Fact Finding Unit.
Plaintiff is an Oregon corporation operating a clinical testing

laboratory. It tests and analyzes biological specimens and samples,
which it receives by mail from physicians and pharmaceutical
companies throughout the United States. Defendant McMullen is
head of the Fact Finding Unit of defendant Columbia Broadcast-
ing System, Inc. (CBS). Schaeffer is head of the Bureau of Lab-
oratories of the New York City Department of Health. Cronkite
is the featured news commentator on “CBS Evening News,” a
nightly television broadcast. Buhler is President of the College
of American Pathologists.

Defendants participated in the telecasts “CBS Evening News with
Walter Cronkite” on the evenings of June 22nd, 23nd, and 24th,
1965, and in the broadcasts of “The World Tonight” on June 22nd
and 23rd.

These cases have been completed.
Information Regarding Training in Medical Technology

“Commercial Medical Technology Schools,” THE MODERN
HOSPITAL, Vol. 97, No. 6, 1961.
This article has extensive information on Commercial Medical

Technology Schools.
“Need for Laboratory Manpower Outruns Supply,” Coon and
Johnson, THE MODERN HOSPITAL, November, 1966.
“While everybody has been worrying about the nurse shortage,

another hospital manpower gap has been widening steadily as
demand outraces supply to the point where the current need
for medical laboratory personnel is estimated at 100,000. Five
years from now, the need will have jumped to 130,000.

MEDICAL TECHNOLOGY TRAINING REQUIREMENTS
Registered Medical Technologist MT (ASCP)

Three years of college plus one year of professional education.
Training for this level requires at least three years of college in-

cluding 16 semester hours each of approved chemistry and biology
courses and one course in mathematics, followed by 12 months in
a hospital school of medical technology accredited by the A.M.A.
There are 785 approved schools throughout the country. Most
are affiliated with a college or university program that permits
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students to acquire a baccalaureat degree as well as the professional
designation of MT (ASCP) after they pass the certification exam-
ination of the national Board of Registry of Medical Technology in
Muncie, Indiana.

Most A.M.A.-accredited schools charge no tuition, and many
offer room, board, laundry, and a small monthly stipend in scholar-
ship aid.

Several universities offer master’s degrees in medical technology
in education and the scientific specialities.
Certified Laboratory Assistant CLA

High school diploma plus 12 months’ training in a hospital-
based approved school.

A training program initiated in 1963 by the American Society
of Clinical Pathologists and the American Society of Medical Tech-
nologists provides standardized training and national certification
for Certified Laboratory Assistants (CLA’s).

Approximately 120 CLA schools approved by the Board of Certi-
fied Laboratory Assistants provide one year of practical and tech-
nical training in routine laboratory work. Minimum prerequisite
for entrance is graduation from an accredited high school, or
equivalent education, preferably with ability and interest in sci-
ence and mathematics. About a quarter of the CLA schools re-
ceive funds under the Manpower Development and Training Act
of the U,S. Vocational Education Act. The M.D.T.A. provides per-
sonal financing for students as well as funds to schools for the
educational program. V.E.A. provides funds for education only.

Students receive instruction in bacteriology, hematology, chem-
istry, and in such procedures as collecting blood specimens, group-
ing and typing blood, preparing and staining slides, and conduct
of electrocardiograms and basal metabolism tests. Graduates who
pass an examination given under the Board’s direction receive
the designation CLA. Board headquarters are at the American
Society of Clinical Pathologists, 445 North Lake Shore Drive,
Chicago, Illinois 60611.
Cytotechnologist CT (ASCP)

Two years of college plus one year of professional education.
Minimum prerequisite training as a cytotechnologist is two years
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of college (or junior college) with 12 semester hours in biology.
The cytology training calls for a minimum 12 months’ course, six
months of which are spent in an A.M.A.-approved school of
cytotechnology, the balance in a cytology laboratory acceptable
to the director of the school. The certification examination for
this specialty is given by the Board of Registry of Medical Tech-
nologists.

There are 85 approved schools of cytotechnology in the United
States with enrollment capacity for about 600 students. A number
of schools receive grants from the Cancer Control Program of the
Public Health Service to provide student scholarships up to $225
a month for six months. American Cancer Society scholarships
are also available in some places.

MT(ASCP) is the registration insignia of medical technologists
who have had three years of college plus a fourth year of clinical
training in a hospital school of medical technology headed by a
physician and approved by the American Medical Association.

Board examinations are given semiannually by the Registry of
Medical Technologists of the American Society of Clinical Pathol-
ogists in Muncie, Indiana.

The American Society of Medical Technologists (ASMT) of Hou-
ston, Texas, is a national professional organization similar in its
professional character to the American Dental Association and
the American Medical Association. It does not administer certify-
ing examinations.

The National Committee for Careers in Medical Technology
(NCCMT) of Washington, D.C., is a national recruiting agency
for medical technology. NCCMT does not conduct certifying exam-
inations.

Respectfully submitted.

Sen. James DeNormandie
Bradley E. Copeland, M.D.
Robert S. Harper, M.D.
Geoffrey P. Keane, M.D.
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I have agreed with the majority of the Commission and with
their report through each and every facet of our investigation
and through all of the recommendations the Commission has made
with a single exception;—

It is my feeling that a regulating authority such as that proposed
in the majority report would more properly be placed within and
under the Department of Public Health of the Commonwealth.
My feeling in this regard is brought about by the area of interest
already existant in the Department of Public Health which could
properly be joined with the newly established regulating authority
to provide an integrated program of laboratory regulation within
and for the Commonwealth.

Respectfully submitted,

Dr. Howard Lind

CONCURRING REPORT FROM DR. HOWARD LIND
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TEXT OF SENATE NUMBER 542 OF 1963

An Act for the establishment of qualifications for, and
LICENSING OF CLINICAL BIOANALYSTS ENGAGED IN THE OPERATION

OF PRIVATE CLINICAL LABORATORIES IN THE COMMONWEALTH OF

MASSACHUSETTS.

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

PREAMBLE
An Act relating to the licensing of certain qualified persons

performing bioanalytical laboratory examinations as an aid to phy-
sicians in the diagnosis and treatment of disease.

WHEREAS, There exists in the Commonwealth of Massachu-
setts no statutory means for establishing by licensing and qualifi-
cations of persons who provide laboratory data to physicians for
their use in the diagnosis and treatment of disease; and

WHEREAS, it is necessary to define and establish qualifications
of certain persons engaged in the performance of bioanalytical
examinations so that the health and lives of the citizens of the
Commonwealth of Massachusetts shall be protected by competent
supervision in the performance of such bioanalytical examinations;
and

WHEREAS, The public health and preservation of human life
demand that only persons and agencies properly qualified by ap-
propriate education and training in the fundamental sciences, and
experienced in their application in the bioanalytical laboratory,
should be permitted to direct and supervise the work of such
laboratories.

THEREFORE, Be it enacted by the General Court of the Com-
monwealth of Massachusetts.

(1) “Bioanalysis” within the meaning of this act is that profes-
sion in which practical application is made of one or more of the
fundamental chemical, biologic and biochemical sciences in perform-
ing tests on materials from the bodies of patients for the purpose

APPENDIX “A”

Section 1. Definitions
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of obtaining scientific data to be used as a diagnostic aid solely
by a physician or any licensed practitioner of the healing arts.

(2) “Bioanalyst” is a person who practices bioanalysis or who
supervises others in the practice of bioanalysis.

(3) “Board” means the state Board of Examiners of Bioanalysts.
(4) “Clinical laboratory” as used in this act is a place, est-

ablishment or institution operated, directed and supervised by a
bioanalyst for the purpose of practicing bioanalysis.

(5) “Commissioner” means the Commissioner of the Depart-
ment of Public Health of the Commonwealth of Massachusetts.

(6) “Department” means the Department of Public Health of
the Commonwealth of Massachusetts.

(7) “Secretary” means the secretary of the Board of Examiners
of Bioanalysts.

(1) There shall be in the Department a State Board of Examiners
of Bioanalytical Laboratories consisting of five members. Each
member of the Board shall be a citizen of the United States and a
legal resident of the Commonwealth of Massachusetts. Two of the
members shall be practicing physicians who are members of the
Massachusetts Medical Society, and shall be appointed by the Com-
missioner. Two members shall be bioanalysts who have been en-
gaged in the active direction or supervision of a clinical labora-
tory for at least ten years, and shall also be appointed by the
Commissioner except that he shall appoint them from a list of
eligible persons to be furnished him by the Board of Directors of
the Massachusetts Association of Bioanalysts; the number of such
persons shall be at least twice the number of vacancies existing
or about to exist by reason of expiration of term or by any other
cause. The fifth member of the Board shall be appointed by the
Commissioner and shall be a person who is not a doctor of
medicine, but who is actively engaged in teaching one of the
basic sciences in an institution of learning approved by the de-
partment or accredited by an accrediting agency recognized by the
department.

(2) The term of a member of the Board shall be five years. The

State Board of Bioanalytical Examiners
Section 2.
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Board shall be appointed so that the term of one member shall
expire each year. The term of a member shall begin on the first
day of August of the year in which he is appointed.

(3) The members of the Board shall meet and organize within
thirty days following their appointment and elect a chairman, a
vice chairman and a secretary of the Board from their member-
ship.

(4) The Board shall elect annually from its members, a chair-
man, a vice-chairman and a secretary of the Board, and shall
hold four regular meetings per year and such other meetings as
it may consider to be necessary.

(5) A quorum of the Board shall consist of no less than three
members.

(6) The Board of any committee thereof shall be entitled to
the services of the Attorney General and shall have the power to
compel the attendance of witnesses, to administer oaths and to take
testimony and proofs concerning all matters within its jurisdic-
tion.

(7) The Board shall have the power, subject to the approval of
the Department, to make such rules, not inconsistent with law,
as may be necessary in the performance of its duties.

(8) The Department shall furnish a clerical secretary to the
Board who shall not be a member of the Board, and who shall
serve in the capacity of clerical secretary at the request of the
acting chairman of the Board at such times indicated by the
acting chairman of the Board.

(9) Each member of the Board shall receive twenty-five dollars
per diem for the time spent in the performance of his official
duties and in necessary travel and shall be reimbursed for all
proper traveling and incidental expenses incurred in carrying out
the provisions of this act.

(1) The Board shall by regulation require that all clinical labora-
tories be conducted, maintained, and operated without injury to
the public health.

(2) The Department may employ special examiners and the

Administration and Regulation

Section 3.
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Board may make regulations for the conduct of examinations un-
der this act.

(3) The Department may employ inspectors, special agents, and
investigators, and any such clerical and technical assistants as it
may deem necessary to administer the provisions of this act and
may incur such other expense within the limit of the appropriation
as it may deem necessary. Such technical assistants shall be ex-
empt from chapter 31.

(4) The Board shall make such regulations, not inconsistent with
law, as it may deem necessary for the enforcement of the pro-
visions of this act.

(5) Agents for the Department may inspect and inquire into
the methods and equipment used by clinical laboratories operating
under the provisions of this act. The Department may cooperate
with or assist persons licensed under this act, or other qualified
persons, in evaluating laboratory procedures and techniques and
in recommending the preferred procedures and techniques for use
in clinical laboratories.

(6) Each biennium the Department may compile and thereafter
may publish and sell a directory of persons within the State, licensed
under the provisions of this act, who hold unforfeited and unre-
voked licenses. This directory is to be distributed without charge
to persons licensed under this act. The directory may also con-
tain a copy of the provisions of this act and regulations related
thereto and such other information as the Department may de-
termine advisable.

Admission to Examination

The Department shall admit to examination any applicant who
pays a fee of $50.00 and submits evidence verified by oath and
satisfactory to the Department that;

(1) He is more than twenty-one years of age;
(2) He is of good moral character;
(3) He is a citizen of the United States or has legally declared

his intention of becoming a citizen;
(4) He has received a degree of Doctor of Philosophy, or Doctor

of Science, or Doctor of Medicine in one of the biological, chemical,

Section 4.
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or biochemical sciences, or in medicine, or in public health labor-
atory sciences from an institution of learning approved by the
Department, or accredited by an accrediting agency recognized
by the Department, or accredited by an accrediting agency rec-
ognized by the Department as maintaining standards satisfactory
to the Department; and has had, in addition, subsequent to his ma-
triculation at least one year of experience in performing bioanaly-
tical laboratory services; or

(5) He has received a master’s degree in one of the biological,
chemical or biochemical sciences, or public health laboratory sci-
ences from an institution of learning approved by the Department,
or accredited by an accrediting agency recognized by the Depart-
ment as maintaining standards satisfactory to the Department;
and has had in addition, subsequent to his matriculation, at least
three years of experience in performing bioanalytical laboratory
services; or

(6) Has received a bachelor’s degree in one of the biological
or chemical, or biochemical sciences, or public health laboratory
sciences from an institution of learning approved by the Depart-
ment, or accredited by an accrediting agency recognized by the
Department as maintaining standards satisfactory to the Depart-
ment; and has had, in addition, subsequent to his matriculation,
at least five years of experience in performing bioanalytical lab-
oratory services.

(7) Notwithstanding anything hereinabove contained, any resi-
dent of the Commonwealth of Massachusetts, who has been in
direct and constant supervision of a full-time, established, prop-
erly equipped bioanalytical or clinical laboratory in this Common-
wealth for a period of at least five years prior to the effective
date of this act, shall, upon application to the Department, to-
gether with such evidence as the Department may require, be
issued a license as a bioanalyst without the examination herein
provided for, provided any such application shall be made within
three months after the effective date of this act and shall be
accompanied by a license fee of fifty dollars. Any resident of
the Commonwealth of Massachusetts, who, on the effective date of
this act is in direct and constant supervision of a full-time, prop-
erly equipped bioanalytical laboratory in this state established less
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than five years prior to the effective date of this act, but no
less than one year, shall be admitted to examination for a license
as a bioanalyst without further qualification, provided such per-
son files an application for examination, together with such evi-
dence as the Department may require and a fee of fifty dollars
not later than three months after the effective date of this act.
Section 5.

(1) Examinations for applicants under this act shall be held by
the Department twice each year on the second Wednesday of
April and October at Boston in a place designated by the Depart-
ment. Subject to the approval of the Department, the Board shall
determine the subject and scope of the examinations. Written
examinations may be supplemented by such oral examinations as
the Department shall determine upon recommendation of the
Board. If an applicant fails a part or parts of an examination,
he may be examined in those parts in which he has failed, in a
subsequent examination upon payment of a fee of ten dollars.

(2) The application fee required by this act, covers the exam-
ination, the license fee and the issuance of the license valid for
the remainder of the calendar year during which the license is
issued.

(1) This act does not authorize anyone to practice medicine
and surgery or to furnish the services of physicians for the prac-
tice of medicine and surgery. This act does not repeal or in any
manner affect any provision of the act relating to the practice of
medicine.

(2) This act shall not be construed to affect physicians or any
person licensed to practice the healing arts who, in their private
practices, perform bioanalytical laboratory work on his own pa-
tients within the scope of his license privileges; provided, how-
ever, that if the said physicians receive direct or indirect referred
work for profit from any source, all provisions of this act shall
apply to them.

Examinations

Application of the Act
Section 6.
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(3) This act shall not be construed to affect a director of any
laboratory established by the Commonwealth of Massachusetts or
any municipal subdivision thereof; or any laboratory approved by
the Commissioner of Public Health for laboratory examinations,
as the sanitary code may require to be made; or any laboratory
maintained in a public or private hospital, or any laboratory main-
tained by the United States.

(4) The provisions of this act do not apply to bona fide investi-
gational or consultative clinical laboratory procedures performed
by members of the faculty within institutions of learning recognized
by the Department or accredited by accrediting agencies recognized
by the Department.

(5) A duly licensed bioanalyst or a technician working under
the direction of a bioanalyst may perform venepuncture or skin
puncture for the purpose of obtaining material for examination
upon specific authorization from any person licensed under the
law relating to the healing arts.

(1) Upon receiving from the Board an official report that an
applicant has successfully passed the examination and is quali-
fied, the Department shall issue to him a license to practice.
Every license shall be issued by the Department under seal, and
shall be signed by the Secretary of the Board and by an officer
of the Department. A citizen of a foreign country who has passed
the examination, and who has legally declared his intention of be-
coming a citizen of the United States, may receive a license, but
upon failure to fulfill his citizenship within five years, his license
shall be automatically terminated and his registration shall be an-
nulled. Before any license is issued, it shall be numbered and re-
corded in a book kept in the office of the Department.

(2) Licenses issued under this section may cover work in any
one basic science, or may cover proficiency in the entire field of
clinical laboratory work.

(3) Every license to practice bioanalysis shall, before the li-
censee begins practice thereunder, be registered with the Depart-

Resignation

Licenses
Section 7.
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ment. On or before the first day of August of each even year,
the Department shall mail to every person licensed under this
Act, a blank application for registration, addressing same in ac-
cordance with post office address given at the last previous regis-
tration. This application blank for registration under this Act
shall contain spaces for the insertion of the applicant’s name, of-
fice and home address, date and number of his license certificate,
and such other information as the Department deems necessary.
The applicant, upon supplying the required information, shall sign
and swear to the accuracy of same before a notary public, after
which he shall forward such sworn statement and application for
renewal of his registration to the Department, together with a
fee of twenty dollars. Upon receipt of such application and fee
and having verified the accuracy of same by comparison with the
applicant’s statements in previous applications, the Department
shall issue a certificate of registration which shall render the
holder thereof a bioanalyst under this Act for the ensuing two
years. These certificates of registration shall all bear the date
of January first of the year of issue and shall expire on the
thirty-first day of December of the following year.

(4) Any person who receives a license to practice bioanalysis
during the second year of a biennium shall pay a fee of ten dollars
for a certificate of registration expiring on December thirty-first
of such year.

(5) Any person licensed under this Act who fails or neglects
to register as required by the provisions of this section, shall be
required to pay, in addition to the prescribed registration fee,
an additional fee of two dollars for each thirty days or part thereof,
that he is in default up to the first day of April.

(6) If any bioanalyst shall continue to practice bioanalysis be-
yond the first day of April without renewing his registration, he
shall be considered as practicing bioanalysis illegally and is sub-
ject to a penalty of $25.00 or revocation of his license by the
Department in accordance with the provisions of this Act. If a
license is revoked by the conditions of this paragraph, it may be
restored at the discretion of the Department upon payment of
the penalty of $25.00.

(7) Any person maintaining, conducting, or operating a clini-
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cal laboratory shall display in a prominent place in the clinical
laboratory, the license and biennial registration of each person
supervising and directing the clinical laboratory, as well as the
clinical laboratory permit.

(8) Upon filing application therefor, containing such informa-
tion as the Department may require and the payment of two
dollars, the Department shall issue to any person duly licensed un-
der this Act duplicate license or registration certificate for one
previously issued or, where there has been a change of name,
another license or registered certificate in lieu of the one pre-
viously issued.

Permit to Opiate a Clinical Laboratory

(9) The Board shall issue a permit to operate a clinical lab-
oratory to any person who has applied for said permit on form
provided by the Department and who is found to be in compliance
with the provisions of this section.

(10) Each application shall be accompanied by a fee of $5.00
which shall be returnable in the event the application is not ac-
ceptable to the Department.

(11) The application shall include the name or names of the
owner or owners, the name of the director, and the name and
location of the laboratory, and such other information as may be
required by the Department.

(12) A permit to conduct a clinical laboratory where the owner
is not the director shall be issued jointly to the owner and the
director and for the premises stated herein, and they shall be
severally and jointly responsible to the Department for the main-
tenance and conduct thereof or for any violations of the provisions
of this act and regulations pertaining thereto.

(13) The Board shall not issue a permit until it is satisfied
that the clinical laboratory will be operated within the spirit
and intent of this act and that the owner and director are each of
good moral character, and that the granting of such permit will
not be in conflict with the interests of public health.

(14) A separate permit must be obtained for each location.
(15) A permit shall be automatically revoked if there is a

change of address, director, or ownership of the laboratory. How-
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ever, a new permit may be secured for the new location, director
or owner prior to the actual change; provided, that the contem-
plated change is in compliance with all the provisions of this
section and regulations pertaining thereto.

(16) The permit must be renewed each year for a fee of five
dollars, and shall be valid for the calendar year for which it is
issued, unless revoked.

(17) Any revocation of a permit shall be conducted in compli-
ance with Section 8 of this act, entitled “Revocation of License”.
Section 8.

(1) The license and registration of a bioanalyst and/or the
permit to operate a clinical laboratory may be revoked, suspended
or annulled or such person, or persons, reprimanded or censured
in accordance with the procedure prescribed by this act upon proof
that such person:

(a) Has been convicted of a felony.
(b) Has been guilty of fraud or deceit in practice or in securing

admission to practice.
(c) Is an habitual drunkard or addicted to the use of morphine,

opium, cocaine or other drugs having a similar effect.
(d) Has undertaken or engaged in any practice beyond the

privileges and rights accorded to him in his license.
(e) Has practiced without biennial registration.
(f) Has employed, hired procured or induced a person not

licensed to practice under the provisions of this act.
(g) Has aided or abetted in the practice under the provisions

of this act, a person not licensed to practice in this state,
under the provisions of this act.

(h) Has been guilty of untrue, fraudulent, misleading or de-
ceptive advertising.

(i) Has advertised for patronage by means of handbills, posters,
circulars, stereopticon slides, motion pictures, radio, news-
papers or any other printed publications or mediums; or
by means of flamboyant or large display or glaring or flick-
ering signs.

Revocation of License
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(j) Has been otherwise or in any other way guilty of unprofes-
sional conduct. The Board may promulgate rules to define
and clarify, when necessary, unprofessional conduct.

(2) The members of the Board shall have jurisdiction to hear
all charges against duly licensed bioanalysts of this state for vio-
lations of the provisions of the subdivision one of this section
and the Department may, after due notice and hearing, upon the
receipt of the record, findings and determinations of such Board,
wherein and whereby a bioanalyst has been found guilty, revoke
his license, annul his registration, suspend him from practice, or
reprimand, censure or otherwise discipline him.

(3) Proceedings under this section against any bioanalyst shall
be begun by filing with the Department written charges under
oath which may be prepared by any person, corporation, associa-
tion, public officer or by the Department. Upon receipt of the
charges the Department shall refer them to the Board. The
Board shall examine the charges and may hold a preliminary hearing
to determine whether a trial is necessary. If the Board determines
that no trial is necessary it shall return the charges to the De-
partment with a written statement to that effect. The Depart-
ment shall thereupon execute an order dismissing the charges.

(4) If the Board determines that a trial is necessary, the Secre-
tary of the Board shall fix a time and place for the trial. A
copy of the charges, together with a notice of the time and place
of the trial, shall be served on the accused or his counsel at
least fifteen days before the date fixed for the trial. When personal
service cannot be effected and such fact is certified on oath by
any person duly authorized to make legal service, the Department
shall cause to be published, twice in each of two successive weeks,
a notice of the trial in a newspaper published in the county in
which the accused was last known to practice, and on or before
the day of the first publication, a copy of the charges and of such
notice shall be mailed to the accused at his last known address.
When publication of the notice is necessary, the date of the trial
shall be not less than ten days after the last date of publication of
the notice. In not less than five days prior to the date of hearing
the accused shall file with the Board a written answer to the
allegations set forth in the charges. All such notices of trial
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shall contain the statement that a stenographic record of the pro-
ceeding will be made and that the accused may appear at the
trial either personally or by counsel with the right to produce
witnesses and evidence on his own behalf, may cross-examine
witnesses, may examine such evidence as may be produced against
him and may have subpoenas issued by the Board. If, by majority
vote, the accused shall be found guilty of such charges or any of
them, the Board shall transmit to the Department the record,
findings and determination wherein and whereby the accused has
been found guilty and their recommendations. Thereupon, the De-
partment, after due hearing, shall accept or reject, either in whole
or in part, the determination and recommendation of the Board and
may revoke the license of the accused, suspend such license for a
fixed period, order a reprimand or censure, or the dismissal of
the charges, and direct the Commissioner to execute any and all
orders necessary to carry their determination into effect. If the
accused shall not be found guilty to any of the charges by ma-
jority vote, the Board shall transmit to the Department, the rec-
ord, findings and determination, and the Commissioner shall there-
upon issue an order dismissing the charges.

(5) Any licensed bioanalyst found guilty under the provisions
of this section, or whose license has been otherwise revoked or
suspended or who is otherwise reprimanded or disciplined under
this act, may institute a proceeding for the purpose of reviewing
such determination returnable before the Superior Cour in the
county in which he has his principal place of business, but no
such determination shall be stayed or enjoined except upon ap-
plication to the appellate division, after notice to the Attorney
General.

(6) Any member of the Board may issue subpoenas and admin-
ister oaths pursuant to section sixty-one of the public officers law
in connection with any trial, hearing or investigation under this
act and it shall be the duty of the Board to issue subpoenas at
the request of and on behalf of the defense.

(7) The Board shall not be bound by strict rules of procedure
or by the laws of evidence in the conduct of its proceedings, but
the determination shall be founded upon sufficient legal evidence
to sustain it.
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(8) (a) A conviction of a felony may forfeit a license and,
upon presentation to the Department of a certified copy of a
court record showing that a licensed bioanalyst has been convicted
of a felony, the Commissioner shall execute an order declaring the
license forfeited and revoked. Any person whose license has thus
been forfeited and revoked and who shall practice in this state
thereafter shall be guilty of a misdemeanor, but if his conviction
is reversed and he is acquitted or discharged, his license shall
again become valid as of the date of such acquittal or discharge.

(b) The conviction of a felony shall include the conviction
of a felony by any court in this state or by any court of the
United States or by any court of any other state or political sub-
division of the United States. In the event that a crime of which
the bioanalyst is convicted is not a felony in the jurisdiction in
which the conviction is had but is a felony in this state, the con-
viction shall be deemed to be the conviction of a felony for the
purpose of this act.

(c) If a person convivicted of a felony as provided by this
section is subsequently pardoned by the Governor or the other-
wise legall yestablished pardoning authority in the jurisdiction
where the conviction was had, or by the president of the United
States, or shall receive a certificate of good conduct granted by
the Board of Parole pursuant to the provisions of the executive
law to remove the disabilit under this section because of such con-
viction, the Board may, in its discretion, restore to such person
the right to practice in this state.

All Fees, Fines, Penalties, and other moneys derived from the
operation of this act shall be paid to the Department, and on the
fifth day of each month shall be paid by the Department to the
State Treasury.

Any of the following acts shall constitute an offense against this
act and is a misdemeanor:

Offenses Against This Act

Disposition of Fees, Fines, Penalties and Other Moneys

Section 9.

Section 10.
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(1) To act as a bioanalyst unless he is licensed in that capacity
under this act.

(2) For any bioanalyst to accept assignments for tests from
any persons except duly licensed physicians, or any other practi-
tioner of the healing arts.

(3) Such misdemeanor shall be punishable by a fine of not less
than one hundred dollars nor more than five hundred dollars for
each separate violation.

(4) This section does not prohibit the referral of specimens or
such assignment from one clinical laboratory to another laboratory
providing the report indicates clearly the laboratory performing
the test.

(1) If any section, clause, sentence or part of this act, as added
by this act, should be declared unconstitutional, it shall not affect
the validity or force of any other section, clause, sentence, or
part thereof not declared to be unconstitutional.

(2) The sum of forty thousand dollars ($40,000.00) or so much
thereof as may be necessary, is hereby appropriated to the De-
partment of Public Health of the Commonwealth of Massachusetts
out of any moneys in the state treasury in the general fund to
the credit of state purposes fund and not otherwise appropriated,
to defray the expenses of the Department, including personal serv-
ices, operation and maintenance, in carrying out the provisions of
this act. Such moneys shall be payable from the state treasury
on the audit and warrant of the comptroller on vouchers certified
or approved in the manner prescribed by law.

(3) This act shall take effect July first, nineteen hundred sixty-
three.

Separability
Section 11.



SENATE —No. 1492.1967.] 77

W.B. Plunkett Memorial Hospital
2 Edmunds Street
Woodrow W. Cummings, Adm.

AMESBURY
Amesbury Hospital
Morrill PI.
Margaret P. Young, R.N., Supt.

ANDOVER
Isham Infirmary Hospital
Phillips Academy
Off Main Street
Donald M. Clark, M.D., Med. Dir,

ARLINGTON
Symmes Hospital
Summer Street
Everett E. Van Valkenburgh, Adm.

Athol Memorial Hospital
2033 Main Street
Frederick W. Hillis, Adm.

ATTLEBORO
Sturdy Memorial Hospital

Henry Veldman, Dir.

Community Memorial Hospital
15 Winthrop Avenue
Robert V. Fay, Adm.

BEDFORD
Veterans Administration Hospital
200 Springs Road
S.P. LaCerva, M.D., Dir.

APPENDIX “B”

MASSACHUSETTS HOSPITALS

ADAMS

ATHOL

AYER

211 Park Street
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Belchertown State School & Hospital
(Mental Retardation)
State Street
Lawrence P. Bowser, M.D., Supt.

BELMONT
McLean Hospital
1075 Pleasant Street
Francis deMarneffe, M.D., Dir.

BEVERLY
Beverly Hospital
Herrick & Heather Sts.
Craig S. Slater, Adm.

BOSTON
Adams House
(Psychoneurosis)
990 Centre Street, Jamaica Plain
J. Martin Woodall, M.D., Med. Dir.

Beth Israel Hospital
330 Brookline Avenue
Sidney S. Lee, M.D., Gen. Dir.
Boston City Hospital
818 Harrison Avenue
John F. Conlin, M.D., Dir. & Supt.

Boston Lying-In Hospital
221 Longwood Avenue
Richard D. Mills, Adm.
Boston State Hospital
591 Morton St.
Milton Greenblatt, M.D., Supt

Carney Hospital
2100 Dorchester Avenue
Sister Margaret, Adm.
Children’s Hospital Medical Center
300 Longwood Avenue
Leonard W. Cronkhite, Jr., M.D., Gen. Dir.

BELCHERTOWN
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Faulkner Hospital
1153 Centre Street
William J. Skerry

Gienside Hospital
49 Robinwood Avenue
Frank R. Korsak, Adm,

Hahnemann Hospital
1515 Commonwealth Avenue
Dorothea W. Rice, R.N., Adm.

Harley Hospital

Mae B. Cleverly, R.N., Adm.

Jewish Memorial Hospital
59 Townsend St.
Murray Fertell, Exec. Dir.
Joseph P. Kennedy, Jr. Memorial Hospital
(pediatrics)
30 Warren Street
Brighton 35
Mother Mary Jane, Adm.
Kenmore Hospital
621 Commonwealth Ave.
Graziano A. Capodilupo, M.D., Adm.

Lemuel Shattuck Hospital
170 Morton St.
Jamaica Plain 30
William H.H. Turville, M.D., Supt.
Long Island Hospital
Long Island, 69
John R. McGillivray, Supt.
Longwood Hospital
125 So. Huntington Ave.

Massachusetts Eye & Ear Infirmary
243 Charles Street
Francis S. Hill, Dir.

6 Windemere Rd.
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Massachusetts General Hospital
Fruit Street
John H. Knowles, M.D., Gen. Dir.

Massachusetts Memorial Hospitals
750 Harrison Avenue
Philip D. Bonnet, M.D., Adm

Massachusetts Mental Health Center
74 Fenwood Road
Jack R. Ewalt, M.D., Supt

New England Baptist Hospital
91 Parker Hill Ave.
Elinor Kirkby, R.N., Adm.

Boston Dispensary & Rehabilitation Institute
25 Bennet Street
Abbie E. Dunks, Adm.
Boston Floating Hospital
20 Ash St.
Geneva Katz, R.N., Adm.

New England Center Hospital
171 Harrison Ave.
Richard T. Viguers, Adm

New England Deaconess Hospital
Deaconess Road
Robert D. Lowry, Exec. Dir.

Mass. Osteopathic Hospital
222 South Huntington Avenue
Jamaica Plain, Mass.
New England Hospital
Dimock St. & Columbus Avenue
Beatrice M. Bonnevie, Adm.

New England Sinai Hospital
215 Forest Hill St.
Jamaica Plain 30
Regina Brooks, Adm. Dir.
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St. Elizabeth’s Hospital of Boston
736 Cambridge St.
Brighton 35
Sister M. John Ellen, Adm.
St. Margaret’s Hospital
90 Cushing Ave.
Sister Mary Paul, Adm.
Salvation Army Booth Memorial Maternity Home
Box 428, Back Bay Annex
Brig. Frances Siffin, Supt.

U. S. Public Health Service Hospital
77 Warren St.
Henry D. Smith, M.D., Med. Off. in Charge

Veterans Administration Hospital
1400 Veterans of Foreign Wars Parkway
John V. Iheehan, Dir.

Veterans Admiistration Hospital
150 S. Huntington Ave.
Sidney Selesnick, M.D., Dir.

Vincent Memorial Hospital
Fruit Street

Washingtonian Hospital
41 Morton St.
Jamaica Plain 30
Joseph Thimann, M.D., Exec. & Med. Dir.

Bridgewater State Hospital
Mass. Correctional Institution
Box 366
Charles W. Gaughan, Supt.

BROCKTON
Brockton Hospital
680 Centre St.
Arthur Paulson, Adm.

BRIDGEWATER
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Phaneuf Hospital
688 N. Main St.
Thomas F. Gentile, Adm.
Veterans Administration Hospital
Belmont St.
William Winick, M.D., Dir.

Bellevue Hospital
101 Summit Ave.

Dir.David Levy, M.D., Me'

Bournewood Hospital
300 South St.

Actg. Supt.Charles Saltzman, M.D,

Brookline Hospital
165 Chestnut St.
Sylvia H. Maness, Dir.
Brooks Hospital
227 Summit Ave.
John J. Sheingold, Adm.
Free Hospital for Women
245 Pond Avenue
Lillian Grahn, R.N., Adm.

Cambridge City Hospital
1493 Cambridge St.
James F. Collins, M.D., Med. Dir.
Guardian Hospital
85 Otis Street
Anna M. Bissonnette, R.N., Adm.
Holy Ghost Hospital for Incurables
1575 Cambridge St.
Sister Marie Lefevre, Adm.
Mount Auburn Hospital
330 Mt. Auburn St.
Leo J. Marcotte, M.D., Dir.

BROOKLINE

CAMBRIDGE
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Sancta Maria Hospital
350 Memorial Dr.
Mother Mary Innocenta, Adm

Stillman Infirmary
Harvard University Health Service
75 Mt. Auburn St.
Dana L. Farnsworth, M.D., Dir.

Parker Hill Medical Center
53 Parker Hill Ave.
Peter J. Buttaro, Exec. Dir.
Peter Bent Brigham Hospital
721 Huntington Ave.
Lloyd Mussells, M.D., Dir.

Robert B. Brigham Hospital
125 Parker Hill Ave.
Horace F. Altman, Adm.

Massachusetts Hospital School (Children)
Randolph St.
John J. Carroll, M.D., Supt.

Valleyhead Hospital
South St.
Solomon Gagnon, M.D., Supt.

Chelsea Memorial Hospital
100 Bellingham St.
Constance Caloggero, Adm.
Lawrence F. Quigley Memorial Hospital
100 Summit Ave.
John L. Quigley, Cmdt
U. S. Naval Hospital
Capt. Stephen J. Ryan, M.D., Co.

CANTON

CARLISLE

CHELSEA
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U. S. Air Force Hospital
Westover AFB
Col. O. Aiken Mays, USAF, M.D., Cmdr.

Clinton Hospital
201 Highland St.
Milton C. Kenneaugh, Adm

Emerson Hospital
Old Road to 9 Acre Cor.
Elimina L. Snow, R.N., Adm.

Hunt Memorial Hospital
Lindall St.
Matthew J. Ustas, R.N., Adm.

Whidden Memorial Hospital
103 Garland St.
Frank G. Bisson, Adm.

Fall River General Hospital
245 Stanley St.
Edward G. DiCiccio, Actg. Adm.
St. Anne’s Hospital
795 Middle St.
Sister Pierre-Marie, Adm.
Truesdale Hospital
1820 Highland Ave.
Hayden M. Deaner, Adm.

Union Hospital
Highland Ave. at New Boston Rd.
L. V. Ragsdale, M. D., Adm.

CLINTON

CHICOPEE FALLS

CONCORD

DANVERS

EVERETT

FALL RIVER
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FALMOUTH
U. S. Air Force Hospital
Otis AFB
Maj. Donald E. Callaghn, Exec. Off.

FITCHBURG
Burbank Hospital
Nichols Road
Richard Bullock, Dir. Trustee

FORT DEVENS
U. S. Army Hospital
Col. Edward G. Sion, M.D., Co.

FOXBORO
Foxboro State Hospital
Chestnut St.
John T. Shea, M.D., Supt.

FRAMINGHAM
Cushing Hospital
Dudley Rd.
J. Sanbourne Bockoven, M.D., Supt,
Framingham Union Hospital
25 Evergreen St.
Albert S. Deane, Jr., Adm.

Gardner State Hospital
Chapel St.
Warren P. Cordes, M.D., Supt.
Henry Heywood Memorial Hospital
242 Green St.
Harold A. Callahan, Adm.

GEORGETOWN
Baldpate Hospital
Baldpate Rd., Box 156
Patrick J. Quirke, M.D., Med. Dir.

GLOUCESTER
Addison-Gilbert Hospital
298 Washington St., Gloucester
Tucker M. Vye, Adm.

GARDNER
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Fairview Hospital
29 Lewis St.
Burton H. Morrell, Adm.

Franklin County Public Hospital
164 High St.
Bright M. Dormblaser, Dir.

Grotn Community Hospital
Hillside Ave.
Bertrand B. Nutter, Adm.

Plymouth County Hospital
High St.

Danvers State Hospital
Maple St., Box 50
Peter B. Hagopian, M.D., Supt.

Benson Hospital
66 Summer St.
John B. Andosco, M.D., Med. Dir,

Glynn Memorial Home & Hospital
61 Brown St.
Robert T. Lambert, M.D., Supt.

Haverhill Municipal (Hale) Hospital
40 Buttonwoods Avenue
Robert T. Lambert, M.D., Dir.

HOLDEN
Holden District Hospital
Boyden Road
Leonard F. Janes, Adm.

C. Clark Streeter, M.D., Supt.

HAVERHILL

GREAT BARRINGTON

GREENFIELD

GROTON

HANSON

HATHORNE
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HOLYOKE
Holyoke Hospital
575 Beech St.
Walter H. Mende, Adm
Providence Hospital
1233 Main St.
Sister Mary Magdelena, Adm
Soldier’s Home in Holyoke
Cherry St.
John P. Harrington, Supt.

HUDSON
Hudson Hospital
Brigham St.
Mary V. Garipay, R.N., Supt.

MONTAGUE
Barren Memorial Hospital
Main St.
Sister Mary Benedicta, R.N., Adm.

NANTUCKET
Nantucket Cottage Hospital
S. Prospect St.
Leroy H. Ture, Adm.

Leonard Morse Hospital
67 Union St.
Mary M. Dunn, Adm.

NEEDHAM
Glover Memorial Hospital
148 Chestnut St.
Donald R. Carmichael, Adm.

NEW BEDFORD
St. Luke’s Hospital
101 Jage St.
Robert P. Simmons, Dir.
Sassaquin Hospital
Achushnet Ave.
Carl A. Pitta, M.D., Adm.

NATICK
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Anna Jaques Hospital
Highland Avenue
Roger B. Labouteley, Adm.

NEWTON CENTER
New England Peabody Home for Crippled Children
474 Brookline St.
Nellie S. Smith, R.N., Supt.

NEWTON LOWER FALLS
Newton-Wellesley Hospital
2014 Washington St.
William S. Brines, Dir.

Mass. Correctional Institutional Hosptal
Winter St.
James F. Carolen, M.D., Med. Dir.

North Adams Hospital
Hospital Avenue
George A. Lerrigo, Adm.

NORTHAMPTON
Cooley Dickinson Hospital
30 Locust St.
William T. Lees, Jr., Adm
Elizabeth Mason Infirmary of Smith College
69 Paradise Rd.
Dorothy A. Huey, R.N., Dir.
Hampshire County Sanatorium
Frederick W. Goodhue, M.D., Supt.
Northampton State Hospital
Prince and West Streets
Harry Goodman, M.D., Supt.
Veterans Administration Hospital
Berkshire Trail, Route 9
Henry Tanner, M.D., Dir.

NORFOLK

NORTH ADAMS

NEWBURYPORT
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NORTH GRAFTON
Grafton State Hospital
211 Westboro Rd.
William C. Inman, M.D., Supt,

NORWOOD
Norwood Hospital
800 Washington St.
Charles A. Richardson, Adm.

OAK BLUFFS
Martha’s Vineyard Hospital
Linton Lane
Catherine L. Perry, R.N., Supt.

PALMER
Wing Memorial Hospital
Wright St.
Robert J. Robertson, Adm.

PEABODY
Josiah B. Thomas Hospital
15 King St.
Harvey M. Radey, Jr., Adm.

PITTSFIELD
Hillcrest Hospital
165 Tor Ct.
S. Chester Fazio, Adm.
Pittsfield General Hospital
725 North St.
Harold L. Hutchins, Jr., Exec. Dir,

St. Luke’s Hospital
379 East St.
Sister Marie Raparatrice, Adm.

PLYMOUTH
Jordan Hospital
Sandwich St.
Frank Schrettner, Adm.

POCASSET
Barnstable County Hospital
Julius G. Kelley, M.D., Supt.
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QUINCY
Quincy City Hospital
114 Whitwell St.
Harlan L. Paine, Jr., Dir.

REVERE
Grover Manor Hospital
405 Washington Ave.
Dorothy N. Fletcher, R.N., Adm.

ROXBURY
Revere Memorial Hospital
204 Proctor Ave.
Leonie E. Taylor, R.N., Adm. Supt.

RUTLAND
Rutland State Sanatorium
Paul Dufault, M.D., Supt.

RUTLAND HEIGHTS
Veterans Administration Hospital
William J. Lyons, Dir.

North Shore Babies’ & Children’s Hospital
57 Highland Avenue
Charles F. Stumpf, Adm.
Salem Hospital
81 Highland Avenue
George S. Buis, Dir.

Saugus General Hospital
81 Chestnut St.
Walter N. Ellis, Adm.

Central Hospital
26 Central Street
Nathan Blumsack, Adm.
Somerville Hospital
30 Crocker Street
Normond Girard, Adm.

SAUGUS

SOMERVILLE

SALEM
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ROSLINDALE
Roslindale General Hospital
780 American Legion Highway
Roslindale, Mass.

SOUTH ATTLEBORO
Fuller Memorial Sanitarium
231 Washington St.
George H. Fohde, Adm.

SOUTH BRAINTREE
Norfolk County Hospital
2001 Washington St.
Donald A. Martin, M.D., Supt.

SOUTHBRIDGE
Harrington Memorial Hospital
100 South St.
Victor E. Costanzo, Adm,

SOUTH WEYMOUTH
South Shore Hospital
90 Columbian St.
Arthur H. Perkins, M.D., Dir.

SPRINGFIELD
Mercy Hospital
233 Carew St.
Sister Mary Vincentius, R.N., Adm.
Shriners Hospital for Crippled Children
516 Carew St.
Dorothy G. Forsythe, R.N., Adm.
Springfield Hospital
759 Chestnut St.
Harry C. F. Gifford, Exec. Dir.
Springfield Municipal Hospital
1400 State Street
John C. Ayres, M.D., Dir.
Wesson Maternity Hospital
735 Chestnut St.
James V. Devine, Adm.
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Wesson Memorial Hospital
140 High St.
Robert F. Tuveson, Adm.

Austen Riggs Center
Main St.
Robert P. Knight, M.D., Med. Dir.

New England Sanitarium & Hospital
5 Woodland Road
R. L. Pelton, Adm.

Goddard Memorial Hospital
909 Summer St.
William B. Sheehan, Adm.

Morton Hospital
88 Washington St
Mildred E. Smith, R.N., Adm.
Paul A. Dever State School
Box 631
Peter A. Peffer, M.D., Supt.
Taunton State Hospital
Hodges Ave. Ext.
W. Everett Glass, M.D., Supt

Tewksbury Hospital
East St.
Thomas J. Saunders, Supt.

WALPOLE
Pondville Hospital at Norfolk
Box 111
Clair W. Twinam, M.D., Supt.

STOCKBRIDGE

STONEHAM

STOUGHTON

TAUNTON

TEWKSBURY



SENATE— No. 1492.1967.] 93

Metropolitan State Hospital
475 Trapelo Road
William F. McLaughlin, M.D., Supt.

Middlesex County Sanatorium
775 Trapelo Road
Richard P. Scherman, M.D., Supt.

Walter E. Fernald State School
200 Trapelo Road, Box C
Malcolm J. Farrell, M.D., Supt.

Waltham Hospital
Hope Ave,
Robert A. Anderson, Adm.

Mary Lane Hospital
85 South St.

Adm.Thomas A. Harrington,

Tobey Hospital
43 High St.
Helen G. Koenig, R.N., Supt.

Webster District Hospital
Thompson Road
Hulda E. Stein, R.N., Adm.

Simpson Infirmary, Wellesley College
Central Street
Elizabeth L. Broyles, M.D., Res. Phys.

WESTBORO
Westboro State Hospital
Lyman St.
Morris L. Sharp, M.D., Supt.

WALTHAM

WARE

WAREHAM

WEBSTER

WELLESLEY
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Mass. Correctional Institution
Hospital Units
224 Elm Street
Edward S. Grennan, Supt.

Noble Hospital
115 W. Silver St.
George B. Brooks, Adm.
Western Massachusetts Hospital
E. Mountain Road
Roland R. Cartier, M.D., Supt.

WEST HANOVER
Hanover House
334 King St.
Elsie S. Neustadt, M.D., Med. Dir.

Westwood Lodge
45 Clapboardtree St.
William J. Hammond Pres.

Whitinsville Hospital
18 Granite St.
Edith N. Murphy, R.N., Adm.

WILLIAMSTOWN
Thompson Infirmary, Williams College
Park St.
Thomas V. Urmy, M.D., Dir. Health

Winchendon Hospital
Hospital Drive
Josephine P. Martin, R.N., Adm.

WINCHESTER
Winchester Hospital
41 Highland Ave.
Reese James, Adm.

WESTFIELD

WESTWOOD

WHITINSVILLE

WINCHENDON

WEST CONCORD
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WINTHROP
Winthrop Community Hospital
40 Lincoln St.
Edna D. Price, Adm.

WOBURN
Charles Choate Memorial Hospital
21 Warren Ave.
Louis Drexler, Adm.

WORCESTER
Doctors Hospital
107 Lincoln St.
Stephen N. Hill, Supt.
Fairlavvn Hospital
189 May St.
Percy F. Marsaw, Adm.
Memorial Hospital
119 Belmont St.
Winthrop B. Osgood, M.D., Adm.
St. Vincent’s Hospital
25 Winthrop St.
Sister Mary Loreto, R.N., Adm.
Worcester City Hospital
26 Queen St.
Theodore A. Austin, Supt.
Worcester County Sanatorium
Sanatorium Road
Heinz J. Lorge, M.D., Supt.
Worcester Hahnemann Hospital
281 Lincoln St.
Erna M. Kuhn, R.N., Adm.
Worcester State Hospital
305 Belmont St.
Bardwell H. Flower, M.D., Supt.

WRENTHAM
Wrentham State School
Emerald St, Box 144
Karl V. Quinn, M.D., Supt.
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MASSACHUSETTS
NON HOSPITAL AFFILIATED AND

PRIVATE LABORATORIES

Amherst Medical Laboratory
67 N. Pleasant St.
Amherst, Mass.

Charles River Laboratory
1018 Beacon St.
Brookline 46, Mass.

Concord Clinical Laboratory
Medical Center
Concord, Mass.

D. Clinical Laboratory
276 South St.
Pittsfield, Mass.

Labs.Lawrence Medical & Testing
163 Lawrence St.

Lawrence

Leary Laboratories
43 Bay State Road
Boston 15

Lexington Medical Laboratory
15 Clark St.
Lexington

Medford Medical Laboratory
28 High St.
Medford 55

Medical Arts Clinical Laboratory
36 Pleasant St.
Worcester

Boston Medical Laboratory
19 Bay State Road
Boston 15
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Valley Medical Laboratories, Inc.
680 Chestnut St.
Springfield

Norwood Clinical Laboratory
724 Washington St.
Norwood
Medical Laboratory
264 Elm St.
Northampton

East Street Medical Laboratory
East Street Medical Builidng
Pittsfield

Lexington Medical Lab.
94 Pleasant St.
Arlington

Medical Laboratory of Holyoke,
207 Elm St.

Inc.

Holyoke

Mt. Auburn Medical Laboratory
P.O. Box 325
Lexington 73

Needham Clinical Laboratory
57 Birds Hill Ave.
Needham 92

Physicians Clinical Lab.
27 Elm St.
Worcester

Professional Laboratory
170 Merrimack St.
Lowell

Quincy Medical Laboratory
67 Coddington St.
Quincy
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Sias Laboratories
227 Summit Ave.
Brookline 46

Roxbury Medical Lab.
136 Warren St.
Roxbury 19,

Physicians Clinical Lab.
303 North Main St.
Attleboro

Winchester Medical Laboratory
13 Church St.
Winchester

Professional Medical Lab., Inc.
156 Broad St.
Lynn

Sidney V. Rieder Chemistry Lab.
Massachusetts General Hospital
Boston

Medical Center Laboratory
130 Maple St.
Springfield
Peabody Clinical Lab.
Medical Arts Bldg.
1 Roosevelt Ave.
Peabody

Salem Medical Lab.
401 Essex St.
Salem

Blood Grouping Lab.
332 Longwood Ave.
Brookline

Emerson Medical Lab.
Zero Emerson Place
Boston
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Lexington Medical Lab.
281 Cambridge St.
Burlington

New England Nuclear Corp.
575 Albany St.
Boston

South Shore Medical Lab.
36 King Cove Road
Weymouth

Lincoln Hematology Lab.
121 Lincoln St.
Worcester

Worcester Medical Lab.
44 West St.
Worcester.

Commonwealth Clinical Lab.
311 Commonwealth Ave.
Boston

Bay State Medical Laboratory
1031 Beacon St.
Boston

Brandeis Univ. Clinical Biochem
35 Binney St.

Lab.

Roxbury

Graham Laboratories
280 Washington St.
Brookline

Healy James Clarke Memorial
831 Mass. Ave.
Cambridge

Johnson Clinic
Beverly, Mass.
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Mildred Share Lab.
10 Seward St.
Beverly

New England Laboratories, Inc.
County Road
Ipswich

Central Medical Laboratory
563 Broadway
Everett

Grace D. Brown Labs, Inc.
1093 Beacon St.
Brookline

Micro Diagnostic Laboratory
1461 Blue Hill Ave.
Mattapan

Quinn Medical Laboratory
1038 Beacon St.
Brookline

Kane Medical Laboratory
340 Main St.
Worcester

Mason Research Institute
20 Howard St.
Worcester

Worcester Foundation for Experimental Biology
222 Maple Avenue
Worcester

Boston Health Department
Boston

Brusch Medical Center
837 Mass. Ave.
Cambridge
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ABC Pregnancy Testing Lab.
636 Beacon St.
Boston

Boston Neurological Laboratory
264 Beacon St.
Boston

Delmont Lab. Inc. Div. of Clinical
Boston Avenue

Research

West Medford

Harvard Cancer Comm. (Tumor Diagnostic Service)
170 Morton St.
Jamaica Plain

Kenmore Clinical Laboratory
510 Commonwealth Ave.
Boston

Middlesex Medical Laboratory, Inc.
340 Pleasant St.
Malden 48

Newton Medical Laboratory
191 Summer St.
Newton

Papas Lab. of Clinical Chemistry
1166 Beacon St.
Boston

Rooney Laboratory
416 Marlboro St.
Boston

Brockton Medical Laboratory
47 W. Elm St.
Brockton

Putnam Steele Bacteriological Labs.
156 Whitman St.
East Bridgewater
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Thompson & Lichtner Co., Inc.
8 Alton Place
Boston

V.A. Northeastern Radiological Health Lab.
Winchester

Reilly Lab.
324 Commercial St.
Weymouth

Skinner & Sherman Co., Inc.
227 California Ave.
Newton

Mr. Edward Washken Technical Consultant
57 Bay State Road
Boston

Cape Ann Medical Service Lab.
Corner Thatcher Road and Bass Avenue
Gloucester

Clini Path Labs
88 Codman Hill Ave.
Dorchester
Kent Lab.
60 Arsenal St.
Watertown
Leary Lab
1101 Beacon St
Brookline
Milton Medical Laboratory
65 Adams St.
Milton
North Shore Medical Laboratory, Inc.
1031 Beacon St.
Boston
Peabody Square Medical Lab.
1 Peabody Square
Dorchester
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Wellesley Medical Laboratory
3 Seaward Rd.
Wellesley

Cancer Screening Laboratory
65 Libby St.
Brockton
National Laboratories
114 Waltham St.
Lexington 73

Technical Products Division
1601 Trapelo Road
Waltham

Travaco Laboratories
345 Eastern Avenue
Chelsea

Waltham Industrial Lab.
225 Crescent St.
Waltham

Scituate Medical Lab.
43 Front St.
Scituate Harbor

Technical Operations, Inc.
South Ave.
Burlington

X-Ray Lab. of Haverhill
344 Washington St.
Haverhill, Mass.
Clinical Labs.
1200 Hancock St.
Quincy

Frederick Truelove Lab.
10 High St.
Medford
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Merrimac Clinical & Research Lab.
3 Durso Avenue
Lawrence

Alexander Medical Lab.
324 Boston Post Road
Sudbury

Beacon Center for Electroencephalography
350 Beacon St.
Boston

Clinical Laboratories
70 Highland Ave.
Salem

Lukens Lab., Inc.
227 California Avenue
Newton

Mass. Dairy Lab.
577 Blue Hill Ave.
Dorchester

Mass. Institute of Technology
Virginia Road

Lab.

Concord

McMillan International Corp.
20 Broadway Av.
Ipswich

Medical Arts Lab.
281 Haverhill St.
Lawrence

Mt. Auburn Medical Lab.
276 Weston St.
Waltham

Springfield Cytology Lab.
130 Maple St.
Springfield
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Taunton Medical Lab.
Taunton

McHugh Lab.
Leominster

Lynn Health Department
Lynn

Burt Lab.
New Bedford

Pittsfield Health Department
Pittsfield

Hutchinson Drug Co. Lab
133 Lynnway
Lynn

Middlesex Laboratories
1 Old Colony Road
Burlington

Amesbury State Medical Lab.
125 Amesbury St.
Lawrence

Lind Laboratories
1152 Beacon St.
Brookline

Manning Research Lab.
27 Baldwin Rd.
Boston

Mass. Diagnostic Lab.
281 South St.
Jamaica Plain

Mass. Virus Lab.
25 Shattock St.
Roxbury
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McMillan Lab., Inc,
Brownville Ave.
Ipswich

Physicians Medical Lab.
76 Norfolk St.
Dorchester

Medical Center Lab.
Springfield

Angell Memorial Animal Hospital
180 Longwood Ave.
Boston

Fall River Health Department
Fall River

Lowell Health Department
Lowell

New Bedford Board or Health
New Bedford

Professional Lab.
New Bedford

Doctor’s Park Clinical Lab.
Pittsfield

Kenmore Research Co.
630 Worcester Road
Framingham

New England Materials Lab., Inc.
35 Commercial St.
Medford

University Health Service Lab.
University of Massachusetts
Amherst

Nashoba Board of Health
Ayer
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Sanatorium Division Department of Hospitals
249 River St.
Dorchester
Brookline Health Department
Brookline
Reading Medical Lab.
171 Main St.
Reading

Frost Laboratories, Inc.
430 Lexington St.
Auburndale
Lab. of Comparative Pathology
Red Acre Road
Stow

Medical Arts Lab., Inc.
24 Merrimac St.
Lowell

Micro-Wave Development Lab.
135 Crescent St.

Boston

Howard E. Moss Lab.
40 Buttonwood Avenue
Haverhill

Parametrics, Inc.
221 Crescent St.
Boston

House of Good Samaritan
25 Binney St.
Boston

Bristol County Hospital
Attleboro
American Red Cross Blood Center
314 Dartmouth St.
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Boston
Brockton Health Department
Brockton, Mass.
Geochron Labs, Inc.
24 Blackstone St.
Cambridge

Southeastern Medical Lab., Inc.
78 Hancock St.
Braintree
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ON

NOTE: All information supplied in response to this questionnaire is
for the exclusive use of the Special Commission Established
to Make an Investigation & Study Relative to the Establish-
ment of a State Board of Examiners of Bioanalytical Labora-
tories and will be treated as confidential.

APPENDIX “C”

QUESTIONNAIRE

BIOANALYTICAL LABORATORIES
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TRAINING AND EXPERIENCE OF CLINICAL LABORATORY
DIRECTOR OR PATHOLOGIST

Full Name: Date of Birth:

Home Address: .....Telephone No.;

Name of Laboratory Telephone No.:

Year Grad. DegreeName

High School

College or University

Post Graduate

Registration Certification

EXPERIENCE
(Begin with present position)

Year to Year Title of Position Laboratory Location

How many hour a week do you spend in this laboratory?..

Other laboratories? If you are associated with other clinical
laboratories, will you please give names and addresses:

Date Signature

EDUCATION

DUTIES OF PRESENT POSITION
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t

Full Name: .............Date of Birth;

Home Address: Telephone No.:

Name of Laboratory Telephone No.;

Year Grad. DegreeName

High School

College or University

Post Graduate

Registration Certification

Do you rotate through departments?.

EXPERIENCE
(Begin with present position)

Laboratory LocationYear to Tear Title of Position

Other personnel sheets would be similar to this one. When made in final form,
technical personnel who do off-hour coverage should be listed in the same
manner, giving the same Information required of the regular technical per-
sonnel and asking, “How many hours does each member of technical person-
nel spend In the laboratory?’’
List personnel by section:

Blood Banking
Hematology Cytology
Chemistry Microbiology
Histology, Pathology Other.

EDUCATION

TRAINING AND EXPERIENCE OF OTHER PERSONNEL

DUTIES OF PRESENT POSITION

(Please use attached blank sheets for this purpose.)
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Address;

Name of Laboratory Telephone No.:

Name of Owner Address

Name of Owner Address

Name of Director Address

Types of Tests
Done in Last
Fiscal Year

Types of Tests
Sent to Other
LaboratoriesCLINICAL CHEMISTRY

Bilirubin
Calcium
Chloride
Cholesterol (total)
Creatinine
Glucose (Method)
NPN or BUN
Phosphates, acid & alkaline
Phosphorous (Inorganic)
P.8.1.
Pottasium
Thymol Turbidity
Total Nitrogen
Total Protein and A/G Ratio
Sodium
Uric Acid
Other

HEMATOLOGY

Complete Blood Count
Hematocrit
Bleeding and Clotting Time
Prothrombin Time
Fragility Index
Other

Syphilis;

1. Standard Flocculation Test
(Specify)

2. Standard Complement Fixation Test
(Specify)

3. V.D.R.L. Test
Agglutinations: Enteric
Other

SEROLOGY
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Types of Tests
Sent to Other
Laboratories

Types of Tests
Done in Last
Fiscal YearBACTERIOLOGY

Blood Cultures
Enteric Pathogens
Meningitis Cultures

Throat Cultures:
1. Diphtheria Bacilli
2. Hemolytic Streptococci
Tuberculosis:
1, Smears
2. Cultures (or G.P. inoculations)

Gonorrhea Smears
Sensitivity Tests
Other

URINALYSIS
Sugar
Protein (Quantitative)
Microscopic
Other

ENVIRONMENTAL SANITATION
Milk Bacteriology:

1. Standard Plate Count
2. Direct Microscopic Count
3. Coliforn Test

Milk Chemistry:
1. Phosphatase
2. Total Solids Evaporation
3. Added Water Freezing Point
4. Kjeldahl
5. Total Butter Fat
Vitamin D. Assay
Water Bacteriology:
1. Conform Test (Standard)
2, Total Count
Other

OTHER
Food
Food Additives
Frozen Foods
Cancer Cytology
Histopathology
Blood Banking

If you have tests - sent to other laboratores, please indicate which tests they
are and given name & address of laboratory to which they are sent.
Date Signed:

Clinican Laboratory Director or Path.

Approved:
Owner of Laboratory
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SUPPLEMENTARY INFORMATION FACILITIES,
UTILITIES & EQUIPMENT

In addition to application form, complete the following Information:

SPACE

Number of Rooms: Yes No Square Feet

Office Room -

Reception Room
Laboratory Rooms
Clinic Room
Animal Room

Bench Space

Plumbing, etc.
Number of Sinks Hot Water. Cold Water.

Number of gas outlets Number of electric outlets

Toilet facilities Proximity to lab.

Suction or vacuum stream

Number of lights Type Candlepower

Distilled water source, piped in 4
How long has laboratory operated? Under present owner

Yrs. Mos.

Are permanent records kept? How long & in what manner

Which standard texts are in library

Scientific periodicals subscribed to or received: Names:

EQUIPMENT & SUPPLIES
Yes No IDENTIF (make-type-model-source)Item

Balance, Analytical

Balance, Trip

Balance, Triple Beam
Balance, Torsion
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Barometer
Water Bath
Burette
Centrifuge
Pipette Shaker
Hemacytometer
Hemoglobinometer
Blood Typing Sera
Blood Grouping Sera
Blood Cells
Othera Sera
Comparators
Rotators
Urea Apparatus
Autoclave
Sed. Rate Apparatus
Carbon Dioxide App.
Shaker, Kahn
Timer

Spectrophotometer
Colorimeter
Furnace

Dessicator
Water Still
Distilling Apparatus
Hot Plate

Heater

Electrometer (pH)
Incubator
Refrigerator

Microscope
Drying Oven
Sterilizer
Pipette Washer
Pumps

Antigens, Batecriologlcal

Antigens, Serological

Antisera, Polyvalent
Antisera, Specific

List any item not included;
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GENERAL, QUESTIONS

1. Do you participate in approval programs?

a. CAP approval

b. CVLSIP

c. Mass. Dept, of Public Health Approval Programs.

d. Other approval programs? Which ones?

2. What quality controls do you use?

How is your quality control set up?

3. If you have students in your laboratory, please send a sheet along giving
education, school or college and experience.

a. MT (ASCP) School
b. CLA School
c. Manpower School
d. On the job training

e. Other? If “yes”, describe

4. What would you consider the minimum education, background and training

for safe performance of testing on your patients?

5. Do you think there should be a law creating a Board of Examiners to certi-

fy clinical medical laboratories and personnel?

6. What do you think the composition of such a board should be? Do you
think It should be a separate board or under an existing board?



SENATE —No. 1492.1967.] 117

By Mr. DeNormandie, a petition of Bradley E. Copeland for legislation to
regulate schools for training of medical laboratory technicians. Public Health.

In the Year One Thousand Nine Hnudred and Sixty-Seven.

An Act to regulate schools for training of medical laboratiqy
TECHNOLOGISTS.

Be it enacted by theSenate andHouse of Representatives in General
Court assembled, and by theauthority of the same, as follows:

1 Chapter 112 of the General Laws is hereby amended by
2 striking out section 28, inserted by section 1 of chapter 759
3 of the acts of 1955, and inserting in place thereof the following
4 section:—
5 Section 28. No person shall operate or maintain a school
6 for training medical laboratory technologists unless such school
7 has been approved in writing by the approving authority estab-
-8 lished by section two, provided, however, that for the purposes
9 of this section only, the membership of said authority shall

10 be increased by three members to be appointed for a term
11 of three years each by the governor, one member to be a
12 hospital administrator or hospital trustee, who shall be a
13 member of the Massachusetts Hospital Association; one mem-
-14 ber to be a medical laboratory technologist meeting the train-
-15 ing and experience requirements of the American Medical As-
-16 sedation, to be appointed from a list submitted by the Massa-
-17 chusetts Association of Medical Technologists and Laboratory
18 Technicians; and one member to be a physician, appointed from
19 a list submitted by the section of physiology and pathology of

Glljr (ftmmnonmraltlf of fHaasarljus^tfa
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20 the Massachusetts Medical Society. Said additional members
21 shall serve without compensation, but may be reimbursed for
22 their travel and other reasonable expenses incidental to the
23 performance of their duties.
24 A school for training of medical laboratory technologists
25 shall mean a school maintained or classes conducted for the
26 purpose of training two or more individuals to perform or as-
-27 sist in the performance of various medical laboratory pro-
-28 cedures used in the diagnosis, treatment and study of disease,
29 but shall not be construed to apply to duly accredited colleges
30 and graduate schools teaching courses in physiology, biochem-
-31 istry, bacteriology, clinical pathology or the various other
32 sciences.
33 The provisions of section two relating to the inspection and
34 approval of colleges, universities and medical schools by the
35 approving authority shall apply to schools for the training of
36 medical laboratory technologists.
37 Whoever being the educational director or the business di-
-38 rector of a school for training of medical laboratory technolo-
-39 gists violates the provisions of this section shall be punished
40 by a fine of not more than one thousand dollars, or by im-
-41 prisonment for not more than six months, or by both such
42 fine and imprisonment.
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SENATE No. 658
By Mr. Donahue, a petition of Maurice A. Donahue for legislation relative

to schools for the training of medical laboratory technologists. Public Health.

In the Year One Thousand Nine Hnudred and Sixty-Seven.

An Act relative to schools for the training of medical
LABORATORY TECHNOLOGISTS.

1 Reinsert the phrase “and a director of a private school of
2 medical laboratory technology that has been approved by the
3 American Association of Medical Technology Schools for a
4 period of three years” in Chapter 112, section 2B (Chapter
5 759 of the Acts of 1955).

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

ot}p (Eontnummraltff of fHaasadjuartta
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SENATE No. 669
By Mr. Kevin B. Harrington, a petition of Lewis Brooks for legislation

relative to the licensing and standards of clinical laboratories. Public Health.

In the Year One Thousand Nine Hundred and Sixty-Seven.

An Act relative to clinical laboratories.

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

ARTICLE I

1 Section 1-1. This Act may be cited as the Massachu-
-2 setts Clinical Laboratory Act.
1 Section 1-2. The operation of Clinical Laboratories in
2 the Commonwealth of Massachusetts is declared to affect the
3 public health, safety and welfare. It is further declared that
4 the purpose of this Act is to provide for the better protection
5 of public health; (1) through the development, establishment,
6 and enforcement of standards for the licensure of clinical
7 laboratories; (2) by providing qualifications for the director of
8 such clinical laboratories, and (3) by insuring that the tests
9 performed by the clinical laboratories are performed with a

10 high degree of scientific and professional competency. This
11 Act shall be liberally construed to carry out these objects and
12 purposes.

1 Section 1-3. This Act applies to clinical laboratories and
2 directors of clinical laboratories, except that this Act does not
3 apply to:
4 (a) Clinical laboratories operated by the United States Gov-
-5 eminent or the Commonwealth of Massachusetts.
6 (b) Laboratory facilities and laboratory services operated in

ulljr (Coumunuurulth of IHafisarljusptta
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7 a hospital approved by the Joint Commission on Accreditation
8 of Hospitals.
9 (c) Physicians registered in the Commonwealth of Massa-

-10 chusetts who perform clinical laboratory work exclusively for
11 the examination of their own patients.
12 (d) Personnel employed in clinical laboratories other than
13 the Director.

1 Section 2-1. For the purposes of this Act, the words and
2 phrases defined in Sections 2-1 through 2-5 of this Article
3 have the meanings ascribed to them unless the context other-
-4 wise requires.

1 Section 2-2. “Person” means any individual, firm, part-
-2 nership, association, corporation, whether organized for profit
3 or not, or any other form of business enterprise.

1 Section 2-3. “Clinical laboratory” or “laboratory” means
2 any institution, building or place which provides through its
3 ownership or operation an organization which employs meth-
-4 ods and instruments of precision for the examination of tis-
-5 sues, secretions and excretions of the human body, and its
6 functions in order to diagnose disease, follow the course of
7 disease, or aid in the treatment of such disease, or which pur-
-8 ports to offer such examinations. These examinations may in-
-9 elude procedures employed to diagnose disease by the examina-

-10 tion of tissues removed at surgery or ascertain the cause of
11 death and the results of treatment by means of necropsies.

1 Section 2-4. The “Director of clinical laboratory” means
2 an individual who is responsible for the professional, technical
3 and scientific operation of a clinical laboratory, including the
4 reporting of the findings of clinical laboratory tests. The Di-
-5 rector of a Clinical Laboratory may not merely be nominal,
6 but must be responsible for its operation to such extent as may

ARTICLE H

Definitions
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7 be necessary to assure compliance with the objects and purposes
8 of this Act.

1 Section 2-5. “Department” means the Department of Pub-
-2 lie Health of the Commonwealth of Massachusetts.

1 Section 3-1. The Department with the approval of the Ad-
-2 visory Board shall issue a clinical laboratory license to any
3 clinical laboratory which has applied for said license on forms
4 provided by the Department and which is found to be in com-
-5 pliance with the provisions of this Act.
6 No clinical laboratory licensed under this Act shall send
7 specimens to any laboratory unless such laboratory is in com-
-8 pliance with this Act. When the specimen has been referred
9 for examination to an out-of-state laboratory, the report shall

10 bear or be accompanied by a clear statement that such findings
11 were obtained in such other laboratory, which shall be identi-
-12 fied.

1 Section 3-2. Application shall be made on a form pre-
-2 scribed by the Department. All applications shall be ac-
-3 companied by a license application fee of $lOO. The applica-
-4 tion shall be notarized and shall contain the following informa-
-5 tion:
6 (a) The name and location of the clinical laboratory.
7 (b) The name of the person or persons responsible for op-
-8 erating such facility and the name of the owner or owners if
9 different.

10 (c) A description of the services provided by such clinical
11 laboratory; and
12 (d) Such other information as the Department may deem
13 necessary or expedient in carrying out its powers and duties
14 under this Act.

1 Section 3-3. A license shall expire 3 years after the date
2 of issuance unless renewed. Licenses may be renewed in the

ARTICLE m
Application for and issuance of Licenses and Renewals
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3 same manner and subject to the same conditions as the
4 issuance of the original license and upon payment of a re-
-5 newal application fee of $5O.

1 Section 3-4. A license to conduct a clinical laboratory
2 where the owner is not the Director shall be issued jointly to
3 the owner and the Director for the premises stated in the ap-
-4 plication, and they shall be severally and jointly responsible to
5 the Department for the maintenance and conduct thereof or
6 for any violations of the provisions of this Act and regulations
7 pertaining thereto. A separate license must be obtained for
8 each location. A license shall be valid only in the hands of the
9 persons to whom it is issued and shall not be the subject of sale,

10 assignment or transfer, voluntary or involuntary, nor shall a
11 license be valid for any premises other than those for which
12 issued. However, a new license may be secured for the new
13 location, Director, or owner prior to the actual change, pro-
-14 vided, that the contemplated change is in compliance with the
15 provisions of this Act and regulations pertaining thereto.

1 Section 3-5. Licensing under the provisions of this Act
2 shall not imply approval of the location, supervision, or pro-
-3 cedures of such clinical laboratory, but shall serve merely as
4 notice to the Department of the location of such facilities and
5 the character of the program and services. Therefore, a clini-
-6 cal laboratory shall not in any advertisement, announcement,
7 letter, circular, poster, sign or in any other manner include
8 any statement expressly or by implication to the effect that
9 it is approved by the Department.

1 Section 3-6. Any person maintaining, conducting or op-
-2 erating a clinical laboratory shall display in a prominent place
3 in the clinical laboratory the license issued to him by the De-
-4 partment.

1 Section 3-7. Fees required under this Act may not be re-
-2 turned to the applicant or licensee under any circumstances.

1 Section 3-8. All fees provided for under this Act shall be
2 paid to the Department.
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1 Section 3-9. A licensee may obtain a duplicate copy of the
2 license upon the payment of $2 to the Department.

1 Section 4-1. The Department with the approval of the
2 Advisory Board shall prescribe and publish rules and regula-
-3 tions for clinical laboratories. These rules and regulations shall
4 relate to:
5 (a) The qualifications of directors of Clinical Laboratories;
6 (b) The location and construction of the laboratory includ-
-7 ing plumbing, heating, lighting, ventilation, electrical services
8 and similar conditions which shall insure the conduct and op-
-9 eration of the laboratory in a manner which will protect

10 health;
11 (c) All sanitary conditions within the laboratory and its
12 surroundings including water supply, sewage, the handling of
13 specimens and general hygiene which shall insure the protec-
-14 tion of the public health, and
15 (d) Equipment essential to proper conduct and operation of
16 a clinical laboratory.

1 Section 4-2. The Department is authorized to inspect the
2 premises and operations of all clinical laboratories subject to
3 licensure under this Act.

1 Section 4-3. The Department may require the demonstra-
-2 tion of proficiency in the performance of the tests offered by
3 the laboratory, through the satisfactory examinations of speci-
-4 mens submitted by the Department for this purpose.

1 Section 5-1. The Governor shall appoint a Clinical Labo-
-2 ratory Advisory Board to consult with the Department. The
3 Board shall be composed of three pathologists, at least two of

ARTICLE IV

Powers and Duties of the Department

ARTICLE V

Advisory Board
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4 whom shall be certified by the American Board of Pathology
5 in Clinical Pathology and two other physicians qualified in
6 laboratory medicine. All persons appointed to this Board shall
7 be registered to practice medicine in the Commonwealth of
8 Massachusetts.
9 The Commissioner of Public Health shall be a member of

10 the Board, ex officio.
11 Each member shall hold office for a term of 3 years except
12 that the 5 members first appointed under this Act shall be
13 appointed for the following terms; 2 for 1 year, 2 for 2 years
14 and 1 for 3 years as designated by the Governor at the time
15 of appointment, unless sooner removed by the Governor. No
16 members shall be eligible for reappointment for more than 3
17 full terms and any appointment to fill a vacancy shall be for
18 the unexpired portion of the term. The Governor may remove
19 any member for cause at any time prior to expiration of his
20 term.

1 Section 5-2. Members of the Advisory Board shall serve
2 without pay, but they shall receive reimbursement for actual
3 and necessary expenses incurred in the performance of their
4 duties.

1 Section 5-3. The Advisory Board shall consult with the
2 Department in matters of policy affecting the administration
3 of this Act and in the development, revision and enforcement
4 of the rules and regulations promulgated thereunder. The Ad-
-5 visory Board shall meet as frequently as the Commissioner of
6 Public Health deems necessary; however, upon request of two
7 members of the Advisory Board, it shall be the duty of the
8 Commissioner of Public Health to call a meeting of the Board.

1 Section 6-1. Every clinical laboratory shall have a di-
-2 rector who possesses one of the following qualifications:
3 (a) He is a pathologist, registered to practice medicine in

ARTICLE VI

Qualifications of the Director of a Clinical Laboratory
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4 Massachusetts, certified by the American Board of Pathology,
5 or who possesses qualifications acceptable to the Department
6 and equivalent to such certification.
7 or (b) He is a physician registered to practice medicine with
8 special qualifications acceptable to the Department.
9 or (c) He is an individual who has acted as the Director of

10 a Clinical Laboratory one year prior to the date of the ap-
-11 proval of this Act may continue to direct said laboratory ex-
-12 cept that the Department, upon recommendation of the Clini-
-13 cal Laboratory Advisory Board, may, as a condition precedent
14 to the issuance of a license hereunder, require such individual
15 to pass an examination in the event that it deems such an ex-
-16 amination necessary to determine the competence of the indi-
-17 vidual to direct a clinical laboratory.
18 No clinical laboratory shall be licensed to perform examina-

-19 tions in the field of pathologic anatomy including exfoliative
20 cytology unless such procedures are carried out under the di-
-21 rection of a physician registered to practice medicine in Massa-
-22 chusetts, certified by the American Board of Pathology in
23 Pathologic Anatomy or unless he is a physician registered to
24 practice medicine in Massachusetts who possesses special
25 qualifications acceptable to the Department to perform such
26 examinations or unless he is a dentist registered in Massachu-
-27 setts and is certified by the American Board of Oral Pathol-
-28 ogy.

Acceptance, Collection, Identification
and Examination of Specimens and

Reports of Findings

1 Section 7-1. Except as otherwise provided a clinical
2 laboratory shall examine specimens only at the request of a
3 registered physician or other person authorized by law to use
4 the findings of laboratory examinations in his practice.

1 Section 7-2. The result of a test shall be reported directly
2 to the registered physician or other authorized person who re-

ARTICLE VII
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3 quested it. A report of results issued from a clinical laboratory
4 shall clearly identify that clinical laboratory.

1 Section 7-3. No person other than a registered physician
2 or one authorized by law shall manipulate a person for the col-
-3 lection of specimens except that technical personnel of a clini-
-4 cal laboratory may collect blood, or remove stomach contents.
5 or collect material for smears and cultures, under the direction,
6 or upon the request of a registered physician or dentist.

1 Section 7-4. The owner or director of a laboratory, either
2 personally or through any agent, shall not practice in any man-
-3 ner which offers or implies an offer to rebates to persons sub-
-4 mitting specimens or other fee-splitting inducements or partici-
-5 pate in any fee-splitting arrangement. This applies to con-
-6 tents of fee schedules, billing methods or personal solicitation.
7 The contractual provision of laboratory services for a fixed fee
8 independent of the number of specimens submitted for such
9 services is declared to be a violation of this section.

1 Section 7-5. Records involving laboratory services and
2 copies of reports of laboratory tests shall be kept in a manner
3 satisfactory to the Department and shall be available at all
4 times for inspection by its representative.

4 (a) Violation of any of the provisions of this Act or the
5 rules and regulations promulgated by the Department here-
-6 under.
7 (b) Knowingly accepting an assignment for clinical labora-
-8 tory tests or specimens from and the rendering a report thereon
9 to persons not authorized by law to submit such specimens.

10 (c) A conviction of a felony or of any crime involving moral

1 Section 8-1. A license may be denied or revoked, or the
2 renewal of a license may be denied for any of the following
3 reasons:

ARTICLE VIII

Revocation and Suspension of Licenses
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11 turpitude under the laws of any state or of the United States
12 arising out of or in connection with the operation of a clinical
13 laboratory. The record of conviction or a certified copy thereof
14 shall be conclusive evidence of such conviction.
15 (d) Knowingly lending the use of the name of a licensed
16 clinical laboratory or its director to an unlicensed clinical
17 laboratory.

1 Section 8-2. Before suspension or revocation of license, if
2 requested, a hearing shall be held before the Commissioner and
3 the Advisory Board to show cause why license should not be
4 suspended or revoked.

Offenses and Penalties

1 Section 9-1. It is unlawful for any person to:
2 (a) Operate, maintain, direct, or engage in the business of
3 operating a clinical laboratory, as herein defined, unless he has
4 obtained a clinical laboratory license from the Department.
5 (b) Conduct, maintain, or operate a clinical laboraory un-
-6 less such clinical laboratory is under the direct and responsible
7 supervision and direction of the person possessing those quali-
-8 fications required by Article VI of this Act.
9 (c) Violate any provision of this Act or any rule or regula-

-10 tion promulgated by the Department pursuant to this Act.

1 Section 9-2. The performance of any of the acts specified
2 in Section 9-1 shall constitute a misdemeanor.

1 Section 10-1. The operation or maintenance of an un-
-2 licensed clinical laboratory, in violation of this act is declared
3 a nuisance inimical to the public health, welfare and safety.
4 The director of the Department, in the name of the people of
5 the Commonwealth, through the Attorney General, may, in

ARTICLE IX

ARTICLE X

Injunctions
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6
1
8
9

1

addition to other remedies herein provided, bring an action for
an injunction to restrain such violation or to enjoin the future
operation or maintenance of any such clinical laboratory, until
compliance with the provisions of this Act has been obtained.

ARTICLE XI

Miscellaneous Provisions

Section 11-1. This Act shall take effect on.
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An Act relative to the establishment of a state board of
REGISTRATION OF CLINICAL LABORATORIES AND PERSONNEL

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

Chapter 13 of the General Laws is hereby amended by adding
after section 66, under the Caption “Board of Registration of Clinical
Laboratories & Personnel”, the following three sections:—

There shall be a Board of Registration of Clinical Laboratories
and personnel in this section and in sections sixty-eight and sixty-
nine, called the Board, consisting of the Commissioner of Public
Health, ex oficio, and five members to be appointed by the Gov-
ernor, of whom one member shall be a physician in the field of
pathology, certified by the American Board of Pathology or the
American Osteopathic Board of Pathology or possess qualifications
equivalent to those required for such certification; one shall have an
earned doctorate in the field of microbiology and hold certifica-
tion by the American Board of Microbiology or possess qualifica-
tions equivalent to those required for such certification; one shall
have an earned doctorate in the field of chemistry and hold certifi-
cation by the American Board of Clinical Chemistry or possess
qualifications equivalent to those required for such certification;
one shall have an earned doctorate in the basic medical sciences
and hold certification in his specialty or possess qualifications
equivalent to those required for such certification; and one shall
have an earned baccalaureate or higher degree in the field of medical
technology and hold certification by the American Society of Medi-
cal Technologists or possess qualifications equivalent to those
required for such certification. Upon the expiration of the term of
any appointee member, his successor shall be appointed in like
manner for a term of five years.

APPENDIX “F”

PROPOSED LEGISLATION

SECTION 1

Section 67:
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The Board shall hold at least four regular meetings in each
year and such other meetings as it may determine to be neces-
sary. At its first regular meeting in each year, the Board shall
choose from its members a Chairman, a Vice-Chairman, and a
Secretary. Three appointive members of the Board shall consti-
tute a quorum. The Commissioner of Public Health, as member
ex-officio, shall not be entitled to vote on any action of the Board.
Section 69:

All fees received by the Secretary of the Board and not returned
to an applicant for a license shall be paid monthly to the State
Treasurer. Members of the Board shall serve without compensa-
tion, but each member shall be reimbursed by the Commonwealth
for expenses necessarily incurred by him in the discharge of his
official duties. The Board may, subject to the provisions of Chapter
Thirty-One, appoint such technical and clerical assistants as may be
necessary and shall, subject to sections forty-five to fifty, inclusive,
of Chapter thirty, fix their compensation.

Chapter 112 of the General Laws is hereby amended by adding
after section 97, under the caption REGISTRATION OF CLINICAL
LABORATORIES AND PERSONNEL, the following ten sections:—

Section 98: In this section, and in sections ninety-nine to one
hundred and seven, inclusive, the following words shall, unless
the context clearly requires otherwise, have the following mean-
ings:—

“Board”, the board of registration of clinical laboratories and
personnel established under section sixty-seven of chapter thirteen.

“Clinical Laboratory”, any place, establishment, or institution or-
ganized and operated for the practical application of one or more
of the fundamental sciences to material derived from the human
body in order to provide information for the purpose of obtaining
scientific data which may be used as an aid to ascertain the presence,
progress, or source of disease in human beings.

“Accredited Institution”, an institution accredited by a national-
ly recognized accrediting agency or association as determined by
the United States Commissioner of Education.

SECTION 2

Section 68:
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Section 99: The Board may make and publish necessary rules
and regulations for the proper conduct of its duties. It shall keep
a record of its proceedings and a list of all persons examined or
licensed by it, which record and list shall be open to public in-
spection. The Board or its agents shall inspect and inquire into
the methods and equipment and evaluate laboratory procedures used
by clinical laboratories. The Board may, from time to time,
recommend standards of performance and may assist persons and
laboratories to comply with the standards established by the board.

Section 100: Except as provided in Section 101, no clinical
laboratory shall be maintained or operated unless licensed by the
Board and no person shall serve in a clinical laboratory as a direc-
tor, supervisor, technologist or technician unless licensed by the
board. Application for licenses for clinical laboratory director,
supervisor, technologist or technician shall be made upon forms
supplied by the board and accompanied by an application fee of
one hundred dollars for a clinical laboratory license, or twenty-
five dollars for a director license, supervisor license, technologist
license, or technician license. The applicant shall upon showing
that he is qualified for examination as provided in section 103,
and upon payment of twenty-five dollars be examined by the board,
and if found qualified, shall be issued a license. The terra of
each license issued by the board shall be one year from the date of
issue and the annual renewal fee for such license shall be ten
dollars.

Section 101: The provisions of section 100 shall not apply to:
(1) Physicians or any person licensed to practice the healing arts
who, in his private practice, performs clinical laboratory work on
his own patients within the scope of his license privileges; pro-
vided however, that said physician does not receive direct or in-
direct referred laboratory work for profit from any source.
(2) Any laboratory established by the Commonwealth, or the
United States of America, or any department, official, or agency
thereof. (3) Any bona fide investigational or occasional consulta-
tive clinical laboratory procedures performed by members of the
faculty within institutions of learning recognized by the board or
accredited by accrediting agencies recognized by the board.
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Section 102: No person shall operate or maintain a clinical lab-
oratory under the provisions of section 100 unless such laboratory
shall;

(1) Have a director who shall administer the technical and scien-
tific opei’ation of the laboratory including the reporting of findings
of laboratory tests. If such director served on a part-time basis, he
may not individually serve as director of more than two laboratories.
Commensurate with the laboratory workload, the director must
spend an adequate amount of time daily in the laboratory to
direct and supervise the technical performance of the staff. The
director shall be responsible for the proper performance of all
tests made in the laboratory. The director shall be responsible
for the employment of qualified laboratory personnel and their
in-service training. If the director is to be continuously absent
for more than one month, arrangements must be made for a
qualified substitute director;

(2) Have one or more supervisors who, under the general direc-
tion of the laboratory director, shall supervise technical personnel
and reporting findings, perform tests requiring special scientific
skills and, in the absence of the director, shall be held responsible
for the proper performance of all laboratory procedures. Depend-
ing upon the size and functions of the laboratory, the laboratory
director may also serve as the laboratory supervisor. The supervisor
must serve the laboratory on a regular full-time basis. The super-
visor may supervise and perform tests only in those laboratory
specialties or sub-specialties in which he is qualified by education,
training and experience;

(3) Employ a sufficient number of clinical laboratory technologists
to perform proficiently under general supervision, the clinical lab-
oratory tests which require the exercise of independent judgment.
Such technologists may perform tests which require the exercise
of independent judgment and responsibility with minimum super-
vision by the director or supervisor, in only those specialties or
sub-specialties in which they are qualified by education, training
and experience. With respect to specialties or sub-specialties in
which the technologist is not qualified by education, training or
experience, he may function only under direct supervision and
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may perform only tests which require limited skill and responsi-
bility;

(4) Employ a sufficient number of clinical laboratory technicians
to meet the workload demands of the laboratory. Such technicians
shall function only under direct supervision of a technologist, su-
pervisor, or director. A technician may perform only those labora-
tory procedures which require limited skill and responsibility and
a minimum excercise of independent judgment. No one with lesser
qualifications than a technician may perform laboratory procedures
for the purpose of reporting the results of such procedure, al-
though manual and clerical supplemental services may be rend-
ered by others.

Section 103: No person shall apply for a clinical laboratory,
director, supervisor, technologist, or technician license unless:

(1) For clinical laboratory director license the applicant shall
show to the board’s satisfaction:

(a) That he is a physician certified in clinical pathology by the
American Board of Pathology or the American Osteopathic
Board of Pathology, or possess qualifications equivalent to
those required for such certification;

(b) Or that he is a physician who (1) is certified by the Amer-
ican Board of Pathology or the American Osteopathic Board
of Pathology in at least one of the laboratory specialties, or
(2) he is certified by the American Board of Microbiology,
the American Board of Clinical Chemistry, or other national
accrediting board acceptable to the board in one of the
laboratory specialties, or (3) subsequent to graduation has
had at least four years of general laboratory training and
experience, of which at least two years were spent acquiring
proficiency in one of the laboratory specialties in a clinical
laboratory with a director at the doctoral level.

(c) Or that he holds an earned degree of Doctor of Science or
Doctor of Philosophy from an accredited institution with a
chemical, basic medical, or biological science as his major
subject, and (1) is certified by the American Board of Micro-
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biology, the American Board of Clinical Chemistry, or other
national accrediting board acceptable to the Board in one of
the laboratory specialties, or (2) subsequent to graduation,
has had at least four years of general clinical laboratory
training and experience, of which at least two years were
spent acquiring proficiency in one of the laboratory spe-
cialties in a clinical laboratory with a director at the doc-
toral level.
For clnical laboratory supervisor license the applicant shall
to the board’s satisfaction:
That he is a physician or has earned a doctoral degree from
an accredited institution with a chemical, basic medical, or
biological science as his major subject, and subsequent to
graduation, has had at least two years experience in one of
the laboratory specialties in a clinical laboratory with a di-
rector at the doctoral level;
Or that he holds a degree of Master of Arts or Master of
Science, from an accredited institution with a major in one
of the chemical, basic medical, or biological sciences and,
subsequent to graduation, has had at least four years of
pertinent laboratory experience of which not less than two
years has been spent working in the designated laboratory
specialty in a clinical laboratory with a director at the doc-
toral level;
Or that he holds a degree of Bachelor of Arts or Bachelor of
Science from an accredited institution with a major in one
of the chemical, basic medical, or biological sciences and,
subsequent to graduation has had at least six years of per-
tinent laboratory experience of which not less than two
years has been spent working in the designated laboratory
specialty in a clinical laboratory with a director at the doc-
toral level, and has successfully completed pertinent courses
in an accredited college or university which, when combined
with the foregoing experience, will provide technical and
professional knowledge comparable to that of (b) above;
Or that he is certified by the American Society of Medical
Technologists, or is registered with the National Registry of
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Microbiologists, or other professionally sponsored national
registry acceptable to the board which maintains standards
equivalent to the foregoing, and has had at least six years of
pertinent laboratory experience of which not less than two
years has been spent working in the designated laboratory
specialty in a clinical laboratory with a director at the doc-
toral level, and has successfully completed pertinent courses
in an accredited college or university which, when combined
with the foregoing experience, will provide technical and
professional knowledge comparable to that of (b) above.

(3) For clinical laboratory technologist license, the applicant
shall showto the board’s satisfaction

(a) That he holds a degree of Bachelor of Arts or Bachelor of
Science from an accredited institution with a major in one
of the chemical, basic medical, or biological scences and
has served for at least one year as a clinical laboratory
technician in a clinical laboratory with a director at the
doctoral level;

(b) Or that he is certified by the American Society of Medical
Technologists or the National Registry of Microbiologists or
other professionally sponsored national registry acceptable
to the board which maintains standards equivalent to the
foregoing.

(4) For clinical laboratory technician license, the applicant shall
show to the Board’s satisfaction that he has successfully completed
at least 60 semester hours in an accredited college including the
following courses: chemistry, 2 years; biology, 2 years; and at
least one course in microbiology, and in addition thereto, shall
have undergone one academic year of supervised training or ex-
perience in clinical laboratory techniques and procedures or its
equivalent.

Section 10k'- Licenses issued to clinical laboratories may cover
work in any limited area, or may cover proficiency in the entire
field of clinical laboratory work. Application for such license
shall be made by the owner of the laboratory and the director
prior to its opening. A license to conduct a clinical laboratory
where the owner is not the director, shall be issued jointly to
the owner and the director, and for the premises stated therein,
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and they shall be jointly and severally responsible for the mainte-
nance and conduct thereof. A separate license must be obtained
for each location. A license shall be automatically revoked if
there is a change of address, director, or ownership of the labora-
tory. However, a new license may be secured for the new location,
director or owner prior to the actual change. Any person main-
taining, conducting, or operating a clinical laboratory shall display
in a prominent place in the laboratory, the license of each person
supervising and directing the laboratory, the clinical laboratory
license, and the license of each person performing the technical
procedures called for in the laboratory.

Section 105: No person shall, without being licensed, under sec-
tion 100, operate or maintain a clinical laboratory or act as a clini-
cal laboratory director supervisor, technologist, or technician, or
knowingly violate any of the provisions of section 98 through 104
inclusive and anyone so doing shall be punished by a fine of not
more than $lOOO or imprisonment for not more than six months,
or both.

Section 106: No person conducting or operating a clinical labo-
ratory shall accept assignments for tests or make reports of such
tests to anyone except persons authorized under the provisions of
law relating to the healing arts, and anyone knowingly so doing
shall be punished by a fine of not more than $lOOO or imprison-
ment for not more than six months, or both. This section does
not prohibit the referral of specimens or such assignments from
one clinical laboratory to another clinical laboratory, providing
that the report clearly indicates the laboratory performing the
test.

Section 107:—Licenses issued under section 100 may be suspended
or revoked upon hearing, by the board for any of the following
reasons:

(1) Conduct involving moral turpitude or dishonest reporting of
tests.

(2) Violation of any of the provisions of sections 99 through 106
inclusive.

(3) Violation of any of the rules or regulations adopted by the
board.
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(4) The knowing employment, processing or inducing of any
person to violate any of the provisions of sections 99
through 106 inclusive.

(5) Proof of fraud or deceit in the securing of a license under
section 100.

(6) The advertising of clinical laboratory procedures to the lay
public in magazines, newspapers, directories, circulars,
signs, etc.

(7) Conviction of a felony or of any crime involving moral tur-
pitude under the laws of any state or of the United States,
arising out of or in connection with the practice of clinical
laboratory technology or the healing arts. The record of
conviction or a certified copy thereof shall be conclusive evi-
dence of such conviction.

Section 3:-—In making his initial appointments to the board of
registration of clinical laboratories and personnel established un-
der section 67 of chapter 13 of the General Laws, as appearing
in section 1 of this act, the Governor shall appoint the members to
terms of 1, 2, 3, 4, and 5 years, respectively, as he may designate.
Upon the expiration of the term of any such member, his successor
shall be appointed for the term set forth in said section 67.

Section 4:—For a period ending January 1,1969, persons making
application to the board for licenses as clinical laboratory directors
supervisors, technologists, or technicians shall be exempt from
the provisions of this act, relating to examinations of applications
under section 100 of chapter 112, and qualifications for making
applications, section 103 of chapter 112 providing that the applic-
ant has, for a period of twelve months within the five years
immediately preceding January 1, 1968, served in a clinical labor-
atory in an equivalent capacity to that for which he is seeking
licensure.

Section s:—Section 1 of this act shall take effect on January 1,
1968. Section 2 of this act shall take effect on July 1, 1968.
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An Act relative to schools of medical technology.

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

Chapter 112 of the General Laws is hereby amended by inserting
between section 100 and section 101 the following section:—

Section 100A:— No person shall accept clinical laboratory tech-
nical trainees for training in a clinical laboratory without prior
approval of the board. No person shall operate a school or con-
duct any course for the purpose of training or preparing per-
sons for a license under section 100 as a clinical laboratory technol-
ogist or technician without the prior approval of the board. The
board may approve schools providing instruction in clinical labora-
tory techniques which in the judgment of the board will provide
instruction adequate to prepare individuals to meet the require-
ments for licensure as a clinical laboratory technologist or techni-
cian under section 100. The board may approve clinical laboratories
desiring to employ clinical laboratory technical trainees upon a
showing that said laboratories are sufficiently staffed and equipped
to provide training in clinical laboratory techniques adequate to
prepare individuals to meet the requirements for licensure as a
clinical laboratory technologist or technician under section 100.
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