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ASSEMBLY, No. 2329

STATE OF NEW JERSEY

—————

INTRODUCED NOVEMBER 25, 1974

By Assemblyman DEVERIN, Assemblywoman WILSON, Assembly-
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men GREGORIO, McCARTHY, BORNHEIMER, CALI and
Assemblywoman BERMAN

Referred to 'Committee on Institutions, Health and Welfare

“Ax Acr concerning clinical laboratories, providing for the regula-

tion thereof, amending section 22 and repealing sections 16, 17
and 19 of P. L. 1953, c. 420.

BE 1T ENACTED by the Senate and General Assembly of the State

of New Jersey:

1. This act shall be known and may be cited as the *‘New Jersey
Clinical Laboratory Improvement Act.’’

. 2. As used in this act:

a. ‘‘Clinical laboratory’’ means any facility used for the per-
formance of chemical, bacteriologie, virologie, parasitologic, sero-
logic, hematologic, immunohematologic, biophysical, cytologic or
other examinations of materials derived from the human body for
the purpose of yielding information for the diagnosis, prevention

or treatment of disease or the assessment of medical condition.

- Anatomic pathology is not considered to be within the scope of

this definition.

b. ‘‘Department’’ means the State Department of Health.

c. “‘Commissioner’’ means the State Commissioner of Health or
his duly authorized agent. ‘ R

d. ¢‘Clinical laboratory owner’’ means a person or agency in
whom is vested the rights of control, possession, and dominion of

a clinical laboratory and for the purposes of this act shall include

- a county, municipality, or any other owner of an institution operat-

.ing a clinical laboratory.
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of procedures for testing and reporting of results. Nothing in this
act shall be deemed to exempt the director of a clinical laboratory
from the licensure requirements of P. L. 1953, ¢. 420 (C. 45:9—42.1
et seq.), where such requirements would otherwise e applicable.

f. <“Clinical laboratory evaluatior program’ means a program
of evaluating the proficiency of clinical laboratories by the depart-
ment, | ,

g. ““Anatomic pathology’’ means the gross or microscopic
examination of tissues by a physician specifically trained to
interpret and diagnose disease by such examination.

h. ‘“Person’’ means any individual, partnership, limited partner-
ship, corporation or other legal entity. '

3. No person shall conduet, maintain, or operate a clinical

laboratory or solicit or accept specimens for laboratery examina-

‘tion unless a license therefor has been obtained from the depart-

ment pursuant to the terms of this act. A separate license shall
be obtained for each location.

4. All clinical laboratories operating prior to the effective date
of this act shall be issued a license upon submission of a properly
completed application form and payment of the requisite fee. Said
license shall thereafter be renewable, on a calendar year basis,
subject to all provisions. of this act.

3. All clinical laboratory licenses shall be issued on or before
January 1 in each calendar year and shall expire an December 31
in each calendar year. Application for renewal therefor shall be

made at such time and in such manner as shall be preseribed by

 the department. The eommissigner shall charge for a license or
. renewal such reasonahle fees as he shall pwasariba hy rule or

regulation. The license shall be conspicuously displayed by the
licensee on the premises of a clinical laboratory.
6. The owner and director of a clinical Iahoratory shall be jointly

and separately responsible for its compliance with this act and

‘regulations as may be promulgated hereunder.

7. No lieense issued under the pravisions of this act shall be
transferable.

8. The provisions of this act shall not apply to clinical labora-
tories:

a. Operated and maintained exclusivelv for researsh and taash
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¢. Specifically exempted from the provisions of this act by rules
and regulations promulgated by the Public Health Council pursuant
to section 9 of this act.

9. The Puble Health Council of the department shall promulgate
rules and regulations for operation of clinical laboratories which
shall be incorporated in and made a part of the State Sanitary Code.
The rules and regulations so promulgated shall include but shall not
be limited to standards for:

a. Construction of new, or modification of existing clinical
laboratories. .

b. Sanitary conditions within the clinical laboratory and its
surroundings. : _

c. Clinical laboratory equipment and personnel essential to
proper conduct and operation of a clinical laboratory.

d. The acceptance, collection, identification and examination of
clinical laboratory specimens and reporting of results by clinical
laboratories.

e. Reporting by laboratories of diseases for the protection of
the public health. The department shall furnish forms for this pur-
pose. Such reports shall not be construed as constituting a diagno-

- sis nor .shall any clinical laboratory making such report be held

liable under the laws of this State for having violated. a trust or
confidential relationship.

f. Submitting such reports concerning clinical laboratory opera-
tions as may be necessary to administer this act.

g. Exemptions of specific types of clinical laboratories from the

- provisions of section 7 of P. L. 1971, . 136 (C. 26:2H-T7)...

10. The commissioner shall establish reasonable rules and regu-

- lations for license application, issuance, renewal and . expiration.

11. An advisory committee may be appointed by the commissioner
and shall serve at his pleasure. Members of the advisory committee
shall serve in a voluntary capacity to advise the department on all
matters relating to this act and shall consist of two persons who
are diplomates of the American Board of Pathology, two directors
-of private clinical laboratories, one physician who is not a pa-
thologist, one medical technologist, one private citizen not directly

X223 4 btha nrantics of medicine or the oneration of a clinical
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a. Prescribe minimum standards of performance in the examina-
tion of specimens;

b. Test the proficiency of clinical laboratories to determine if
minimum standards of performance are being met; and

¢. Develop and organize appropriate consultation and training

activities in clinical laboratory procedures with the purpose of

improving the quality of performance of clinical laboratories
licensed by this act.

'13. The department and any officers or employees thereof in the

performance of any duty imposed by this act shall have the power
and authority to enter at any time and inspect any clinical labora-
tory for the purpose of studying and evaluating the operation,
supervision, records, and procedures of such facilities and to
determine their effect upon the health and safety of the people of
this State.

14. All reports submitted under the provisions of this act and
any information obtained in the course of inspections shall be
deemed confidential and may be examined only upon application
to a court of competent jurisdiction in association with proceedings
related to suspension, limitation, or revocation of a license under
this act. This provision shall in no way interfere with the depart-
ment’s powers to summarize, analyze and publish information
obtained during the course of earrying out provisions of this act
so long as the specific identity of individual laboratories is not
disclosed, nor shall it be considered to limit the department’s
powers in disclosing results of an action in suspending, limiting or
revoking a license of a specific laboratory under the provisions of
this act.

15. A clinical laboratory license may be denied, revoked, sus-
pended, limited, annulled, or renewal thereof may be denied by the
commissioner for good cause, including but not limited to:

a. Making false statements on an application for a clinical
laboratory license or any other documents required by the
department.

b. A reasonable finding by the department that the quality of
performance of clinical laboratory tests is below those set by the

department and that remedial measures such as consultation and

i g e e B
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e. Referring a specimen for examination to an unlicensed clinical
laboratory that is required to be licensed under this act.

f. Knowingly having professional connection with or lending the
use of the name of the licensed clinical laboratory to an unlicensed
clinical laboratory.

g. Violating or aiding and abetting in the violation of any pro-
vision of this act or the provisions of the State Sanitary Code;

‘h. Failing to file any report required by the provisions of this
act or the provisions of the State Sanitary Code. o

i. Representing that the laboratory is entitled to perform any
laboratory procedure or category of procedures not authorized in
its license.

16. The commissioner, before refusing to grant a license or
before suspending, limiting or revoking a license previously
granted shall give notice to the applicant or licensee personally, or
by mail addressed to him at his last known address, and afford him
an opportunity to be heard with respect thereto at a time and place
specified in such notice. Such applicant or licensee shall have the
right to be heard in person or through an attorney, and to oifer
evidence pertinent to the subject of the hearing. A duly certified
copy of the order of the commissioner issued as a result of such
hearing shall be served on the applicant or the licensee by mail
personally addressed to him at his last known address, except if
such applicant or licensee be a corporation then the order shall be
served in the same manner upon any officer or registered agent of
the corporation.

If the commissioner shall have reason to believe that a condition
exists or has occurred at a laboratory, in violation of the provisions
of this act or the rules and regulations promulgated hereunder,
which condition poses an imminent threat to the public health,
safety or welfare, he may summarily suspend the license of the
laboratory without a hearing and may order immediate correction
of such violation as a prerequisite of reinstatement of licensure.
If a licensee that is subjected to summary suspension shall deny
that a violation exists or has occurred, he shall have the right to

apply to the commissioner for a hearing. Such hearing shall be

1ald nend n Annician wandanad wmthin AQ hamwa Av wanaind £ caid
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17. No person shall:

a. Operate, maintain, direct, or engage in the business of operat-
ing a clinical laboratory, as herein defined, unless he has obtained
a clinical laboratory license from the department, or is exempt
under the provisions of this act.

b. Collect or receive specimens for analysis by an nnlicensed
laboratory. _ v

c. Accept specimens for tests from and make reports to persons
who are not legally qualified or authorized to submit specimens to
clinical laboratories and to receive such reports, but this shall not
prohibit the referral of specimens from one licensed clinical labora-
tory to another similarly licensed under the laws of the state in
which it is located, providing the report indicates clearly the
clinical laboratory performing the test and the name of the director
of such clinical laboratory.

d. Either personally, or through an agent, solicit referral of
specimens to his or any other clinical laboratory or contract to
perform clinical laboratory examinations of specimens in a manner
which offers or implies an offer of rebates to a person or persons
submitting specimens, other fee-splitting inducements, participa-
tion in any fee-splitting arrangements or other unearned
remuneration.

e. Obstruct or interfere with the department or any officer or
employee thereof in the performance of any duty imposed by this
act.

18. Any person convicted of violating any provision of this act
or of any rule or regulation adopted hereunder shall be subject to
a penalty of not less than $100.00 nor more than $1,000.0Q for each
violation. The penalty shall be collected, and enforced in suminary
proceedings under the Penalty Enforcement Law (N. J. S. 24 :58-1
et seq.).

19. Any violation or threatened violation of any provision of
this act or of any rule or regulation adopted hereunder may be
restrained by the Superior Court in an action brought for such
purpose by the Attorney General on behalf of the department.

20. If any provision of this act, or any application of anv vro-
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22. Section 22 of P. L. 1953, ¢. 420 (C. 45:9-42.22) is amended to
read as follows:

22. The following shall be considered as unprofessional and
unethical conduct within the meaning of said terms as set forth in
section 13 (e) of this act:

a. The violating or attempting to violate, directly or indirectly,
or assisting in or abetting the violation of or conspiring to violate
any provision of this act.

Eb. Displaying or listing one’s name in any city, commercial,
telephone or public directory in a manner different or distinet from
other listings therein or under a listing other than a bio-analytical
Iaboratory. (Such as the use of display, bold face or block type.)
It shall not be construed as unprofessional or unethical conduct to
make use of two paid lines in the telephone directory in order to an-
nounce office hours or, if only a specialty is practiced, to so state
in an additional line,

c¢. Displaying or listing prices or fees for laboratory services.

d. Advertising by a bio-analytical laboratory director of the
prices or charges to be made, the character or accuracy of his work,
or advertising that he would perform laboratory services free of
charge, or on credit or installments, or at reduced or special fees,
or anything similar to the foregoing, by means of circulars, cards,
signs, posters or pictures, or by advertising in newspapers, maga-
zines, or other publications or by projections by means of light,
rays, electronics, crier, radio broadcasting, television or by use of
advertising solicitor or publicity agent, or any other advertising
media, or using his name or permitting the use of his name as a
bio-analytical laboratory director, directly or indirectly, in the sale
of advertising to the public of bio-analytical laboratory products or
work. The foregoing portion of this section shall not be construed
as prohibiting personal and direct announcements to a licensed
practitioner of any of the healing arts of the services rendered by a
bio-analytical laboratory, or such other pertinent, scientific ma-
terial as may be of interest to such practitioner; provided, how-
ever, that no statements concerning the performance of laboratory

services free of charge, or on credit or installments, or at reduced
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card containing such announcement, together with his name, pro-
fession, title, degree, laboratory location, office hours, telephone
number, and residence address and telephone number, if desired,
and may insert such announcement (2 inches by two columns) in a
newspaper for a period not exceeding 1 month; provided, further,
that a licensee may display his name or the laboratory name, or
both, on the premises where the laboratory is located and upon the
windows or doors thereof, and by one doorplate, and upon a name
or office directory where the information is limited to that of a
business card, but no licensee shall use more than a total of three
signs visible from the street, and such signs shall be separated
from each other and each sign shall not exceed an overall area of
360 square inches or 30 inches in width, but when such sign is above
second-floor level, it shall not exceed an overall area of 504 square
inches or 42 inches in width, nor shall the lettering of such signs be
larger than 5 inches in height. Any announcement, permitted by
the provisions of this paragraph, which is false or misleading shall
also be considered unethical and unprofessional conduct.}

[e] b. Using, displaying or listing the name of a deceased
bio-analytical laboratory director of this State by a registered
bio-analytical laboratory in connection with its practice for a period

of more than 1 year after the death of a bio-analytical laboratory

director.
[f.J ¢. Using, displaying, or listing the name of a bio-analytical
laboratory director who has retired from active practice, or who

has sold his practice, or has moved to another state and is in
practice in that state, by a registered bio-analytical laboratory
director in connection with his practice for a period of more than
1 year after such retirement, sale or removal.

[g.1 d. Practices involving rebates and discounts, or other
financial inducements for the obtaining of referrals, either direct
or indirect, shall be considered unprofessional and unethical
practice.

[b.] e. Conduct, which, in the opinion of the board, disqualifies
a licensee to practice with safety to the publiec. '

The foregoing paragraphs are not intended as a complete defini-

tion of that whieh constitutes unprofessional or unethical conduect.
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24. This act shall take effect the first day of the month following

enactment, but all actions necessary and appropriate to enable this

act to become effective on said date may be taken as though this
act were effective immediately.

STATEMENT

Clinical laboratories provide essential health services of assist-
ance to the medical practitioner by furnishing information in-
valuable to the diagnosis and treatment of disease. Unreliable and
inaccurate laboratory results may lead to an erroneous diagnosis,
contribute to the selection of an inappropriate method of treatment,
cause unnecessary anxiety, suffering, financial burdens and may
even contribute directly to death. The protection of the people of
this State requires affirmative action to insure that the highest
level of competency, reliability and accuracy is attained by clinical
laboratories in this State.

It is the purpose of this act to promote the public health, safety,
and welfare by requiring the annual licensure of all clinical
laboratories in the State based on their demonstrated ability to
meet minimum standards of performance of services offered which
are accepted and approved by the Department of Health and to
initiate and develop a program of education and training to foster

the improvement of clinical laboratory services in the State.




ASSEMBLY INSTITUTIONS, HEALTH AND
WELFARE COMMITTEE

STATEMENT TO

ASSEMBLY, No. 2329

STATE OF NEW JERSEY

DATED: FEBRUARY 13, 1975

This bill was amended by the Committee to provide for expanded
regulatory control of eclinical laboratories through the inclusion of
facilities ‘‘used for the collection, processing and transmission of speci-
mens to another facility.”” Further amendments allowed licenses to be
obtained for one or more laboratory specialty categories and sub-
categories, such as, microbiology, serology, hematology and clinical
chemistry.

In addition, amendments provided that rules and regulations promul-
gated by the Public Health Council would, where feasible, equal or
exceed standards promulgated by the Federal ‘‘Clinical Laboratory
Improvement Act,”’ and that such rules and regulations would include
standards for education, experience, continuing education, and periodic

proficiency testing for different levels of laboratory personnel.
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ASSEMBLY COMMITTEE AMENDMENTS TO

ASSEMBLY, No. 2329

STATE OF l\jEw JERSEY

ADOPTED FEBRUARY 13, 1975

Amend page 1, section 2, line 9, after ‘‘definition.”’, insert ‘‘Any
facility used for the collection, processing and transmission of specimens
to another facility for the performance of clinical tests falls within the
purview of this act.”’.

Amend page 2, section 3, line 5, after ‘‘location.’’, insert ‘‘A clinical

. laboratory license shall be obtained for all or any designated part of

any one or more of the following categories, or other categories as may
be included in rules and regulations promulgated pursuant to this act:

a. Microbiology, including the subcategories of bacteriology, virology,

‘mycology, and parasitology ;

b. Serology, including syphilis serology, nonsyphilis serology;

¢. Hematology, including immunohematology; and,

d. Clinical chemistry, including urinalysis, chemical toxicology, and
in vitro radioisotope technic.’’.

Amend page 2, section 4, line 5, after ‘‘act.”’, insert ‘‘The license
application form shall include, but need not be limited to the following
information:

a. The name and address of the clinical laboratory owner and his
authorized agent and such information regarding the owner and agent
as may; be required;

b. The name and address of the clinical laboratory director;

c. The name and address of the clinical laboratory for which the
license is requested and a description and plan of the premises to be
occupied for the operation of said laboratory;

d. A list of the major laboratory equipment to be utilized; and,

e. The tests to be performed in the clinical laboratory.’’.

Amend page 2, section 7, line 2, after ‘‘transferable.”’, insert “A
change in ownership or direction of a licensed laboratory shall require
notification to the department within 14 calendar days and reapplication

for licensure.”’.
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Amend page 3, section 9, line 3, after ‘‘Code.”’, insert ¢“Where feasible
such rules and regulations shall equal or exceed minimum standards
for laboratory certification contained in Federal rules and regulations
promulgated pursuant to the ‘Clinical Laboratories Improvement Act
of 1967’ (Public Law 90-174) 42 U. 8. C. 263a.”’.

Amend page 3, section 9, line 8, after “Sanitary”, insert ‘‘and safe’’

Amend page 3, section 9, line 9, after ¢ surroundings’?, insert ‘¢, in-
cluding adequate working space, lighting, fire prevention and safety
measures’’. )

Amend page 3, section 9, line 10, after ‘‘equipment’’, insert ¢, main-
tenance procedures for such equipment,”’.

Amend page 3, section 9, line 11, after ‘‘laboratory”’, insert ¢, in-
cluding standards for education, experience, continuing education, and
periodic proficiency testing for laboratory directors, supervisors, tech-
nicians, and other personnel which the department may deem necessary
for adequate laboratory staffing’’.

Amend page 3, section 9, line 12, after “‘collection,”’, insert ‘‘trans-
portation, .

Amend page 3, section 9, line 22, after ‘“act.’’, insert ‘‘ Kach laboratory

., shall maintain a manunal of procedures followed in that laboratory,
which shall be reviewed and updated annually. Such manmal shall also
include, but not be limited to, a list of equipment used for each
procedure.”’.

Amend page 3, section 11, line 1, omit ‘‘may’’ and insert ‘‘shall”’,

Amend page 3, section 11, lire 2, omit ‘‘at his pleasure’’ and insert
“for a term of 2 years, with no member serving for more than two con-
secutive terms’’. |

Amend page 3, section 11, line 6, after ‘‘laboratories’’, insert ““who
are not pathologists’’.

Amend page 8, section 22, line 61, omit ““b.”’ and insert *‘e.””.

Amend page 8, section 22, line 66, omit *‘c.”” and insert‘ “f,

Amend page 8, section 22, line 72, omit ‘‘d.’’ and insert ¢‘g."".

Amend page 8, section 22, line 76, omit ‘‘e.’’ and insert ‘“h.”".
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~ Assemblywoman BERMAN

Referred to Committee on Institutions, Health and Welfare

AN Acr concerning clinical laboratories, providing for the regula-
tion thereof, amending section 22 and repealing sections 16, 17
and 19 of P. L. 1953, c. 420.

BE 1T ENACTED by the Senate and General Assembly of the State
of New Jersey: |

1. This act shall be known and may be cited as the ‘“New Jersey
Clinical Laboratory Improvement Act.”’

2. As used in this act:

5. ¢(linical laborafory” means any facility used for the per-

formance of chemical, bacteriologie, virologie, parasitologic, sero-

" logic, hematologic, immunohematologic, biophysical, cytologic or

other examinations of materials derived from the human body for
the purpos-é of jfielding information for the diagnosis, prevention
or treatment of disease or the assessment of medical condition.
Aratomic pathology is not considered to be within the scope of
' this definition. a.'Aﬁy facility used for the collection, processing

9a and transmission of specimens to another facility for the perform-

98 ance of clinical tests falls within the purview of this act.*

b. ‘“‘Department’” means the State Department of Health.

c. “Commiési_oner” means the State Commissioner of Health or
his duly authorized agent.

d. ““Clinical laboratory owner’’ means a person or agency in

whom is vested the rights of control, possession, and dominion of

~> 1 & " - -y e - -
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sible for the administration of the technical and scientific operation
of a clinical laboratory, including, but: ned: limited to, supervision
of procedures for testing and reporting of results. Nothing in this
act shall be deemed to exempt the director of a clinical laboratory
from-therlicemsure requirenrentssof P. 14. 1953, c. 420 (C. 45 :944"
et seq.), where such requirements would otherwise be applicable.

f. ¢“Clinical laboratory evaluation program’’ means a program
of evaluating the proficiency of clinical laboratories by the depart-
ment.

g. ‘“‘Anatomic pathology’ means. the gross- or. microscopic
examination of tissues by a physician. specifically trained to
interpret and diagnose disease by such examination.

h. ‘“Person’’ means any individual, partnership, limited 'pazrtner-
ship, corporation or other legal entity.

3. No person shall conduct, maintain, or operate a clinical
laboratory or solicit or accept specimens for laboratory examina-
tion unless a license therefor has been obtained from the depart-
ment pursuant to.the. terms.of this act. A separate licenss shall
be obtained for each location. *A4 clinical laboratory license .shall
be-obtained for all or any desiguated part of .any one or more of the
following categories, or other categories-as may. be-included in
rules and regulations promulgated pursuant to.this act:

a. Microbiology, including the. subcategories of bacteriology,
virology, mycology, and. parasitelogy;

b. Serology, including syphilis serology, nonsyphilis - serology;

¢. Hematology, including immunohematology; and,

d.. Clinical chemistry, including. urinalysis, chewical.toxicologys
and.an vitro radioisotope techmic.*

4.. All clinical laboratories operating prior. to. the effective. date.

. of this act shall be issued. a license .upon submission: of a properly.

completed application form and payment of the requisite fee. Said,
license shall thereafter be renewable, on a.calendar year basis,
subject to all provisions of this act. *The license application, form
shall include, but need not be limited. to the following. information:

a. The name and address of the clinical laboratory .owner and his.
authorized agent and such wmformalion regarding. the.owner and.

agent as-may be required;
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5. :All elinieal ‘taboratory ‘licenses 'shall:be issued on.or:before

- January: 1 in-each-ealendar year and shall:expire on. Deecember: 31

inceagh -eatendarzyear. ‘Application for renewal therefor:shall be
made at such time and in such manner as:shall -be-preseribed by

:the:department. YPhe:commissioner:shall  charge for:a’lieense or

rreneveal such zreasonable “fees @s he 'shall preseribe ‘by :rule .or

regulation. The license shall ‘be reonspicuonsly ‘displayedcby the

:licensee onithe premises: of a -clinical-laboratory.

‘6. (Theiownereamd director of i clinical laboratory:shall be jointly

:and sepavately “respomsible *for' its tcompliance rwiththis aet and

Tegulations as’ may:bepromulgated! hereander.
7., No ' lreense: issued 'under the “provisions :of ‘this ract ;shall :be
transferable. *4 change in ownership or :direction of ra:licensed

baboratory:shall require motification to ke department within.14
scatendar days-and reapplication for licensure.®

‘8. The* provisions of-this act :shall not apply to:clinical dabora-
tories:

“a."Operdted and maintaimed exclusively for research and:teath-
ing purposes, involving no patient or public health:services vwhat-

“soever;

b.-Operated by the United States Government, or:blood banks

“lieensed mmder P.'1L." 1963, ¢. 33 (C. 267 2A-2 et seq.);

s¢.’ Specifiedlly-exempted’ from: the provisions of this aetby rules
‘and-regutdtions promulgated by thre Public' Health Council-pursuant

to-section 9 df this:act.

‘9, The'Puble! Health: Council 'df the department shall.promulgate
riles :and: regulations for “operation of ‘clinical laboratories which
:shall be incorporated intand made'a part of the State Sanitary Code.
*Wihere ' feasible such rules and regulations shall-equal or rexceed
rinimum Standards for labordtory certification contaimedin: Federal

54 rules awd regubations promulgated pursuant to:the *“ ClinicalrLabo-
BB ‘ratories Improvement Act:of 1967’ (Public Law 90-174)42U. S.C.
‘50 :263a.* TFhe riles-and’ regilations so promulgated shall inctude but
5p 'shall not be’limited to standards'for:

6
7

8

a. -Construetion  of ‘new, -or -modification of -existing clinical
laboratories.
_“b. Banitary ™*end safe* conditions within the elinical laboratory
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tion, experience, comtinuing education, amd periodic proficiency
testing for laboratory directors, supervisors, technicians, and other
personnel which the department may deem nmecessary for adequate
laboratory staffing®.

d. The acceptance, collection, *fransportation,* identification and
examination of clinical laboratory specimens and reporting of
results by clinical laboratories.

e. Reporting by laboratories of diseases for the protection of
the public health. The department shall furnish forms for this pur-
pose. Such reports shall not be construed as constituting a diagno-
sis nor shall any clinical laboratory making such report be held
liable under the laws of this State for having violated a trust or
confidential relationship.

f. Submitting such reports concerning clinical laboratory opera-
tions as may be necessary to administer this act. *Each laboratory
shall maintain a manual of procedures followed in that laboratory,
which shall be reviewed and updated annually. Such manual shall
also wnclude, but not be limited to, a list of equipmeni used for each
procedure.*

g. Ixemptions of specific types of clinical laboratories from the
provisions of section 7 of P. L. 1971, ¢. 136 (C. 26:2H-7).

11. An advisory committee *[may}* *shall* be appointed by the
commissioner and shall serve *[at his pleasure]* *for a term of
2 years, with no member serving for more than two consecutive
terms*. Members of the advisory committee shall serve in a volun-
tary capacity to advise the department on all matters relating to
this act and shall consist of two persons who are diplomates of the
American Board of Pathology, two directors of private clinical
laboratories *who are not pathologists*, one physician who is not
a pathologist, one medical technologist, one private citizen not
directly related to the practice of medicine or the operation of a
clinical laboratory and such additional members as the commis-
sioner may in his discretion appoint. Members shall serve without
compensation but shall receive actual and necessary expenses.

12. The department shall establish and conduct a clinical labora-
tory evaluation program to:

a. Prescribe minimum standards of performance in the examina-

tion of specimens;
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improving the quality of performance of eclinical laboratories
licensed by this act.

13. The department and any officers or employees thereof in the
performance of any duty imposed by this act shall have the power
and authority to enter at any time and inspect any clinical labora-
tory for the purpose of studying and evaluating the operation,
supervision, records, and procedures of such facilities and to
determine their effect upon the health and safety of the people of
this State.

14. All reports submitted under the provisions of this act and
any information obtained in the course of inspections shall be
deemed confidential and may be examined only upon application
to a court of competent jurisdiction in association with proceedings
related to suspension, limitation, or revocation of a license under
this act. This provision shall in no way interfere with the depart-
ment’s powers to summarize, analyze and publish information
obtained during the course of carrying out provisions of this act
so long as the specific identity of individual laboratories is not
disclosed, nor shall it be considered to limit the department’s
powers in disclosing results of an action in suspending, limiting or
revoking a license of a specific laboratory under the provisions of
this act.

15. A clinical laboratory license may be denied, revoked, sus-
pended, limited, annulled, or renewal thereof may be denied by the
comnissioner for good cause, including but not limited to:

a. Making false statements on an application for a clinical
laboratory license or any other documents required by the
department.

b. A reasonable finding by the department that the quality of
performance of clinical laboratory tests is below those set by the
department and that remedial measures such as consultation and
training are not accepted or do not result in improvement to a
level of proficiency acceptable to the department.

¢. Reporting of fictitious results not based on test performance.

d. Performing a test and rendering a report thereon to a person
not authorized by law to receive such services.

e. Referring a specimen for examination to an unlicensed eclinical
laboratory that is required to be licensed under this act.
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h. ‘Failing to file any report required by the provisions of this
act or the provisions of the State Sanitary Code.
i. Representing that the laboratory is:entitled to perform any

5 laboratory procedure or category .of procedures not.authorized in

its. license.

16. The ‘commissioner, before refusing "to rgrant @ license -or
“before isuspending, limiting :or revoking :a .licemnse .previously
‘granted shall give notice to.the applicant or-licensee. personally, .or
by mail addressed to him at his last known address, .and-afford him
.an opportunity to be heard with respect thereto at-a time:and place
-specified in:such notice. Such applicant. or licensee shall have the
Tight to:be heard.in person or through an attorney,:and .to offer
evidence pertinent to the subject of the hearing. .A .duly:certified
wcopy of the order of the commissioner issued-as.a .resultiof such
‘hearing shall be served on the applicant .or the licensee by mail
:personally ‘addressed to him at his last known address, .exeept if
.such-applicant or licensee be & corporation then the order:shall:-be
-served in.the:same manner upon any officer or.registered agent.of
‘the.corporation.

:If the commissioner shall have reason to believe.that.a condition
-exists or has occurred at a laboratory, in violation of the.provisions
of this act or the rules and regulations promulgated .hereunder,
which condition poses an imminent threat to the public health,
safety or welfare, he may summarily suspend the lieense of the
laboratory without a hearing and may order immediate correction
.of such violation as a prerequisite of reinstatement of licensure.
If a licensee that is.subjected to summary suspension shall deny
that a violation exists or has occurred, he shall have.the right to
-apply to the commissioner for a hearing. Such hearing shall -be
‘held and :a decision rendered within 48 hours or .receipt of said
-raquest.  If the commissioner shall rule against the licensee, the
licensee shall have the right to apply for injunctive relief against
the commissioner’s order. Jurisdiction of such injunctive .relief
shall be in the Superior Court of New Jersey.

17. No.person shall:

a. Operate, maintain, direct, or engage in the business of gperat-
ing a clinical laboratory, as herein defined, unless he has obtained
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- who are not legally-qualified-or authorized to:submit.specimens to

clinical laboratories:and to receive such reports, but this:shall not
prohibit the referral of specimens from one licensed clinical labora-
tory to another similarly licensed under the laws of the state in
which it is located; providing the report indicates clearly the

clinical laboratory performing the test and the name of the director:

of: sueh clinieal laboratory.

d. Either personally, or through an agent,. solicit referral of
specimens: to- his. or. any other, clinical laborafory. or contract to
perform clinical laboratory examinations of specimens in a manner

whipchoffers: or implies an offer of rebates to a person, or persons

snbmitting, specimens,. other: fee-splitting:inducements, participa-
tion: in. any, fee~splitting. arrangements. or other unearned
remunsratiomn.

e.. Obstruct.or interfere with the department or any officer or
employee-thereof in: the performance of any duty imposed by this

aet.

18. Any person. convicted of violating.any provision. of this act.

or:of any rule or regulation adopted hereunder shall be subject ta
a-penalty:ofnot less than.$100.00 nor more than $1,000.00 for each
violation. The penalty shall be collected, and enforced in summary
proceedings under the Penalty Enforcement Law (N. J. S. 2A:58-1
et seq.).

19. Any violation or- threatened violation of any provision of
this: act or of any rule or regulation adopted hereunder may be
restrained .by the Superior Court in an action brought for such
purpose by the Attorney General on behalf of the department.

20. If any provision of this act, or any application of any pro-

vision, is held invalid, the:invalidity shall not affect other applica-
tioms. of the provision, or other provisions of the act, which reason-
ably can be given effect despite the invalidity. To this end, the
provisions of this act are hereby declared severable.

21. Sections 16, 17 and 19 of P. L. 1953, c. 420 [C. 45:9-42.16,
45:9-42.17, and 45:9-42.19];: are hereby repealed.

29. Section 22 of P. L. 1953, c. 420 (C. 45:9-42.22) is amended to
read as follows:

92. The: following shall be considered as unprofessional and
unethical conduct within the meaning of said terms as set forth in

section 13 (e) of this act:
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[b. Displaying or listing one’s name in any city, commercial,
telephone or public directory in a manner different or distinct from
other listings therein or under a listing other than a bio-analytical
laboratory. (Such as the use of display, bold face or block type.)
It shall not be construed as unprofessional or unethical conduct to
make use of two paid lines in the telephone directory in order to an-
nounce office hours or, if only a specialty is practiced, to so state
in an additional line.

c. Displaying or listing prices or fees for laboratory services.

d. Advertising by a bio-analytical laboratory director of the
prices or charges to be made, the character or accuracy of his work,
or advertising that he would perform laboratory services free of
charge, or on credit or installments, or at reduced or special fees,
or anything similar to the foregoing, by means of circulars, cards,
signs, posters or pictures, or by advertising in newspapers, maga-
zines, or other publications or by projections by means of light,
rays, eleetronics, crier, radio broadcasting, television or by use of
advertising solicitor or publicity agent, or any other advertising
media, or using his name or permitting the use of his name as a
bio-analytical laboratory director, directly or indirectly, in the sale
of advertising to the public of bio-analytical laboratory products or
work. The foregoing portion of this section shall not be construed
as prohibiting personal and direct announcements to a licensed
practitioner of any of the healing arts of the services rendered by a
bio-analytical laboratory, or such other pertinent, scientific ma-
terial as may be of interest to such practitioner; provided, how-
ever, that no statements concerning the performance of laboratory
services free of charge, or on credit or installments, or at reduced
or special fees, or anything similar to the foregoing be made, or
from which the foregoing may be inferred. A licensee may, how-
ever, announce the opening of a bio-analytical laboratory, his
affiliation or association with a bio-analytical laboratory, his change
of affiliation or removal of said laboratory, or his absence from or
return to said laboratory by way of a professional announcement
card containing such announcement, together with his name, pro-
fession, title, degree, laboratory location, office hours, telephone
number, and residence address and telephone number, if desired,
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or office directory where the information is limited to that of a
business card, but no licensee shall use more than a total of three
signs visible from the street, and such signs shall be separated
from each other and each sign shall not exceed an overall area of
360 square inches or 30 inches in width, but when such sign is above
second-floor level, it shall not exceed an overall area of 504 square
inches or 42 inches in width, nor shall the lettering of such signs be
larger than 5 inches in height. Any announcement, permitted by
the provisions of this paragraph, which is false or misleading shall
also be considered unethical and unprofessional conduct.]

[e.] *[b.]* *e.* Using, displaying or listing the name of a
deceased bio-analytical laboratory director of this State by a regis-
tered bio-analyvtical laboratory in connection with its practice for a
period of more than 1 year after the death of a bio-analytical
laboratory director.

[£] *[c.]* */.* Using, displaying, or listing the name of a bio-
analytical laboratory director who has retired from aective practice,
or who has sold his practice, or has moved to another state and is in
practice in that state, by a registered bio-analytical laboratory
director in connection with his practice for a period of more than
1 year after such retirement, sale or removal.

[g] *[2.]* *g9.* Practices involving rebates and discounts, or
other financial inducements for the obtaining of referrals, either
direct or indirect, shall be considered unprofessional and unethical
practice.

[1.] *[e.J* *h.* Conduct, which, in the opinion of the board, dis-
qualifies a licensee to practice with safety to the public.

The foregoing paragraphs are not intended as a complete defini-
tion of that which constitutes unprofessional or unethical conduct.
The board may, by rule, establish additional standards of profes-
sional and ethical conduct.

23. There is hereby appropriated the sum of $150,000.00 to the
State Department of Health for implementation of the provisions
of this act.

24. This act shall take effect the first day of the month following
enactment, but all actions necessary and appropriate to enable this

act to become effective on said date may be taken as though this
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sible for the administration of the technical and scientific operation
of a clinical laboratory, including, but not limited to, supervision
of procedures for testing and reporting of results. Nothing in this

act shall be deemed to exempt the director of a clinical laboratory

from the licensure requirements of P. L. 1953, ¢. 420 (C. 45 :9—42_;1

et seq.), where such requirements would otherwise be applicable.

f. ‘“Clinical laboratory evaluation program’’ means a program
of evaluating the proficiency of clinical laboratories by the depart-
ment.

g. ‘“‘Anatomic pathology’’ means the gross or microscopic
examination of tissues by a physician specifically trained to
interpret and diagnose disease by such examination.

h. ““Person’’ means any individual, partnership, limited partner-
ship, corporation or other legal entity.

3. No person shall conduct, maintain, or operate a clinical
laboratory or sohcit or accept specimens for laboratory examina-
tion unless a license therefor has been obtained from the depart-
ment pursuant to the terms of this act. A separate license shall
be obtained for each location. *4 clinical laboratory license shall
be obtained for all or any designated part of any one or more of the
following categories, or other categories as may be included m
rules and regulations promulgated pursuant to this act:

a. Microbiology, including the subcategories of bacteriology,
virology, mycology, and parasitology; '

b. Serology, including syphilis serology, nonsyphilis serology;

c. Hematology, imncluding immunohematology; and,

d. Clinical chemistry, including urinalysis, chemical toxicology,
and wm vitro radioisotope technic.*

4. All clinical laboratories operating prior fo the effective date
of this act shall be issued a license upon submission of a properly
completed application form and payment of the requisite fee. Said
license shall thereafter be renewable, on a calendar year basis,
subject to all provisions of this act. *The license application form
shall include, but need not be limited to the following information:

a. Trhe name and address of the clinical laboratory owner and his
authorized agent and such information regarding the owner and

agent as may be required;
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5. All clinical laboratory licenses shall be issued on or before
January 1 in each calendar year and shall expire on December 31
in each calendar year. Application for renewal therefor shall be
made at such time and in such manner as shall be prescribed by
the department. The commissioner shall charge for a license or
renewal such reasonable fees as he shall preseribe by rule or
regulation. The license shall be conspicuously displayed by the
licensee on. the premises of a clinical laboratory.

6. The owner and director of a clinical laboratory shall be jointly
and separately responsible for its compliance with this act and
regulations as may be promuigated hereunder.

7. No license issued under the provisions of this act shall be
transferable. *4 change i ownership or direction of a licensed
laboratory shall require motification to the department within 14
calendar days and reapplication for licensure.®

8. The provisions of this act shall not apply to clinical labora-
tories:

a. Operated and maintained exclusively for research and teach-
ing purposes, involving no patient or public health services what-
soever;

b. Operated by the United States Government, or blood banks
licensed under P. L. 1963, c. 33 (C. 26:2A-2 et seq.);

¢. Specifically exempted from the provisions of this act by rules
and regulations promulgated by the Public Health Council pursuant
to section 9 of this act.

9. The Publc Health Council of the department shall promulgate
rules and regulations for operation of clinical laboratories which
shall be incorporated in and made a part of the State Sanitary Code.
*Where feasible such rules and regulations shall equal or ewceed
minimum standards for laboratory certification contained in Federal
rules and regulations promulgated pursuant to the *‘Clinical Labo-
ratories Improvement Act of 1967°’ (Public Law 90-174) 42 U. S. C.
263a.* The rules and regulations so promulgated shall include but
shall not be limited to standards for:

a. Construction of new, or modification of existing clinical
laboratories.

'b. Sanitary *and safe* conditions within the clinical laboratory
and its surroundings*, including adequate working space, lighting,

fire nrevention and safely measures®.
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tion, ewperience, continuing education, and periodic proficiency
testing for laboratory directors, supervisors, technicians, and other
personnel which the department may deem necessary for adequate
laboratory staffing™.

d. The acceptance, collection, *transportation,* identification and
examination of clinical laboratory specimens and reporting of
results by clinical laboratories.

e. Reporting by laboratories of diseases for the protection of
the public health. The department shall furnish forms for this pur-
pose. Such reports shall not be construed as constituting a diagno-
sis nor shall any clinical laboratory making such report be held
liable under the laws of this State for having violated a trust or
confidential relationship.

f. Submitting sach reports concerning clinical laboratory opera-
tions as may be necessary to administer this act. *Each laboratory
shall maintain a manual of procedures followed in that laboratory,
which shall be reviewed and updated annually. Such manual shall
also include, but not be limited to, a list of equipment used for each
procedure.*

g. Exemptions of specific types of clinical laboratories from the
provisions of section 7 of P. L. 1971, ¢. 136 (C. 26 :2H-7).

11. An advisory committee *[may]* *shall* be appointed by the
commissioner and shall serve *[at his pleasure]* *for a term of
2 years, with no member serving for more than two comsecutive
terms*. Members of the advisory committee shall serve in a volun-
tary capacity to advise the department on all matters relating to
this act and shall consist of two persons who are diplomates of the
American Board of Pathology, two directors of private clinical
laboratories *who are not pathologists*, one physician who is not
a pathologist, one medical technologist, one private citizen not
directly related to the practice of medicine or the operation of a
clinical laboratory and such additional members as the commis-
sioner may in his discretion appoint. Members shall serve without
compensation but shall receive actual and necessary expenses.

12. The department shall establish and conduect a clinical labora-
tory evaluation program to:

a. Prescribe minimum standards of performance in the examina-
tion of specimens;
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improving the quality of performance of clinical laboratories
licensed by this act.

13. The department and any officers or employees thereof in the
performance of any duty imposed by this act shall have the power
and authority to enter at any time and inspect any clinical labora-
tory for the purpose of studying and evaluating the operation,
supervision, records, and procedures of such facilities and to
determine their effect upon the health and safety of the people of
this State.

14. All reports submitted under the provisions of this act and
any information obtained in the course of inspections shall be
deemed confidential and may be examined only upon application
to a court of competent jurisdiction in association with proceedings
related to suspension, limitation, or revocation of a license under
this act. This provision shall in no way interfere with the depart-
ment’s powers to summarize, analyze and publish information
obtained during the course of carrying out provisions of this act
so long as the specific identity of individual laboratories is not
disclosed, nor shall it be considered to limit the department’s
powers in disclosing results of an action in suspending, limiting or
revoking a license of a specific laboratory under the provisions of
this act.

15. A clinical laboratory license may be denied, revoked, sus-
pended, limited, annulled, or renewal thereof may be denied by the
commissioner for good cause, including but not limited to:

a. Making false statements on an application for a clinical
laboratory license or any other documents required by the
department.

b. A reasonable finding by the department that the quality of
performance of clinical laboratory tests is below those set by the
department and that remedial measures such as consultation and
training are not accepted or do not result in improvement to a
level of proficiency acceptable to the department.

c. Reporting of fictitious results not based on test performance.

d. Performing a test and rendering a report thereon to a person
not authorized by law to receive such services.

e. Referring a specimen for examination to an unlicensed clinical
laboratory that is reqﬁired to be licensed under this act.

£. Knowingly having professional connection with or lending the

use of the name of the licensed clinical laboratory to an unlicensed
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h. Failing to file any report required by the provisions of this
act or the provisions of the State Sanitary Code.

i. Representing that the laboratory is entitled to perform any
laboratory procedure or category of procedures not authorized in
its license.

16. The commissioner, before refusing to grant a license or
before suspending, limiting or revoking a license previously
granted shall give notice to the applicant or licensee personally, or
by mail addressed to him at his last known address, and afford him
an opportunity to be heard with respect thereto at a time and place
specified in such notice. Such applicant or licensee shall have the
right to be heard in person or through an attorney, and to offer
evidence pertinent to the subject of the hearing. A duly certified
copy of the order of the commissioner issued as a result of such
hearing shall be served on the applicant or the licensee by mail
personally addressed to him at his last known address, except if
such applicant or licensee be a corporation then the order shall be
served in the same manner upon any officer or registered agent of
the corporation.

If the commissioner shall have reason to believe that a condition
exists or has occurred at a laboratory, in violation of the provisions
of this act or the rules and regulations promulgated hereunder,
which condition poses an imminent threat to the public health,
safety or welfare, he may summarily suspend the license of the
laboratory without a hearing and may order immediate correction
of such violation as a prerequisite of reinstatement of licensure.
If a licensee that is subjected to summary suspension shall deny
that a violation exists or has occurred, he shall have the right to
apply to the commissioner for a hearing. Such hearing shall be
held and a decision rendered within 48 hours or receipt of said
request. If the commissioner shall rule against the licensee, the
licensee shall have the right to apply for injunctive relief against
the commissioner’s order. Jurisdiction of such injunctive relief
shall be in the Superior Court of New Jersey.

17. No person shall:

a. Operate, maintain, direct, or engage in the business of operat-

ing a clinical laboratory, as herein defined, unless he has obtained
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who are not legally qualified or aunthorized to submit specimens to
clinical laboratories and to receive such reports, but this shall not
prohibit the referral of specimens from one licensed clinical labora-
tory to another similarly licensed under the laws of the state in
which it is located, providing the report indicates clearly the
clinical laboratory performing the test and the name of the director
of such clinical laboratory.

d. Either personally, or through an agent, solicit referral of
specimens to his or any other clinical laboratory or contract to
perform clinical laboratory examinations of specimens in a manner
which offers or implies an offer of rebates to a person or persons
submitting specimens, other fee-splitting inducements, participa-
tion in any fee-splitting arrangements or other unearned
remuneration.

e. Obstruct or interfere with the department or any officer or
employee thereof in the performance of any duty imposed by this
act.

18. Any person convicted of violating any provision of this act
or of any rule or regulation adopted hereunder shall be subject to
a penalty of not less than $100.00 nor more than $1,000.00 for each
violation. The penalty shall be collected, and enforced in summary
proceedings under the Penalty Enforcement Law (N. J. S. 2A:58-1
et seq.).

19. Any violation or threatened violation of any provision of
this act or of any rule or regulation adopted hereunder may be
restrained by the Superior Court in an action brought for such
purpose by the Attorney General on behalf of the department.

20. If any provision of this act, or any application of any pro-
vision, is held invalid, the invalidity shall not affect other applica-
tions of the provision, or other provisions of the act, which reason-
ably can be given effect despite the invalidity. To this end, the
provisions of this act are hereby declared severable.

21. Sections 16, 17 and 19 of P. L. 1953, c. 420 [C. 45:9-42.16,
45:9-42.17, and 45:9-42.197 **(C. 45:9-42.16, 45:9-42.17, and
45:9-42.19)** are hereby repealed.

22. Section 22 of P. L. 1953, c. 420 (C. 45:9-42.22) is amended to

read as follows:
22. The following shall be considered as unprofessional and

" unethical conduct within the meaning of said terms as set forth in
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[b. Displaying or listing one’s name in any city, commercial,
telephone or public directory in a manner different or distinet from
other listings therein or under a listing other than a bio-analytical
laboratory. (Such as the use of display, bold face or block type.)

It shall not be construed as unprofessional or unethical conduct to

make use of two paid lines in the telephone directory in order to an- .

nounce office hours or, if only a specialty is practiced, to so state
in an additional line.

c. Displaying or listing prices or fees for laboratory services.

d. Advertising by a bio-analytical laboratory director of the
prices or charges to be made, the character or accuracy of his work,
or advertising that he would perform laboratory services free of
charge, or on credit or installments, or at reduced or special fees,
or anything similar to the foregoing, by means of circulars, cards,
signs, posters or pictures, or by advertising in newspapers, maga-
zines, or other publications or by projections by means of light,
rays, electronics, crier, radio broadcasting, television or by use of
advertising solicitor or publicity agent, or any other advertising
media, or using his name or permitting the use of his name as a
bio-analytical laboratory director, directly or indirectly, in the sale
of advertising to the public of bio-analytical laboratory products or
work. The foregoing portion of this section shall not be construed
as prohibiting personal and direect announcements to a licensed
practitioner of any of the healing arts of the services rendered by a
bio-analytical laboratory, or such other pertinent, scientific ma-
terial as may be of interest fo such practitioner; provided, how-
ever, that no statements concerning the performance of laboratory
services free of charge, or on credit or installments, or at reduced
or special fees, or anything similar to the foregoing be made, or
from which the foregoing may be inferred. A licensee may, how-
ever, announce the opening of a bio-analytical laboratory, his
affiliation or association with a bio-analytical laboratory, his change
of affiliation or removal of said laboratory, or his absence from or
return to said laboratory by way of a professional announcement
card containing such announcement, together with his name, pro-
fession, title, degree, laboratory location, office hours, telephone
number, and residence address and telephone number, if desired,
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or office directory where the information is limited to that of a
business card, but no licensee shall use more than a total of three
signs visible from the street, and such signs shall be separated
from each other and each sign shall not exceed an overall area of
360 square inches or 30 inches in width, but when such sign is above
second-floor level, it shall not exceed an overall area of 504 square
inches or 42 inches in width, nor shall the lettering of such signs be
larger than 5 inches in height. Any announcement, permitted by
the provisions of this paragraph, which is false or misleading shall
also be considered unethical and unprofessional conduct.]

[e] *[b0.]" "e.* Using, displaying or listing the name of a
deceased bio-analytical laboratory director of this State by a regis-
tered bio-analytical laboratory in connection with its practice for a
period of more than 1 year after the death of a bio-analytical
laboratory director.

[£] *[c]* *f.* Using, displaying, or listing the name of a bio-
analytical laboratory director who has retired from active practice,
or who has sold his practice, or has moved to another state and is in
practice in that state, by a registered bio-analytical laboratory
director in connection with his practice for a period of more than
1 year after such retirement, sale or removal.

Iz] *[2.]* *g9." Practices involving rebates and discounts, or
other financial inducements for the obtaining of referrals, either
direct or indireect, shall be considered unprofessional and unethical
practice.

{h.] *[e.J* *h.* Conduct, which, in the opinion of the board, dis-
qualifies a licensee to practice with safety to the public.

The foregoing paragraphs are not intended as a complete defini-
tion of that which constitutes unprofessional or unethieal conduect.
The board may, by rule, establish additional standards of profes-
sional and ethical conduct.

**F'23. There is hereby appropriated the sum of $150,000.00 to
the State Department of Health for implementation of the pro-
visions of this act.J**

**[24.J** **23.** This act shall take effect the first day of the
month following enactment, but all actions necessary and appro-
priate to enable this act to become effective on said date may be
taken as though this act were effective immediately.
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ADOPTED APRIL 21, 1975

Amend page 9, section 22, line 60, after line 60 insert:
““b. Deleted by amendment.
¢. Deleted by amendment.

d. Deleted by amendment.’’.
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STATE OF NEW JERSEY

INTRODUCED NOVEMBER 25, 1974

By Assemblyman DEVERIN, Assemblywoman WILSON, Assembly-
men GREGORIO, McCARTHY, BORNHEIMER, CALI and
Assemblywoman BERMAN

Referred to Committee on Institutions, Health and Welfare

AN Acr concerning clinical laboratories, providing for the regula-
tion thereof, amending section 22 and repealing sections 16, 17
and 19 of P. L. 1953, c. 420.

Be 11 ENACTED by the Senate and General Assembly of the State
of New Jersey:

1. This act shall be known and may be cited as the ‘‘New Jersey
Clinical Laboratory Improvement Act.”

2. As used in this act:

a. ““‘Clinical laboratory’’ means any facility used for the per-

1

2

1

2

1

2

3 formance of chemical, bacteriologic, virologic, parasitologie, sero-
4 logic, hematologic, immunohematologic, biophysical, cytologic or
5 other examinations of materials derived from the human body for
6 the purpose of yielding information for the diagnosis, prevention
7 or treatment of disease or the assessment of medical condition.
8 Anatomic pathology is not considered to be within the seope of

9 this definition. *d4ny facility used for the collection, processing
94 and transmission of specimens to another facility for the perform-
98 ance of clinical tests falls within the purview of this act.*

10 b. “‘Department’’ means the State Department of Health.

1 c¢. “‘Commissioner’’ means the State Commissioner of Health or

12 his duly authorized agent.

13 d. ““Clinical laboratory owner’’ means a person or agency in

14 whom 1is vested the rights of control, possession, and dominion of
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e. ‘“Clinical laboratory director’’ means a person who is respon-
sible for tlie administration of the technical and scientific operation
of a clinical laboratory, including, but not limited to, supervision
of procedures for testing and reporting of results. Nothing in this
act shall be deemed to exempt the director of a clinical laboratory
from the licensure requirements of P. L. 1953, c. 420 (C. 45 :0-42.1
et seq.), where such requirements would otherwise be applicable.

f. ““Clinical laboratory evaluation program’’ means a program
of evaluating the proficiency of clinical laboratories by the depart-
ment.

g. ““Anatomic pathology’’ means the gross or microscopic
examination of tissues by a physician specifically trained to
interpret and diagnose disease by such examination.

h. ““Person’’ means any individual, partnership, limited partner-
ship, corporation or other legal entity.

3. No person shall conduct, maintain, or operate a eclinical
laboratory or solicit or acecept specimens for laboratory examina-
tion nnless a license therefor has been obtained from the depart-
ment pursuant to the terms of this act. A separate license shall
be obtained for each location. *A4 clinical laboratory license shall
be obtained for all or any designated part of any one or more of the
following categories, or other categories as may be included in
rules and regulations promulgated pursuant to this act:

a. Microbiology, including the subcategories of bacteriology,
virology, mycology, and parasitology;

b. Serology, including syphilis serology, nonsyphilis serology;

c. Hematology, including immunohematology; and,

d. Climical chemistry, including urinalysis, chemical tozicology,
and in vitro radioisotope techmic.*

4. All clinical laboratories operating prior to the effective date
of this aet shall be issued a license upon submission of a properly
completed application form and payment of the requisite fee. Said
license shall thereafter be renewable, on a calendar year basis,
subject to all provisions of this act. *The license application form
shall include, but need not be limited to the following information:

a. The name and address of the clinical laboratory owner and his

natthovacerd nnevit awnad careh amEasranatron voeranardimoa Fho Anrmaror  ran
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d. 4 list of the major laboratory equipment to be utilized; and,

e. The tests to be performed in the clinical laboratory.*

9. All clinical laboratory licenses shall be issued on or before
January 1 in each calendar year and shall expire on December 31
in each calendar year. Application for renewal therefor shall be
made at such time and in such manner as shall be preseribed by
the department. The commissioner shall charge for a license or
renewal such reasonable fees as he shall preseribe by rule or
regulation. The license shall be conspicuously displayed by the
licensee on the premises of a clinical laboratory.

6. The owner and director of a clinical laboratory shall be jointly
and separately responsible for its compliance with this act and
regulations as may be promulgated hereunder.

7. No license issued under the provisions of this act shall be
transferable. *4 change in ownership or direction of a licensed
laboratory shall require notification to the department within 14
calendar days and reapplication for licensure*

8. The provisions of this act shall not apply to clinical labora-
tories:

a. Operated and maintained exclusively for research and teach-
ing purposes, involving no patient or public health services what-
soever;

b. Operated by the United States Government, or blood banks
licensed under P. L. 1963, c. 33 (C. 26:2A-2 et seq.);

c. Specifically exempted from the provisions of this act by rules
and regulations promulgated by the Public Health Council pursuant
to section 9 of this act.

9. The Publc Health Council of the department shall promulgate
rules and regulations for operation of clinical laboratories which
shall be incorporated in and made a part of the State Sanitary Code.
*Where feasible such rules and regulations shall equal or exceed
minimum standards for laboratory certification contained in Federal
rules and regulations promulgated pursuant to the ‘‘ Clinical Labo-
ratories Improvement Act of 1967’ (Public Law 90-174) 42 U. S. C.
263a.* The rules and regulations so promulgated shall include but
shall not be limited to standards for:

a. Construction of new, or modification of existing clinical

laboratories.
b. Sanitary *and safe* conditions within the clinical laboratory

- - - e y*e 3 2 ¢
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c. Clinical laboratory equipment*, maintenance procedures for
such equipment* and personnel essential to proper conduct and
operation of a clinical laboratory*, including standards for educa-
tion, experience, continuing education, and periodic proficiency
testing for laboratory directors, supervisors, technicians, and other
personnel which the department may deem necessary for adequate
laboratory staffing*.

d. The acceptance, collection, *transportation,* identification and
examination of clinical laboratory specimens and reporting of
results by clinical laboratories.

e. Reporting by laboratories of diseases for the protection of
the public health. The department shall furnish forms for this pur-
pose. Such reports shall not be construed as constituting a diagno-
sis nor shall any clinical laboratory making such report be held
liable under the laws of this State for having violated a trust or
confidential relationship.

f. Submitting such reports concerning clinical laboratory opera-
tions as may be necessary to administer this act. *Each laboratory
shall maintain a manual of procedures followed in that laboratory,
which shall be reviewed and updated annually. Such manual shall
also include, but not be limited to, a list of equipment used for each
procedure.*

g. Exemptions of specific types of clinical laboratories from the
provisions of seclion 7 of P. L. 1971, ¢. 136 (C. 26 :2H-7).

10. The commissioner shall establish reasonable rules and regu-
lations for license application, issuance, renewal and expiration.

11. An advisory committee *[may]}* *shall* be appointed by the
commissioner and shall serve *[at his pleasure}* *for a term of
2 years, with no member serving for more than two consecutive
terms®. Members of the advisory committee shall serve in a volun-
tary capacity to advise the department on all matters relating to
this act and shall consist of two persons who are diplomates of the
American Board of Pathology, two directors of private clinical
laboratories *who are not pathologists®, one physician who is not
a pathologist, one medical technologist, one private citizen not

directly related to the practice of medicine or the operation of a
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a. Prescribe minimum standards of pe

Qj‘
tion of specimens; ?e.ratf
. . ined
b. Test the proficiency of clinical I: S oe By

minimum standards of performance ar

e. Develop and organize appropriaf
activities in clinical laboratory proes
improving the quality of performa
licensed by this act.

13. The department and any officer
performance of any duty imposed by this act suau; a... .
and authority to enter at any time and inspeet any clinical labora-
tory for the purpose of studying and evaluating the operation,
supervision, records, and procedures of such facilities and to
determine their effect upon the health and safety of the people of
this State.

14. All reports submitted under the provisions of this act and
any information obtained in the course of inspections shall be
deemed confidential and may be examined only upon application
to a court of competent jurisdiction in association with proceedings
related to suspension, limitation, or revocation of a license under
this act. This provision shall in no way interfere with the depart-
ment’s powers to summarize, analyze and publish information
obtained during the course of carrying out provisions of this act
so long as the specific identit}; of individual laboratories is not
disclosed, nor shall it be considered to limit the department’s
powers in disclosing results of an action in suspending, limiting or
revoking a license of a specific laboratory under the provisions of
this act.

15. A clinical laboratory license may be denied, revoked, sus-
pended, limited, annulled, or renewal thereof may be denied by the
commissioner for good cause, including but not limited to:

a. Making false statements on an application for a clinical
laboratory license or any other documents required by the
department.

b. A reasonable finding by the department that the quality of
performance of clinical laboratory tests is below those set by the
department and that remedial measures such as consultation and
training are not accepted or do not result in improvement to a
level of proficiency acceptable to the department.

c. Reporting of fictitious results not based on test performance.
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e. Referring a specimen for examination to an unlicensed clinical
laboratory that is required to be licensed under this act.

f. Knowingly having professional connection with or lending the
use of the name of the licensed clinical laboratory to an unlicensed
clinical laboratory.

g. Violating or aiding and abetting in the violation of any pro-
vision of this act or the provisions of the State Sanitary Code;

h. Failing to file any report required by the provisions of this
act or the provisions of the State Sanitary Code.

1. Representing that the laboratory is entitled to perform any
laboratory procedure or category of procedures not authorized in
its license.

16. The commissioner, before refusing to grant a license or
before suspending, limiting or revoking a license previously
granted shall give notice to the applicant or licensee personally, or
by mail addressed to him at his last known address, and afford him
an opportunity to be heard with respect thereto at a time and place
specified in such notice. Such applicant or licensee shall have the
right to be heard in person or through an attorney, and to offer
evidence pertinent to the subject of the hearing. A duly certified
copy of the order of the cominissioner issued as a result of such
hearing shall be served on the applicant or the licensee by mail
personally addressed to him at his last known address, except if
such applicant or licensee be a corporation then the order shall be
served in the same manner upon any officer or registered agent of
the corporation.

If the commissioner shall have reason to believe that a condition
exists or has occurred at a laboratory, in violation of the provisions
of this act or the rules and regulations promulgated hereunder,
which condition poses an imminent threat to the public health,
safety or welfare, he may summarily suspend the license of the
laboratory without a hearing and may order immediate correction
of such violation as a prerequisite of reinstatement of licensure.
If a licensee that is subjected to summary suspension shall deny
that a violation exists or has occurred, he shall have the right to

apply to the commissioner for a hearing. Such hearing shall be
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17. No person shall:

a. Operate, maintain, direct, or engage in the business of operat-
ing a clinical laboratory, as herein defined, unless he has obtained
a clinical laboratory license from the department, or is exempt
under the provisions of this act.

b. Collect or receive specimens for analysis by an unlicensed
laboratory.

c¢. Accept specimens for tests from and make reports to persons
who are not legally qualified or authorized to submit specimens to
clinical laboratories and to receive such reports, but this shall not
prohibit the referral of specimens from one licensed clinical labora-
tory to another similarly licensed under the laws of the state in
which it is located, providing the report indicates clearly the
clinical laboratory performing the test and the name of the director
of such clinical laboratory.

d. Either personally, or through an agent, solicit referral of
specimens to his or any other clinical laboratory or contract to
perform clinical laboratory examinations of specimens in a manner
which offers or implies an offer of rebates to a person or persons
submitting specimens, other fee-splitting inducements, participa-
tion in any fee-splitting arrangements or other unearned
remuneration.

e. Obstruct or interfere with the department or any officer or
employee thereof in the performance of any duty imposed by this
act.

18. Any person convicted of violating any provision of this act
or of any rule or regulation adopted hereunder shall be subject to
a penalty of not less than $100.00 nor more than $1,000.00 for each
violation. The penalty shall be collected, and enforced in summary
proceedings under the Penalty Enforcement Law (N. J. S. 2A :58-1
et seq.).

19. Any violation or threatened violation of any provision of
this act or of any rule or regulation adopted hereunder may be
restrained by the Superior Court in an action brought for such
purpose by the Attorney General on behalf of the department.

20. If any provision of this act, or any application of any pro-
vision, is held invalid, the invalidity shall not affect other applica-
tions of the provision, or other provisions of the act, which reason-
ably can be given effect despite the invalidity. To this end, the

provisions of this act are hereby declared severable.



22. Section 22 of P. L. 1953, c. 420 (C. 45:9-42.22) is amended to
read as follows:

22. The following shall be considered as unprofessional and
unethical conduct within the meaning of said terms as set forth in
section 13 (e) of this act:

a. The violating or attempting to violate, directly or indirectly, -

or assisting in or abetting the violation of or conspiring to violate
any provision of this act.

[b. Displaying or listing one’s name in any city, commerecial,
telephone or public directory in a manner different or distinct from
other listings therein or under a listing other than a bio-analytical
laboratory. (Such as the use of display, bold face or block type.)
It shall not be construed as unprofessional or unethical conduct to
make use of two paid lines in the telephone directory in order to an-
nounce office hours or, if only a specialty is practiced, to so state
in an additional line.

c. Displaying or listing prices or fees for laboratory services.

d. Advertising by a bhio-analytical laboratory director of the
prices or charges to be made, the character or accuracy of his work,
or advertising that he would perform laboratory services free of
charge, or on credit or installments, or at reduced or special fees,
or anything similar to the foregoing, by means of circulars, cards,
signs, posters or pictures, or by advertising in newspapers, maga-
zines, or other publications or by projections by means of light,
rays, electronics, crier, radio broadcasting, television or by use of
advertising solicitor or publicity agent, or any other advertising
media, or using his name or permitting the use of his name as a
bio-analytical laboratory director, directly or indirectly, in the sale
of advertising to the public of bio-analytical laboratory products or
work. The foregoing portion of this section shall not be construed
as prohibiting personal and direct announcements to a licensed
practitioner of any of the healing arts of the services rendered by a
bio-analytical laboratory, or such other pertinent, scientific ma-
terial as may be of interest to such practitioner; provided, how-
ever, that no statements concerning the performance of laboratory
services free of charge, or on credit or installments, or at reduced

or special fees, or anything similar to the foregoing be made, or
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card containing such announcement, together with his name, pro-
fession, title, degree; laboratory location, office hours, telephone
number, and residence address and telephone number, if desired,
and may insert such announcement (2 inches by two columns) in a
newspaper for a period not exceeding 1 month; provided, further,
that a licensee may display his name or the laboratory name, or
both, on the premises where the laboratory is located and upon the
windows or doors thereof, and by one doorplate, and upon a name
or office directory where the information is limited to that of a
business card, but no licensee shall use more than a total of three
signs visible from the street, and such signs shall be separated
from each other and each sign shall not exceed an overall area of
360 square inches or 30 inches in width, but when such sign is above
second-floor level, it shall not exceed an overall area of 504 square
inches or 42 inches in width, nor shall the lettering of such signs be
larger than 5 inches in height. Any announcement, permitted by
the provisions of this paragraph, which is false or misleading shall
also be considered unethical and unprofessional conduct.}

***b. Deleted by amendment.

¢. Deleted by amendment.

d. Deleted by amendment,***

[eJ *[b.Y* *e.* Using, displaying or listing the name of a
deceased bio-analytical laboratory director of this State by a regis-
tered bio-analytical laboratory in connection with its practice for a
period of more than 1 year after the death of a bio-analytical
laboratory director.

[£] *L[c.J* *f.* Using, displaying, or listing the name of a bio-
analytical laboratory director who has retired from active practice,
or who has sold his practice, or has moved to another state and is in
practice in that state, by a registered bio-analytical laboratory
director in connection with his practice for a period of more than
1 year after such retirement, sale or removal.

[g.J *[4.3* *g.* Practices involving rebates and discounts, or
other financial inducements for the obtaining of referrals, either
direct or indirect, shall be considered unprofessional and unethical
practice.

[2.] *[e.J* *.* Conduct, which, in the opinion of the board, dis-
qualifies a licensee to practice with safety to the publie.

The foregoing paragraphs are not intended as a complete defini-
tion of that which constitutes unprofessional or unethical conduct.
Mha hanrd mav hy o. establish additional standards of profes-
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1 **[23. There is hereby appropriated the sum of $150,000.00 to
2 the State Department of Health for implementation of the pro-
3 visions of this act.]**

1 **[24.]** **23.** This act shall take effect the first day of the
2 month following enactment, but all actions necessary and appro-
3 priate to enable this act to become effective on said date may be
4 taken as though this act were effective immediately.
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ASSEMBLY, No. 2329

INTRODUCED NOVEMBER 25, 1974

By Assemblyman DEVERIN, Assemblywoman WILSON, Assembly-
men GREGORIO, McCARTHY, BORNHEIMER, CALI and ‘
Assemblywoman BERMAN '

|
|
STATE OF NEW JERSEY

Referred to Committee on Institutions, Health and Welfare

AN Aocr concerning clinical laboratories, providing for the regula- i
tion thereof, amending section 22 and repealing sections 16, 17
and 19 of P. L. 1953, ¢. 420.

BE 1t ENACTED by the Senate and General Assembly of the State

of New Jersey:

1. This aect shall be known and may be cited as the ‘‘New Jersey
Clinical Laboratory Improvement Aect.”’
2. As used in this act:

a. ““‘Clinical laboratory’’ means any facility used for the per-

1

2

1

2

1

2

3 formance of chemical, bacteriologic, virologic, parasitologic, sero-
4 logice, hematologic, immunohematologic, biophysical, cytologic or
5 other examinations of materials derived from the human body for
6 the purpose of yielding information for the diagnosis, prevention
7 or treatment of disease or the assessment of medical condition.
8 Anatomic pathology is not considered to be within the scope of
9

this definition. *4dny facility used for the collection, processing

94 and transmission of specimens to another facility for the perform-
98 ance of clinical tests falls within the purview of this act.*
10 b. “Department’’ means the State Department of Health.
11 ¢. ““Commissioner’’ means the State Commissioner of Health or
12 his duly authorized agent.
13 d. ““Clinical laboratory owner’’ means a person or agency in

14 whom is vested the rights of control, possession, and dominion of

15 a clinical laboratory and for the purposes of this act shall include
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e. ‘“Clinical laboratory director’’ means a person who is respon-
sible for the administration of thc technical and seientific operation
of a clinical laboratory, including, but not limited to, supervision
of procedures for testing and reporting of results. Nothing in this
act shall be deemed to exempt the director of a clinical laboratory.
from the licensure requirements of P. L. 1953, c. 420 (C. 45:9-42.1
et seq.), where such requirements would otherwise be applicable.

f. ““Clinical laboratory evaluation program’’ means a program
of evaluating the proficiency of clinical laboratories by the depart-
ment.

g. ‘‘Anatomic pathology’ means the gross or microseopic
examination of tissues by a physician specifically trained to
interpret and diagnose disease by such examination.

h. “‘Person’’ means any individual, partnership, limited partner-
ship, corporation or other legal entity. '

3. No person shall conduct, maintain, or operate a eclinical
laboratory or solicit or accept specimens for laboratory examina-
tion unless a license therefor has been obtained from the depart-
ment pursuant to the terms of this act. A separate license shall
be obtained for each location. *4 clinical laboratory license shall
be oblained for all or any designated part of any one or more of the
following categories, or other categories as may be included in
rules and regulations promulgated pursuant to this act:

a. Microbiology, including the subcategories of bacteriology,
virology, mycology, and parasitology;

b. Serology, including syphilis serology, nonsyphilis serology;

c. Hematology, including immunohematology; and,

d. Clinical chemistry, including urinalysis, chemical toxicology,
and wn vitro radioisotope techmic.*

4. All clinical laboratories operating prior to the effective date
of this act shall be issued a license upon submission of a properly
completed application form and payment of the requisite fee. Said
license shall thereafter be renewable, on a calendar year basis,
subject to all provisions of this act. *The license application form
shall include, but need not be limited to the following information:

a. The name and address of the clinical laboratory owner and his
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d. A list of the major laboratory equipment to be utilized; and,

e. The tests to be performed in the clinical laboratory.*

5. All clinical laboratory licenses shall be issued on or before
January 1 in each calendar year and shall expire on December 31
in each calendar year. Application for renewal therefor shall be
made at such time and in such manner as shall be preseribed by
the department. The commissioner shall charge for a license or
renewal such reasonable fecs as he shall preseribe by rule or
regulation. The license shall be conspicuously displayed by the
licensee on the premises of a clinical laboratory.

6. The owner and director of a clinical laboratory shall be jointly
and separately responsible for ifs compliance with this act and
regulations as may be promulgated hereunder.

7. No license issued under the provisions of this act shall be
transferable. *d4 change tn owmership or direction of a licensed
laboratory shall require motification to the department within 14
calendar days and reapplication for licensure *

8. The provisions of this act shall not apply to clinical labora-
fories:

a. Operated and maintained exclusively for research and teach-
ing purposes, involving no patient or public health services what-
soever;

b. Operated by the United States Government, or blood banks
licensed under P. L. 1963, c. 33 (C. 26:2A-2 et seq.);

¢. Specifically exempted from the provisions of this act by rules
and regulations promulgated by the Public Health Council pursuant
to section 9 of this act.

9. The Puble Health Council of the department shall promulgate
rules and regulations for operation of clinical laboratories which
shall be incorporated in and made a part of the State Sanitary Code.
*Where feasible such rules and regulations shall equal or exceed
minimum standards for laboratory certification contained in Federal
rules and regulations promulgated pursuant to the ‘‘Clinical Labo-
ratories Improvement Act of 1967°° (Public Law 90-174) 42 U. S. C.
263a.* The rules and regulations so promulgated shall include but
shall not be limited to standards for:

a. Construction of new, or modification of existing clinical
laboratories.

b. Sanitary *and safe* conditions within the clinical laboratory
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c. Clinical laboratory equipment*, maintenance procedures for
such equipment* and personnel essential to proper conduct and
operation of a clinical laboratory*, including standards for educa-
tion, experience, continuing education, and periodic proficiency
testing for laboratory directors, supervisors, technicians, and other
personnel which the department may deem necessary for adequate
laboratory staffing*.

d. The acceptance, collection, *fransportation,* identification and
examination of clinical laboratory specimens and reporting of
results by clinical laboratories.

e. Reporting by laboratories of diseases for the protection of
the public health. The department shall furnish forms for this pur-
pose. Such reports shall not be construed as constituting a diagno-
sis nor shall any clinical laboratory making such report be held
liable under the laws of this State for having violated a trust or
confidential relationship.

f. Submitting such reports concerning clinieal laboratory opera-
tions as may be necessary to administer this act. *Each laboratory
shall maintain a manual of procedures followed in that laboratory,
which shall be reviewed and updated annually. Such manual shall
also include, but not be limited to, a list of equipment used for each
procedure.*

g. Exemptions of specific types of clinical laboratories from the
provisions of section 7 of P. L. 1971, ¢. 136 (C. 26 :2H-T).

10. The commissioner shall establish reasonable rules and regu-
lations for license application, issuance, renewal and expiration.

11. An advisory committee *[may}* *shall* be appointed by the
commissioner and shall serve *[at his pleasure}* *for a term of
2 years, with no member serving for more than two consecutive
terms*. Members of the advisory committee shall serve in a volun-
tary capacity to advise the department on all matters relating to
this act and shall consist of two persons who are diplomates of the
American Board of Pathology, two directors of private clinical
laboratories *who are not pathologists*, one physician who is not
a pathologist, one medical technologist, one private citizen not

Asnnatlyr valated ta the nractice of medicine or the oneration of a
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a. Prescribe minimum standards of performance in the examina-
tion of specimens;

b. Test the proficiency of clinical laboratories to determine if
minimum standards of performance are being met; and

c. Develop and organize appropriate cousultation and training
activities in clinical laboratory procedures with the purpose of
improving the quality of performance of clinical laboratories
licensed by this act.

13. The department and any officers or employees thereof in the
performance of any duty imposed by this act shall have the power
and authority to enter at any time and inspect any clinical labora-
tory for the purpose of studying and evaluating the operation,
supervision, records, and procedures of such facilities and to
determine their effect upon the health and safety of the people of
this State.

14. All reports submitted under the provisions of this act and
any information obtained in the course of iuspections shall be
deemed confidential and may be examined only upon application
to a court of competent jurisdiction in association with proceedings
related to suspension, limitation, or revocation of a license under
this act. This provision shall in no way interfere with the depart-
ment’s powers to summarize, analyze and publish information
obtained during the course of carrying out provisions of this act
so long as the specific identity of individual laboratories is not
disclosed, nor shall it be considered to limit the department’s
powers in disclosing results of an action in suspending, limiting or
revoking a license of a specific laboratory under the provisions of
this act.

15. A clinical laboratory license may be denied, revoked, sus-
pended, limited, annulled, or renewal thereof may be denied by the
commissioner for good cause, including but not limited to:

a. Making false statements on an application for a clinical
laboratory license or any other documents required by the
department.

b. A reasonable finding by the department that the quality of
performance of clinical laboratory tests is below those set by the
department and that remedial measures such as consultation and
training are not accepted or do not result in improvement to a

level of proficiency acceptable to the department.
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e. Referring a specimen for examination to an unlicensed clinical
laboratory that is required to be licensed under this act.

f. Knowingly having professional connection with or lending the
use of the name of the licensed clinical laboratory to an unlicensed
clinical laboratory.

g. Violating or aiding and abetting in the violation of any pro-
vision of this act or the provisions of the State Sanitary Code;

h. Failing to file any report required by the provisions of this
act or the provisions of the State Sanitary Code.

i. Representing that the laboratory is entitled to perform any
laboratory procedure or category of procedures not authorized in
its license.

16. The commissioner, before refusing to grant a license or
before suspending, limiting or revoking a license previously
granted shall give notice to the applicant or licensee personally, or
by mail addressed to him at his last known address, and afford him
an opportunity to be heard with respect thereto at a time and place
specified in such notice. Such applicant or licensee shall have the
right to be heard in person or through an attorney, and to offer
evidence pertinent to the subject of the hearing. A duly certified
copy of the order of the commissioner issned as a result of such
hearing shall be served on the applicant or the licensee by mail
personally addressed to him at his last known address, except if
such applicant or licensee be a corporation then the order shall be
served in the same manner upon any officer or registered agent of
the corporation.

If the commissioner shall have reason to believe that a condition
exists or has occurred at a laboratory, in violation of the provisions
of this act or the rules and regulations promulgated hereunder,
which condition poses an imminent threat to the public health,
safety or welfare, he may summarily suspend the license of the
laboratory without a hearing and may order immediate correction
of such violation as a prerequisite of reinstatement of licensure.
If a licensee that is subjected to summary suspension shall deny
that a violation exists or has occurred, he shall have the right to
apply to the commissioner for a hearing. Such hearing shall be

held and a decision rendered within 48 hours or receipt of said
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17. No person shall:

a. Operate, maintain, direct, or engage in the business of operat-
ing a clinical laboratory, as herein defined, unless he has obtained
a clinical laboratory license from the department, or is exempt
under the provisions of this act.

b. Collect or receive specimens for analysis by an unlicensed
laboratory.

c. Accept specimens for tests from and make reports to persons
who are not legally qualified or authorized to submit specimens to
clinical laboratories and to receive such reports, but this shall not
prohibit the referral of specimens from one licensed clinical labora-
tory to another similarly licensed under the laws of the state in
which it is located, providing the report indicates clearly the
clinical laboratory performing the test and the name of the director
of such clinical laboratory.

d. Either personally, or through an agent, solicit referral of
specimens to his or any other clinical laboratory or contract to
perform clinical laboratory examinations of specimens in a manner
which offers or implies an offer of rebates to a person or persons
submitting specimens, other fee-splitting inducements, participa-
tion in any fee-splitting arrangements or other unearned
remuneration.

e. Obstruct or interfere with the department or any officer or
employee thereof in the performance of any duty imposed by this
act.

18. Any person convicted of violating any provision of this act
or of any rule or regulation adopted hereunder shall be subject to
a penalty of not less than $100.00 nor more than $1,000.00 for each
violation. The penalty shall be collected, and enforced in summary
proceedings under the Penalty Enforcement Law (N. J. S. 2A:58-1
et seq.).

19. Any violation or threatened violation of any provision of
this act or of any rule or regulation adopted hereunder may be
restrained by the Superior Court in an action brought for such
purpose by the Attorney General on behalf of the department.

20. If any provision of this act, or any application of any pro-
vision, is held invalid, the invalidity shall not affect other applica-
tions of the provision, or other provisions of the act, which reason-

ably can be given effect despite the invalidity. To this end, the
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22. Section 22 of P. L. 1953, c. 420 (C. 45:9-42.22) is amended to

read as follows:

22. The following shall be considered as unprofessional and
uncthical conduct within the meaning of said terms as set forth in
section 13 (e) of this act:

a. The violating or attempting to violate, directly or indirectly,
or assisting in or abetting the violation of or conspiring to violate
any provision of this act.

[b. Displaying or listing one’s name in any city, commercial,
telephone or public directory in a manner different or distinet from
other listings therein or under a listing other than a bio-analytical
laboratory. (Such as the use of display, bold face or block type.)
It shall not be construed as unprofessional or unethical conduct to
make use of two paid lines in the telephone directory in order to an-
nounce office hours or, if only a specialty is practiced, to so state
in an additional line.

c. Displaying or listing prices or fees for laboratory services.

d. Advertising by a bio-analytical laboratory director of the
prices or charges to be made, the character or accuracy of his work,
or advertising that he would perform laboratory services free of
charge, or on credit or installments, or at reduced or special fees,
or anything similar to the foregoing, by means of circulars, cards,
signs, posters or pictures, or by advertising in newspapers, maga-
zines, or other publications or by projections by means of light,
rays, electronics, crier, radio broadcasting, television or by use of
advertising solicitor or publicity agent, or any other advertising
media, or using his name or permitting the use of his name as a
bio-analytical laboratory director, directly or indirectly, in the sale
of advertising to the public of bio-analytical laboratory products or
work. The foregoing portion of this section shall not be construed
as prohibiting personal and direct announcements to a licensed
practitioner of any of the healing arts of the services rendered by a
bio-analytical laboratory, or such other pertinent, scientific ma-
terial as may be of interest to such practitioner; provided, how-
ever, that no statements concerning the performance of laboratory
services free of charge, or on credit or installments, or at reduced

or special fees, or anything similar to the foregoing be made, or
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card containing such announcement, together with his name, pro-
fession, title, degrec, Iaboratory location, office hours, telephone
number, and residence address and telephone number, if desired,
and may insert such announcement (2 inches by two columns) in a
newspaper for a period not exceeding 1 month; provided, further,
that a licensee may display his name or the laboratory name, or
both, on the premises where the laboratory is located and upon the
windows or doors thereof, and by one doorplate, and upon a name
or oflice directory where the information is limited to that of a
business card, but no licensee shall use more than a total of three
signs visible from the street, and such signs shall be separated
from each other and each sign shall not exceed an overall area of
360 square inches or 30 inches in width, but when such sign is above
second-floor level, it shall not exceed an overall arca of 504 square
inches or 42 inches in width, nor shall the lettering of such signs be
larger than § inches in height. Any announcement, permitted by
the provisions of this paragraph, which is false or misleading shall
also be considered unethical and unprofessional conduct.]

***b. Deleted by amendment.

c. Deleted by amendment.

d. Delcted by amendment.***

[c.] *[b.}* *e.* Using, displaying or listing the name of a
deceased bio-analytical laboratory director of this State by a regis-
tered bio-analyvtical laboratory in connection with its practice for a
period of more than 1 year after the death of a bio-analytical
laboratory director.

[£] *[c.3* *f.* Using, displayving, or listing the name of a bio-
analytical laboratory director who has retired from active practice,
or who has sold his practice, or has moved to another state and is in
practice in that state, by a registered bio-analytical laboratory
director in connection with his practice for a period of more than
1 year after such retirement, sale or removal.

[2] *[4.3* *¢.* Practices involving rebates and discounts, or
other financial inducements for the obtaining of referrals, either
direct or indirect, shall be considered unprofessional and unethical
practice.

[h.3 *[e.3* *.* Conduct, which, in the opinion of the board, dis-

analifieq a licensee fo practice with safetv to the public.
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Guvernor Brendan Byrme signed into law W=dozsday a bill to provids z:tat-
regulacion of ciinical lahoratories.

The bill, A-2329, sponsorad by Assemblyman Themas J. Deverin, D-Middlesex,
provides for the licensing and regulation of clinical laboratories by the State
Pepartment of Health.

"For the first time, the Department will bz able to establish performance
1

standards in an area which has been subjesct to abuse in New Jersey,' said

Byrne. ""There has been continuing evidence ovar the past sevaral years that some

| laboratories are inadequate and that these inadequacies have jeopardizad the

health of our citizens.”

The measure provides that the standards set by tha D2partmsnt shall be
equal to or highecr than the standards in effect in the federal law to regulate
clinical laboratories which deal in interstatz commerce.

The bill also calls on the Department to test the proficisncy of clinical
laboratories to determine if the standards are being met, and to develop
consultation and training programs to improve the quality of performance at
laboratories.

The measure empowers cthe State Health Commission to suspend cr revoka a
license for violations of the law.

A-/657
Byrne also signed into law a bill which authorizes municipal plurbing

inspectors to inspect and approve or disapprove the instailation of propane

-gas equipment into residential buildings.

The measure, sponsored by Assemblyman Daniel F. Newman, D-Ocean, provides

that the municipal inspector may make the inspactions according to the standaids

establishad by the Department of Labor and lodustry and the State Police.
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