DEPARTMENT OF HEALTH AND MENTAL HYGIENE
BOARD OF HEALTH
NOTICE OF ADOPTION
OF AMENDMENTS TO ARTICLES 11, 45 AND 49
OF THE NEW YORK CITY HEALTH CODE

In compliance with §1043(b) of the New York City Charter and pursuant to the authority granted
to the Board of Health by §558 of said Charter, a notice of intention to amend §§11.03, 11.47, 45.09 and
49.06, and repeal of §11.48, of the New York City Health Code with respect to diagnostic testing for
tuberculosis was published September 29, 2006 in the City Record, and a public hearing was held on
October 31, 2006. No persons testified, and no written comments were received. At its meeting on
December 5, 2006 the Board of Health adopted the following resolution.

STATUTORY AUTHORITY

These amendments to the New York City Health Code (“Health Code™) are promulgated pursuant
to §§556, 558 and 1043 of the New York City Charter (“Charter”). Section 556 of the Charter grants the
Department of Health and Mental Hygiene (the “Department”) jurisdiction to regulate matters affecting
health in the City of New York. Section 558(b) and (¢) of the Charter empowers the Board of Health to
amend the Health Code and to include in the Health Code all matters to which the Department’s authority
extends. Section 1043 of the Charter grants the Department rule making powers.

STATEMENT OF BASIS AND PURPOSE

In the City of New York, the Department’s Bureau of Tuberculosis Control is responsible for
carrying out the Department’s duties under the Public Health Law, Charter, Health Code and State
Sanitary Code of preventing transmission of tuberculosis (TB) disease and securing treatment for persons
who have or are suspected of having TB. While the Department has been highly successful during the
past decade in controlling TB transmission, including transmission of disease caused by highly resistant
strains of TB, the challenge for the Department is to identify and prevent further illness from developing
in populations currently at highest risk for TB exposure and disease. A first step in such efforts is testing
for TB infection and use of an accurate test is essential. When active disease is ruled out in a person with
positive test results, the Department recommends that such persons receive treatment for latent TB
infection (LTBI) to prevent future development of active disease.

The tuberculin skin test administered by the Mantoux method (TST) has been used to screen for
Mycobacterium tuberculosis infection for over a century. However, the TST has several disadvantages
and there has been much interest in developing a new test to better detect TB infection.! Recently a new
blood-based test, QuantiFERON®—TB Gold (QFT-G; Cellestis Limited, Carnegie, Victoria, Australia),
was approved by the U.S. Food and Drug Administration (FDA). The U.S. Centers for Disease Control
and Prevention (CDC) released guidelines in December 2005 that stated that QFT-G can be used in all
settings in which the TST is used.” QFT-G is an enzyme-linked immunosorbent assay (ELISA) that
detects the release of interferon-gamma (IFN-y) in whole blood from sensitized persons when it is
incubated with mixtures of synthetic peptides that simulate proteins present in M. tuberculosis. QFT-G
has shown similar sensitivity and better specificity than the TST.*® Additionally, QFT-G results are not
subjective like the TST and the test only requires one patient visit. Two other blood-based TB tests,
including a new version of QFT-G, are currently being reviewed by the FDA and are expected to receive
approval in the near future. There has been increasing demand for QFT-G in the community and soon it
likely will be offered by many non-DOHMH providers. Blood-based tests are expected to become the
standard means of detecting TB infection. Therefore, it is important that the Health Code reflect the



availability of these tests and the change in TB control practice.

Accordingly, all provisions of the Health Code that pertain to tuberculosis testing, currently only
referring to skin testing, are being amended to allow use of both tuberculin skin testing administered by
the Mantoux method and the new FDA approved blood-based tuberculosis diagnostic test, or any other
FDA approved blood-based test. The affected provisions include §11.03 (“Diseases and conditions
reportable”) and §11.47 (“Tuberculosis; reporting, examination, exclusion, removal and detention) in
Article 11 (Reportable Diseases and Conditions™); §45.09 (“Staff”) in Article 49 (“General Provisions
Governing Schools and Children’s Institutions™) and §49.06 (“Mandatory tuberculosis examination”) in
Article 49 (“Schools”). Amendments to provisions relating to required tuberculosis examinations for day
care services staff in Article 47 were adopted by the Board of Health at its June, 2006 meeting.

Additionally, the tuberculosis examination requirement for home employees in §11.48 (“Home
Employees; testing for tuberculosis; referral.”) has been repealed, as no longer serving any substantive
public health purpose. Since 1974, this provision has required that home employees, working for eight or
more hours weekly in a household occupied by children aged six and under have pre-employment and
annual tuberculin skin tests. The tested employee is required to present to the employer a written
certification from a physician indicating that he or she is “free of tuberculosis in a communicable form.”
Although §11.48 (c) requires this certification to be retained by the employee and “exhibited to a duly
designated representative of the Department on request,” it is impossible to know if this testing
requirement has been complied with in any regard. Moreover, the current view of the purpose of
conducting screening for tuberculosis infection is to identify individuals with latent infection in order to
provide treatment to prevent active tuberculosis disease. Although Department records show that there
are, on average, four cases of active tuberculosis per year reported as occurring among private home
employees, none of these cases were reported as a result of pre-employment or annual screening.
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STATEMENT PURSUANT TO SECTION 1042- REGULATORY AGENDA

This proposal was not included in the Regulatory Agenda because it is the result of recent
analysis by the Department.



The proposal is as follows:

Note- matter in brackets [ ] to be deleted

matter underlined is new

RESOLVED, that paragraph (6) of subdivision (a) of section 11.03 of the New York City Health
Code, set forth in title 24 of the Rules of the City of New York, as amended by resolution adopted on the
sixteenth day of June, two thousand and six, be and the same hereby is amended, to be printed together
with explanatory notes, to read as follows:
§11.03 Diseases and conditions reportable.

* * *

Tuberculosis, as demonstrated by:

* * *

(6) Positive reaction to the [purified protein derivative (PPD)] tuberculin skin test administered by the

Mantoux [test] method or a positive result for a U.S. Food and Drug Administration approved blood-

based tuberculosis diagnostic test in a child less than five years of age, regardless of whether such person

has had a BCG vaccination.
Tularemia
% % %
Notes: Subsection (a) of §11.03 was further amended by resolution adopted on December 5, 2006 to add
to the definition of tuberculosis a positive result in a U.S. Food and Drug Administration approved blood-

based tuberculosis diagnostic test in a child under five years of age.

RESOLVED, that subsection (b) of section 11.47 of the New York City Health Code, set forth in
title 24 of the Rules of the City of New York, as added by resolution adopted on the ninth of March,
nineteen hundred ninety-three, be and the same hereby is, amended, to be printed together with
explanatory notes, to read as follows:

§11.47 Tuberculosis; reporting, examination, exclusion, removal and detention.
* * *
(b) A physician who attends a case of active tuberculosis shall examine or cause all household contacts to
be examined or shall refer them to the Department for examination. The physician shall promptly notify
the Department of such referral. When required by the Department, non-household contacts and
household contacts not examined by a physician shall submit to examination by the Department. An

examination required by this section shall include such tests as may be necessary to diagnose the presence



of tuberculosis, including but not limited to [tuberculin tests] tuberculin skin tests administered by the
Mantoux method or U.S. Food and Drug Administration approved blood-based tuberculosis diagnostic
tests, and where indicated, laboratory examinations, and x-rays. If any suspicious abnormality is found,
steps satisfactory to the Department shall be taken to refer the person promptly to a physician or
appropriate medical facility for further investigation and, if necessary, treatment. Contacts shall be re-
examined at such times and in such manner as the Department may require. When requested by the
Department, a physician shall report the results of any examination of a contact.
% % *

Notes: Subdivision (b) of §11.47 was amended by resolution adopted on December 5, 2006 to add that
examinations of contacts may include either a U.S. Food and Drug Administration approved blood-based

tuberculosis diagnostic test or a tuberculin skin test.

RESOLVED, that section 11.48 of the New York City Health Code, set forth in title 24 of the
Rules of the City of New York, as added by resolution adopted on the nineteenth of December, nineteen
hundred seventy-four, be and the same hereby is, repealed.

[§11.48 Home employees; testing for tuberculosis; referral.]

RESOLVED, that the listing of section headings in Article 11 of the New York City Health
Code, set forth in title 24 of the Rules of the City of New York, as amended by resolution adopted on the
fourth of December, two thousand one, be further amended, to be printed together with explanatory notes
as follows:
Article 11
Reportable Diseases and Conditions
* * *
§11.47 Tuberculosis; reporting, examination, exclusion, removal and detention.
§11.48 Home Employees; testing for tuberculosis; referral. - Repealed
§11.49 Typhoid fever; isolation and exclusion.
k * %
Notes: Section 11.48 (“Home Employees; testing for tuberculosis; referral”’) was repealed by resolution
adopted on December 5, 2006. This provision required pre-employment and annual tuberculosis testing of
such employees to determine if they are “free of tuberculosis in a communicable form.” The current view
of the purpose of screening for tuberculosis infection is to identify individuals with latent infection in
order to provide treatment to prevent active tuberculosis disease. None of the Department reports of active

tuberculosis disease occurring in home employees, approximately four cases per year, resulted from pre-



employment or annual screening, and the provision no longer appears to serve any substantive public

health purpose.

RESOLVED, that subsection (c) of §45.09 of the New York City Health Code, set forth in title
24 of the Rules of the City of New York, as amended by resolution adopted on the twelfth of December,
two thousand and two, be and the same hereby is, amended, to be printed together with explanatory notes,
to read as follows
§45.09 Staff

% k *
(c) A person in charge, teacher, volunteer worker or any other person who regularly associates with
children shall not be permitted to work in a school, children’s institution, or public or private high school
nor shall any person [who is a member of] employed by the Department of Parks and Recreation [in the
Recreational Occupational Group, as defined in the Rules of the Civil Service Commission, and] who
regularly associates with children under the age of sixteen years in the course of an organized recreational

or play program be permitted to work with such children unless a tuberculin skin test administered by the

Mantoux method (“tuberculin skin test™) or a U.S. Food and Drug Administration (“FDA”) approved

blood-based tuberculosis diagnostic test is performed before he or she begins employment and thereafter

at such intervals as may be prescribed by the Department as necessary for the protection of children,
subject to the following conditions.

(1) The tuberculin skin test or FDA approved blood-based tuberculosis diagnostic test shall be

administered and interpreted either by the Health Department or by a private physician. If the tuberculin

skin test or FDA approved blood-based tuberculosis diagnostic test shall be administered and interpreted

by a private physician, it shall be administered and interpreted in accordance with such criteria as may be
established by the Department to insure the accuracy of the results of such test. If the [person does not

react to the ] tuberculin skin test or FDA approved blood-based tuberculosis diagnostic test is negative, X-

ray examination will not be necessary. If the [person reacts to the] tuberculin skin test or FDA approved

blood-based tuberculosis diagnostic test is positive, [he] the person shall be X-rayed. The X-ray film shall

either be taken by the Department or by a private physician. Such film shall be interpreted independently
by at least two qualified interpreters of chest X-rays as defined by §1.03(q) of this Code. If an X-ray film
is taken by a private physician, a report containing an interpretation of such film shall be specifically
identified and submitted to the Department together with certificates on forms furnished by the
Department. If the Department requires, the person shall be given further medical and laboratory
examination and treatment, if deemed necessary by the Department.

(2) If the [person does not react to the] person’s tuberculin skin test or FDA approved blood-based




tuberculosis diagnostic test result is negative or if the [person reacts to the] person’s tuberculin skin test or

FDA blood-based tuberculosis diagnostic test result is positive but a satisfactory X-ray film has been

taken or a satisfactory X-ray report has been received by the Department, and he or she is deemed by the

Department as not requiring further medical or laboratory examinations, a certificate of compliance shall
be issued by the Department and kept on file by the school, children’s institution, or public or private high
school so long as the person is employed and two years thereafter.

(3) The requirement for a tuberculin skin test or FDA approved blood-based tuberculosis diagnostic test

shall not apply when a person presents satisfactory proof that he or she (a) was treated for or diagnosed as

having tuberculosis in the past, or (b) had reacted positively to a tuberculin skin test or FDA approved

blood-based tuberculosis diagnostic test or (c) had a BCG vaccination within the five years immediately

preceding such employment, in which case a chest X-ray shall be taken in lieu thereof, in accordance with
the provisions of subdivision (1) of this subsection.

Notes: Subsection (c) was amended by resolution adopted on December 5, 2006 to allow use of both FDA
approved blood-based tuberculosis diagnostic and tuberculin skin tests to be used for diagnosing

tuberculosis infection.

RESOLVED, that §49.06 of the New York City Health Code, set forth in title 24 of the Rules of
the City of New York, as last amended by resolution adopted on the tenth of June, nineteen hundred
ninety-six, be, and the same hereby is, amended to be printed with explanatory notes, to read as follows:
§49.06 Mandatory tuberculosis examination for students.

(a) As used in this section, unless the context requires otherwise:
(1) The term “certificate of tuberculosis examination” shall mean a form, acceptable to the Department
which includes:

* % *

(iv) The type of [skin] tuberculosis test administered to said person;
(v) The date the [skin] tuberculosis test was administered;

(vi) The date of reading the reaction to the skin test or the date of specimen collection for a blood-

based tuberculosis test;

(vii) The reaction to the skin test recorded in millimeters or the result of a blood-based tuberculosis

test, and the interpretation of either test result as positive or negative;

* * *

(x) The name and address of the physician or agency administering the [skin] test for tuberculosis

infection and, if necessary, the chest x-ray if different;

* * *



(9) The term “blood-based tuberculosis test” shall mean and include any blood-based test that is

approved for use by the U.S. Food and Drug Administration for detecting tuberculosis infection.

[(9)] (10) The term “tuberculosis examination” shall mean and include the administration, and

reading between 48 and 72 hours of administration, of a skin test or the administration of a blood-based

tuberculosis test and, if there is a significant reaction to the skin test or if the blood-based test is positive,

the administration and reading of a chest x-ray within 14 days of the reading of a significant reaction to

the skin test or the receipt of the positive blood-based test result.

* * *

(c) If, during the 14 day period specified in subsection (b) above, the person in parental relation to the
new entrant child can furnish a certificate of tuberculosis examination showing a significant reaction to

the skin test or a positive blood-based tuberculosis test result but no reading of a chest x-ray, the new

entrant child may continue to attend school for an additional 14 days. If, during said additional 14 day
period, the person in parental relation to the new entrant child does not furnish a certificate of tuberculosis
examination showing a reading of a chest x-ray, the principal or person in charge of the school shall
exclude said new entrant child from continued school attendance until such time as a complete certificate
is furnished.

* * *
(f)(1) By October 30" of each year the principal or person in charge of a secondary school shall file with
the Department’s Bureau of Tuberculosis Control a report, covering the period of September 1 to October
15 of that year, which shall include:

* * *

(i1) the number of new entrants, by age group and country of birth, who fulfilled the requirements of

this section, including the number of such children with negative skin or blood-based tuberculosis tests

and the number with [significant reaction skin] positive skin or blood-based tuberculosis tests with both

normal and abnormal chest x-ray readings;
Notes: Section 49.06 was further amended by resolution adopted on December 5, 2006 to authorize
diagnostic testing for tuberculosis infection by both a U.S. Food and Drug Administration approved

blood-based test and a tuberculin skin test.
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