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areas, and thetefore, this regulation does not require a rurai area flexibility
analysis.

Job Immpact Statement

The Department of Environmental Conservation has determined that this
rule-making will have no negative effects on jobs or employment opportu-
nities and therefore does not require a job impact statement. There are no
additional regulations being proposed; only adminiserative changes and
minor season adjustments.

PROPOSED RULE MAKING
NO HEARING(S) SCHEDULED

Ambient Water Quality Standards and Groundwater Effluent
Limitations .
L.D. No. ENV-51-98-00016-P

PURSUANT TO THE PROVISIONS OF THE State Administrative Pro-
cedure Act, NOTICE is hereby given of the following proposed rule:
Proposed action: This is a consensus rule making to amend Parts 700,
702 and 703 of Tide 6 NYCRR.
Statutory authority: Environmental Conservation Law, sections 3-
0301.2.m, 15-0313 and 17-0301
Subject: Ambient water quality standards and groundwater effluent limi-
tations.
Purpose: To correct and clarify aspects of Parts 700, 702 and 703 that
result from the amendment of those Parts effective March 12, 1998,
Text of proposed rufe: Existing paragraph 702.16(c)1) is AMENDED to
read as follows:
702.16(cX1) Groundwater effiuent limitations are provided in Table 3
of section 703.5(c) of this Tite. For those substances not included in Table
3 of section 703.6(e) of this Tide and for which a guidance value has been
derived as provided in section 702.15(a) or section 702.15(f) of this Par.
the groundwater effluent limitatton shall be equal to the guidance value.
Existing paragraph 702.19(a)(1) is AMENEPED to read as follows:
(a}(1) An applicant for a SPDES permit or a SPDES permittee may
make written application for a modification of a groundwater effluent
limitation lisied in Table 3 of section 703.6(¢) af this Title or established
pursuant to section 702.16(c)(1) of this Part.
Existing subdivision 702.19(b) is AMENDED to read as follows:
Where a request for a [variance] modification of a groundwater gffluent
limitation satisfies the requirements of this section, the department shall
authorize the {variance] modification through the SPDES pemit The
- {variance] modificarion request shall be available to the public for review
during the public notice period for the permit. The permit shall contain ail
conditions needed to implement the (variance] modification.
The enuy for “Cyanide” in Table 1 of 703.5 is AMENDED as follows:
The Basis Code for the H(WS) Type standards is “B” instead of “H.”
In the entry for “Principal organic contaminant” in Table 1 of 703.5, the
second paragraph under “Remarks” is AMENDED ta read asg follows:
For the convenience of the reader, the principal organic contaminant stan-
dard of 5 ug/L (Basis Code ) is listed in this Table for some bur not atl
substances [that also have standards for surface water.] regulated by this
standard.
The entry for “Chlorinated dibenzo-p-dioxins and Chlorinated
dibenzofurans” in Tabie 3 of 703.6{(¢) is AMENDED as follows:
An asterisk is added to the effluent limitation and the following Remark is
added:
Remark: *Value is for the total of the chiorinated dibenzo-p-dioxins and
chlorinated dibenzofurans as equivalents of 23,7 8-tetrachlorodibenzo-p
dioxin (2,3.7,8-TCDD) as specified by the Class GA H(WS) standard in
Table I of sectiorn 703.5 of this Part.
Footnote 3 of Table 3 of 703.6{(¢) is AMENDED to read as follows:
3. Refer to groundwater effluent {standard] limitarion for “Phenolic com-
pounds (totai phenois).”
Text of proposed rule and any required statements and anaiyses may
be obtained from: Scott Stoner, Department of Environmental Conserva-
tiort, 50 Wolf Rd., Albany, NY 12233-3502, (518) 485-5824
Data, views or arguments may be submitted fo: Same as above.
Public comment-will be received until: 45 days after publication of this
ngtice. .
This action was not under consideration at the time this agency’s
regulatory sgeoda was submitted,

Conseasus Rule MakingJDetermination
8

As described under “Purpose.” the proposed revisions to sections 702,19,
703.5 Table 1 and 703.6 Table 3 merely clarify or correct existing regula.
tiens.

The proposed revision to section 702.16 does not create new autharity 1o
csr.ablish‘groundwatcr cffluent limitations where Aesthetic Type ground-
water guidance values exist, but restores the previously existing specifica-
ti:]n that the magnitude of such limitations be set equal to the guidance
value.

As shown in the Combined Regulatory Impact and Draft Environmental
Impact Statement for the March 1998 amendments, no regulatory impact is
auributed to the provisions concerning the Grear Lakes System, irrespec-
tve of the water bodies included.

Thus, with no regulatory impact nor impact upon jobs (see statement
below), the Department concludes that no person is likely to object to the
rule as writien.

Job Impact Statement

As described under “Purpose,” the proposed revisions to sections 702.19,
703.5 Table | and 703.6 Table 3 merely clarify or correct existing regula-
tions.

The proposed revision to section 702.16 does not create new authority o
establish groundwater effluent limitations where Aesthetic Type ground-
water guidance values exist, but restores the previously existing specifica-
tion that the magnitude of such limitations be sct equal to the guidance
value.

As shown in the Combined Regulatory Impact and Draft Environmental
Impact Statement for the March 1998 amendments, no regulatory impact is
atributed to the provisions conceming the Great Lakes System, irrespec-
tive of the water bodies included.

Because there is no regulatory impact from this amendment, the Depart-
ment coricludes that there will be no effect on jobs or employment opport-
nities, Thus. it is not necessary to submit a job impact statement (JIS) for
this rule making.

Department of Health

PROPOSED RULE MAKING
NO HEARING(S) SCHEDULED

Expedited HIV Testing of Women and Newborns
LD. No. HLT-51-98-00007-P

PURSUANT TO THE PROVISIONS OF THE State Administrative Pro-
cedure Act, NOTICE is hereby given of the following proposed ruie:
Proposed action: Amendment of sections 58-8.1, 58-8.2, 58-8.3 and 69-
1.3 of Tite 10 NYCRR.
Statutory authority: Public Health Law, sections 576, 2500-a and 2500-f
Subject: Expedited HIV testing of women and newboms.
Purpose: To insure that women with unknown HIV status receive expe-
dited HIV testing for themseives or on their newboms in order to identify
persons at risk and provide appropriate care,
Text of proposed rule: Subdivision (1) of section 69-1.3 is amended by
adding a new paragraph.(2) and existing paragraphs (2} through (6) are
renumbered (3) through (7) respectively as follows:

Section 69-1.3 Responsibilities of the chicf exccutive officer.

EE L LS

(1) In addition to all applicable preceding requirements for HIV testing
the following specific proceduras shall be carried out: "

(1) obtain a history of HIV testing and weatment from the mother o
enabie counseling consistent with such history and knowledge of her own
HIV starus, and document such history in the medicat record;

(2) if no HIV test result obtained during the current pregnancy is
available for the mother not knawn to be HIV infected. arrange an immedi-
ate screening test of the mother with her consent ar of her newborn for HIV
antibody with results available as soon as practicable, but in no event
longer than 48 hours; :

(23} {3) the newborn HIV test result shall be maintained securely
and confidentally in the medical record of the newborn in accordance with
Public Health Law, Article 27-F; ’

¢
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(3] 14) the chief executive officer or his designee shall ransmit to
the responsible physician a copy of the newbom’s HIV test result, and, at
the request of the responsible physician, shall transmit the result to an HIV
specializcd care center: -

[(#)] (5] make referrals as necessary for foliow-up of HIV positive
gewborns who cannot be located; ‘

((3)} (6) ensure that data rcc;uqud_ by the department f_or program
svaluation and, in the case of HIV positive newborns, for patient follow-
up. is coilected and provided to authorized staff at d_]c dcpartmcm‘.' and

’ ((6)} (7) submit 10 the department information on the prior ﬂIV
testing and treamment history of the mother for ‘thc purpases of mCdIC?.l
audits: such information shall be kept confidential as required by Public
Health Law, section 206(14)- I - B

A new subdivision (i) is added o section 58-8.1 and existing subdivi-
ston (i) is relettered subdivision a, to read as follows:

Section 58-8.1 Definitions.

e

(i) Preliminary finding of HIV infection means results of aniibody
screening that have been neither substantiated nor refuted by HIV confir-
matory tesrng. : X ‘ o o

((i2](/) Repeatedly reactive means having an activity/reactivity at
feast equal 10 the minimum significanc level of activity (cut-off) estab-
lished by the laboratory for the procedure on two of two tesis, or two of
three (esis.

Subdivision (d) of section 58-8.2 is amended to read as foilows:
58-8.2 General requirements.

N

{d) [Tn addition to0 manufacwrer-recommended controis or calibrators
used as conwols, a] A weakly reactive control shall be included with each
HIV tast plate, tray or batch. :

Subdivision {d) of secdon 58-8.3 is amended 1o read as follows:

58-8.3 HIV diagnastic testing.

Ltk 2

(d) No laboratary shall natify a physician or other authorized persons
that a specimen is reactive or an HIV test result is positive prior to
receiving the results of HIV confirmatory tEsting, except for antibody
screening tests where notification of a preliminary finding of HIV infecrion
is requested by the physician or other authorized person as part of the
written request for such testing. Confirmatary testing must be carried our
in all cases where notification of a preliminary finding of HIV infection is
made.

Text of proposed rule and any required statemegts and apalyses may
be obtained from: William Johnson, Department of Health, Division of
Legal Affairs, Office of Regulatory Reform, Corning Tower, Rm. 2415,
Empire State Plaza, Alpany, NY 12237, (518) 473-7488, FAX: (518) 486-
4834, E-mail: BO019b@health.state.ny.us

Data, views or arguments may be submitted to: Same as above.
Public comment will be received until: 45 days after publication of this
notice.

This action was nol under consideration at the time this agency’s
reguiatory agenda was submitted.

Regulatory Impact Statement

Stamstory Authority:

Public Health Law (PHL) section 2500-f requires the commissioner to
promulgate reguiations to implement 2 comprehensive program for the
westing of newborns for HIV and/or the presence of HIV antibodies. The
proposed regulations amend the current comprehensive program in re-
sponse to recent advances in medical knowledge. PHL section 576 autho-
rizes the department to “adopt and amend rules and regulations to effectu-
aw the provisions and proposals” of Aricle 5. Title 5 “Laboratory-
Services” which includes promoting public health.

Legislative Objectives: :

In the memorandum accompanying the comprehensive newbom test-
ing bilt (A. 4113-¢, 5. 7725), the legislarure indicated its purpose was “to
ensure that newborns who are bom exposed to HIV receive prompt and
immediate care and treatment and counseling that ¢an enhance, prolong
and passibly save their lives,” The proposed amendments to 10 NYCRR,
Subparts 69-1 and 58-8 will ensure that the HIV exposure status is availa-
ble for all newboms whose mothers have not been tested for HIV or for
whom ‘HIV test results are not available-at-delivery. This- will- provide

medical providers and patiemts with critical information necessary for
decisions concerning the clinically appropriate administration of
zidovudine within 48 hours after birth thereby preventing HIV transmis-
sion in many cases.
Needs and Benefits:

Transmission of HIV from mother to newbom can be prevented
many cases by administration of zidovudine which is recommended to be
given to the mother starting during the second trimester of pregnancy.
continted during labor, and given to the newborn after birth. Despite
efforts to encourage universal prenatal HIV counseling and testing, pre-
liminary data available at the time of defivery and submitted by birth
hospitals with the newbormn HIV test specimen indicate that aimost half of
all mothers in the delivery setting, and 51% of KIV mothers ultimately
found to be HIV positive, do not have an HIV test result from the cument
pregnancy. This represents a missed oppormnity (o prevent HIV transmis-
sion.

Several major advances in medical knowledge about perinatal HIV
transmisston, HIV testing and HIV weatment have occurred since the

" current newbom HIV testing program was begun in February 1997, re.

flecting the rapidly changing environment of HIV prevention and care.
Key new findings of a recent Department of Health sudy indicate that
mathers who began zidovudine during labor and delivery had almost the
same reduction in HIV transmission as wornen who began in prenatal care.
and newborns whose mothers had not taken zidovudine and who began
therapy in the first 48 hours of life experienced a significant reduction in
HIV transmission.

The U.S. Public Health Service has recommended that screening HIV
test resuits be used, prior o confirmartory testing, in situations where tested
persons would benefit fram this knowledge of their HIV status, The labor
and delivery setting is specifically mentioned as one setting where such
testing might be appropriate. The proposed regulation requires hospitals,
birthing centers and birth attendants to arrange immediate HIV testing of
the mother, with her consent, or her newbom, with results as soon as
practicable but in no event longer than 48 hours. There is precedent for
requiring the immediate provision of test results in the delivery setung in
the perinatal hepatitis B prevention program authorized by PHL section
2500-c. The proposed regulations make possibie the idensification of ail
newboms exposed to HIV at a time when therapy may prevent HIvV
Tansmission.

The amendments to Subpart 58-1 would allow licensed laboratories to
provide preliminary HIV results to providers before such resuits are con-
firmed by subsequent testing. This is necessary due to technological and
time constraints. The amendments also update the regulations with cespect
1o use of control samples. Laboratories are required to include in every test
run-a control which monitors the sensitivity of the assay and the rechnicat
performance of the assay. Some manufacturers are now including such a
control with the test kit If a kit control is in the low-positive range of the
assay and serves as a sensitivity monitor as well as a performance monitar,
2 laboratory does not need to include an additional conmol intended to
menitor the same parameters.

Costs:
Casts to State and Local Governments:

Costs to the State are discussed in the Costs to the Department of
Health, which are reduced by the savings to the State and local govern-
ments in the Medicaid program. Medicaid costs will be reduced due w0
fawer incidences of transmission of HIV to newboms. Local governments
operating medical facilities will incur costs described in the section on
Costs to Regulated Parties noted below.

Costs to Regulated Parties:

Components of the cost would include: (1) time spent by providers
drafting protocol for expedited HIV testing in the labor and delivery
setting; and (2) obtaining and submitting the blood specimen in cases
where a prenatal HIV test was not done or the result is not available, Under
the proposed regulation, staff at these locations would have to offer these
mothers consented HIV testing, or submit a cord blood specimen from the

newborn for screening HIV testing, Testing would occur either at hospital-.

based laboratories or at commiercial laboratories. At current testing rates,
approximately 120,000 women or théir infants 2 year would be tested
under this program. All hospital laboratcries holding a Diagnostic Immu-
nology permit will be able to add HIV testing through a “fast-track™
mechanism cutlined below, or obtain HIV testing through the same referral
laboratories that they currentiy use for matemnity hepatitis B testing. At an
estimated cost of $52 per case for staff time and testing materials, totai cost
of the program would be $6.24 million per year statewide. This does not
include start up costs.for facilities instimting HIV testing faboratory ser-
vices, Such services would generate reventic from third party billing and
directly from the patients. Program costs will diminish as efforis ta en-
courage prenatal HIV counseling and testing are successful. All current
cost-saving initiatives will be continued under the new regulatory pro-

~ gram. These initiatives include special Medicaid payment rates at 24

9

65 HOVIH A0 INIWIHVAIQ FIVIS MHOA MIN



Rule Making Activities

NYS Register/December 23, 19

hospitals with high HIV incidence. The cost of confirmatory HIV (PCR}
esting wili also conunue to be provided free of charge at the Wadsworth
Laboratory.

Additional provider costs associated with testing are medically appro-
priate and must be considered part of labor and delivery costs. Preventing
HIV transmission is cost effective because of the high teatment costs for
HIV infected persons. Hospieal laboratories with a Diagnostic Immunol-
ogy permut will be able to add HIV testing via a “fast-track” application or
cbtain HIV testing through the same referral laboratories as matemity
hepatits B testing. Hospitals and birthing centers will realize savings as a
result of this program by not having 1o employ outreach staff to find
mothers after discharge since post test counseling can be done while the
mother is stll in the hospital.

PHL. requires all sites performing HIV antibody screening to hold a
permic in HIV testing. Of the 169 hospitals and birthing centers affected by
this amendment. only 24 cumentiy hold a pemit which includes HIV
westing. However, it is expected that any hospital or D&TC laboratory with
a permit in Diagnostic Immunology can be approved to perform HIV
screening with 2 minimum of cost and paperwork. There is no fee associ-
ated with addition of a test category 1o an existing permit. Approximately
240 hospitals currently hoid a Diagnostic Immunology category on their
NYS permit and could be “fast-racked"” for approval for HIV screening.
Many of these same facilities now provide on-site testing: for hepatitis B
under the prevention program authorized by PHL section 2500-¢, and most
likely have proceduras in place for perinatal testing, as well as qualified
personnel and the necessary eguipment to easily add HIV sereening to their
test menu. “Fast-tracking”™ of such laboratorics with previous diagnostic
serology experience, but without HIV testing, would require that the labo-
ratory validate the HIV test method on a swmtistically significant number of
known reactivity specimens and participate in proficiency testing. ft is
estimated that this could be accomplished in 2-3 months. Costs associated
with initiating HIV testing in a facility without an existing laboratory
infrastrucmure (i.e.. birthing center) would include a $1,100 permit fee and
minimally $4.000 in start-up costs for laboratory operation in additton to
new personnel costs. For these facilities, referral of specimens to an off-
site permit laboratory is an alternative. ™
Costs to the Department of Heaith:

The department will incur expenses related to staff time needed to HIV
testing applications which may be submitted by providers. No new staff
will be required. However, the State would realize savings under the
proposed program becausc fess staff tme will be required to assist in
locating mothers who have been lost to follow-up to provide newborn HIV
positive test results. In addition, the State will realize savings in the
Medicaid program because fewer HIV positive infants and children will
require care, -

Local Government Mandates:

These regulations will not impose any new program services, duties or
responsibilities upon any county, city, town, village, school distict. fire
district or other special district, except for those local governments operat-
ing hospitals with matemity services.

Paperwork:

HIV test requisition forms will need to be medified by adding one dara
element to permit a provider to request preliminary test resuits. Alterna-
tively, the providers may annotate the laboratory order form to request
preliminary test results or submit a cover leuer. Some paperwork will be
required of hospital laboratories if they choose o seck an HIV testing
permit.

Duplication:

None.
Alternatives:

One alternative considered involved decreasing the time o provide
newbormn HIV test results from the Wadsworth Laboratory. Currently, the
newborn blood specimen must be collected after 24 hours of age 1o maxi-
mize the chances of detecting other congenital abnormalities which are
tested. for using the same specimen. This 24-hour period pius additional
time necessary for specimen transport and testing does not permit remm
HIV test results within the first 48 hours of life. A second alternative
involved granting hospitals waivers from 48-hour testing if they demon-
strated that in a high percentage of cases in the delivery sctting relevant

maternal HIV test results were accessible or if hospitals demonstrated a -

low rate of HIV prevalence in women delivering in their facility. How-
ever. cither option would result in some HIV-exposed infants not being
detected in time to administer therapy to prevent HIV transmission.
Consequently, the department determined that the proposed regulation
was the best approach to protect the public health.

10

Federal Standards:

There are currently no Federai regulations retared to prenatal or a
borm testing. The Federal government has provided only recommendati
and guidelines for these activities.

Comptiance Schedule:

The proposed amendments are to take effect upon publication ¢
Notice of Adoption in the New York Stare Register.

Regulatory Flexibility Analysis
Effect on Small Businesses and Local Governments:

The proposed rule will impact an estirnated six hospitais and e:
birthing centars, which meet the definition of a small business (indep
dently owned and employs 100 or fewer individuals). No new costs o Ig
govermnments are anticipated, except for those operating hospitals «
matemity services. :
Compliance Requirements: {

The reporting. recordkeeping and other affirmative acts that impac
small businesses or local governments would have 1o undenake to com?
with this proposed rule include counseling the mother about the need;
expedited HIV testing. Current reguiations require hospital maternity s
vices and freestanding birthing centers o ensure that all mothers :
provided HIV counseling and informed that their newbomn will be tes
far HIV by the State’s newbom testing program. Facilities would-also he
to abtain and submit a blood specimen in cases where 2 prenatal HIV ¢
was not done or the result is not available. Under the proposed regulatic
staff at these [ocations would have to offer these mothers consented H
testing, or submit a cord blood specimen from the newborm for HIV tesu
and arrange HIV testing with preliminary results available within 48 hou
Testing would occur at hospital-based laboratories or at commercial lat
ratories.

Professional Services: :

[mpacted small businesses and local governments would need the sai
staff: health care providers (doctors, nurses, nurse practitioners, physiciz
assistants}, counseling and support staff, and laboratory staff, if conduct
|laboratory testing, as they currently employ. No additional staff would
needed.

Compliance Costs:

According to current data, fewer than 500 maternity patients
newborns per year in any hospital or birthing center operated by sm:
businesses and fewer than 1,000 per year at hospitals operated by loc
heaith departments wouid need to be provided 48-hour HIV testing. Tt
number will diminish as efforts 10 encourage prenatal HIV counseling ar
testing are successful. At an average cost of $32 per case requiring imm
diate HIV testing, the twotal cost would be less than $26,000 per sme
business owned faciiity and $52,000 per local government facility.
Economic and Technological Feasibility:

The proposed regulatory program is economically and technological’
feasible since it is not anticipated that additional staff would be require
and expedited testing is technologically available.

Minimizing Adverse Impact.

Additional provider costs associated with testing are medically appr
priate and must be considered part of tabor and delivery cosis. Preventin
HIV tansmission is cost effective because of the high meatment costs f¢
HIV infected persons. Hospital laboratories with a Diagnostic Immuno
ogy permit will be able to add HIV testing via a “fast-track”™ application
obtain HIV testing through the same referral laboratories as matemit
hepatitis B testing. Hospitals and birthing centers will realize savings as
result of this program by not having to employ outreach saff 1o fir
mothers after discharge since post test counseling can be done while o
mother is still in the hospital.

Smail Business and Local Government Participation:

In advance of publication, the proposed regulations were discussc
with representatives of the NYS Association of County Health Official
the Health Care Association of NYS, the Greater NY Hospitals Associ
tion and the NYC Health and Hospiral Corporation.

Rural Area Flexibiiity Analysis
Types and Estimated Numbers of Rural Arcas:

Forty-four counties meet the definition of a rural area (population le
than 200,000) and an additional 11 countiés have towns that are classific
as rural (towns with populations densitics of 200 persons or less per squa
mile). The proposed regulation applies to hospitals and birthing <ente .
statewide, and therefore, will impact those facilities located in rural are
in 55 counties. These facilities currently implement the Newbom Scree
ing Program, and the proposed regulation requires the expansion of t
program to require HIV testing within 48 hours in some instances.
Reporting, Recordkeeping and Other Compiiance Requirements:
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The ceporting, recordkeeping and other affirmative acts that will im-
act hospitals in rural areas would have 10 be undertaken [© comply with
this pmposcd rule. Current regulations require hospital maternity services
and freestanding birthing centers to ensure that all_ mothers are provided
HIV counseling and informed that their newborn will be tested for HIV by
the State’s acwborn testing program. Facilities must also obtain and submut
the blood specimen in cases where a prenatal HIV test was not done or the
result is not avaitable. Under the proposed regulation, staff at these loca-

. rions would have 10 affer these mothers consented HIV testing, or submit 2

cord blood specimen from the newborn for HIV testing. HIV testing must
pe armanged with preliminary results available within 48 hours. Testing
would occur at hospital-based laboratories or at commercial laboratories.
Professional Services:

Hospitals in rural areas would not need additional professional staff to
provide this additional service for women without known HIV test results.
Costs:

According to current daia fewer than 500 maternity patients or
gewboms in any hospital and birthing center operated in rural areas would
geed to be provided 48-hour HIV testing. This number will diminish as
efforts o encourage prenatal HIV counseling and testing are successful. At
an average cost of $52 per case requiring immediate HIV testing, the total
cost would be less than $26,000.

Minimizing Adverse Impact:

Additional provider costs associated with testing arc medically appro-
priate and must be considered part of labor and delivery costs. However,
preventing HIV transmission is cost effective because of the high cast of
wreatritent for HIV infection persons. Hospital laboratories with a Diagnos-
sic Immunology permit will be able to add HIV testing via “fast-wack”
application or obuain HIV testing through the same-referral laboratories as
maternity hepatitis B testing. Hospitals and birthing centers will realize
savings as a resuit of this program by not having to employ outreach stff
to find mothers after discharge since post test counseling can be done while
the mother is still in the hospital.

Rural Arca Participation: .

In addition, in advance of publication, the proposed regulations were
discussed with representatives of the NYS Assccration of County Health
Officials, the Health Care Association of NYS, the Greater NY Hospitals
Association and the NYC Health and Hospital Corporation.

Job Impact Statement ‘

A Job Impact Statement is not attached because this rule will not have 2
substantial adverse impact on jobs and employment OppOTNities as appar-
ent from its nature and purpose.

PROPOSED RULE MAKING
NO HEARING(S) SCHEDULED

Registration of Trade Secrets
LD. No. HLT-51-98-00008-P

PURSUANT TQ THE PROVISIONS OF THE State Administretive Pro-
cedute Act, NOTICE is hereby given of the following proposed rule:
Proposed sction: This is a consensus rule making to repeal Part 72 of
Tidle 10 NYCRR.
Statutory authority: Public Health Law, sections 4802 and 4805
Subject: Registration of trade secrets.
Purpose: To repeal obsolete regulations.
Text of proposed rule and any required statement(s and analyses may
be obtained from: William Johnson, Department of Health, Division of
Legal Affairs, Office of Regulatory Reform, Coming Tower, Rm. 2415,
Empire State Plaza, Albany, NY 12237, (518) 473-7488, FAX: (518) 486-
4834, E-mail: BO019b@heaith.state.ny.us
Data, views or arguments may be submitted to: Same as above.
Public comment will be received until: 45 days after publication of this
notice. .
Consensus Rule Making Determination

Under the New York Swate Right to Know Law (PHL sections 4302
and 4805), effective in December of 1980, the Department of Health was
required to promulgate regulations to provide for the registration of trade
secrets. At that time, product information was rare and ustally incomplete.
The purpose of the regulations was to allow for a secure and objective
teview of proprictary formulations to ensure that sufficient health and
safety information was provide to the users of 2 product claiming trade
secret protection. .

_ This regulation. Title 10, Part 72, Registration of Trade Secrets, pro-
vided a means of any manufacturer, producer, formulator or emplover o
request trade secret protection for a product or mixture, Those requesting
trade secret protection were asked to submit detailed information on prod-
uct components, which were evaluated by department staff. The product
Material Safety Date Shest (MSDS) was reviewed for compicteness and
accuracy and suggestions for improvements in language were provided
where appropriate, The product would then be assigned a unique regisua-
tion number that would be mcluded in place of ingredients on the product
MSDS. Trade secret information files are maintained in isolated, locked
storage cabinets and included in the department’s internal controis inven-
tory.
To date, 75 companies have submitted 526 product formulations for
trade secret regismration.

10 NYCRR Part 72 is obsolete. Since the implementation and expan-
sion of the Federal OSHA Hazard Communication Standard (29 CFR
1910.1200), trade secret regisration by New York State has become un-
necessary. Material Safety Data Sheets are dramatically improved and
mechanisms are in place for employers, heaith professionals and worker
representatives to request trade secret information from manufacturers and
importers. Federal OSHA oversees both MSDS content and access (o trade
secret information.

The repeal of these regulations will free manufacturers and importers
from duplicative registration and confidentiality procedures. Because Fed-
eral ;afcgua.rds are in place, no opposition to the proposed rele is antici-
pated.

Job Impact Statement

It is apparent from the nanure and purpose of this rule thae it will nothave a
substantial adverse impact on jobs and ¢mployment opporwnities. it re-
peals a little used reporting requirement.

Insurance Department

EMERGENCY
RULE MAKING

Homeowners Insurance Disclosure Information

LD. No. INS-51-98-00015-E
Filing No. 2257

Filing date: Dec, 7, 1998
Effective date: Dec. 7, 1998

PURSUANT TO THE PROVISIONS OF THE State Administrative Pro-
cedure Act, NOTICE is hereby given of the following action:

Action taken: Addition of Part 74 (Regulation 159) to Title 11 NYCRR.
Statutory authority: Insurance Law, sections 201, 301 and 3445
f‘iudx’ng of necessity for emergency rule; Preservation of general wel-

are. :

Specific reasons underlying the finding of necessity: Chapter 44 of the
Laws of 1998 added a new section 3445 1o the Insurance Law which

mandated that insurers provide a disclosure notice to their insureds with -

respect to the operation of a deductible in the insured‘s homeowner's
insurance policy or dwelling firc personal lines palicy which applies as 2
result of 2 windstorm. That section 2lso requires the superintendent ©
establish, by regulation, the form of such notice which shall include the
amount of the deductibie, the circumstances under which the deductible
applies and any other matters which are deemed necessary or appropriate.
Chapter 44 was effective April 30, 1998 and it is imperative that insurers
receive necessary information and guideline so that implementation of the
statute is instituted as quickly as possible and the operation of the wind-
storm/hurricane deductible be clarified. [n this way, insureds will under-
stand their obfigations in the event of a loss due 1o windstorm or hurricane.
Insurcrs must be mads aware of the specific information which must be
included in the'disclosure notice so that they may file this notice with the
department and order printing of the notice as soon as possible. Accord-
ingly, this rule must be provided on an emergency basis for the preserva-
tion of the gencral welfare.

Subject: Homeowners insurance disclosure information.

11
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in place for professional disciptine purposes. The requirement is a prudent
measure that is not overly burdensomae,
- Comment: The vice-president of a corporation that operates a tail
order pharmacy in New York State wrote that a sentence in section
63.6(b)(8) of the regulation is redundant because it concerns the counsel-
ing requirement for off-premises delivery of prescriptions, which is dealt
with in another subparagraph. ) - i
Response: The sentence merely points the reader to the subparagraph
that deals with the counseling requirement for off-premises delivery of
prescriptions and provides useful guldance to the reader,
: Comment; The vice-president of a corporation that operates a mail
order pharmacy in New York State states that, overall, the amendment
constitutes a pasitive contribution to the practice of pharmacy in New York
State but requests changes as stated in this comment and the comments that
follow that are attributable to him. He agrees that the mechanism used to
offer patient counseling should be appropriate to the practice setting but
" Questions the fact that there are special requirements for off-premises
delivery of prescriptions when there is a prescriber approved alternative
drug or when there are potential dreg therapy problems,
Response: The amendment permits a written offer of counseling when
prescription is delivered off the premises of the pharmacy, but estab-
lishes two exceptions when the pharmacist or pharmacy intern is required
to do more. The comment references the two exceptions. In the cass of a
prescription that is a prescriber approved altemative drug, the pharmacist
- or pharmacy intern must make a reasonable effort to contact the patient or
person authorized to act on behalf of the patient, In the case of potential
drug therapy problems which could cndanger the health of the patient,
prior to dispensing the prescription, the pharmacist must personally con-
tact the patient or person authorized to act on behalf of the patient. The
commentator suggests that these provisions should be applicable to on-
* premises delivery situations as well. However, the amendment requires the
pharmacist or pharmacy intern to personally offer counscling to every
patient or person authorized to act on behalf of the patient, when the
- prescription is detivered on the premises of the phammacy, Therefore, the
exceptions are inapplicable to on-premises delivery situations.
i t-of a-eorporation-that operates a-mai
order pharmacy in New York State statcs that section 63.6(a)(9) of the
" propased regulation overly restricts access to common electronic prescrip-
tion rocords, He states that the provision would prohibit access to aggra-
gate data about patients which is critical to clinjcal and ; R
The vice-president of an organization of mail-order pharmacies and man-
aped care firms also was concemned that this provision could stifle valuable
tesearch, even when that access utilizes appropriate safcguards that either
prevent access to or otherwise protect individually identifiable informa-
tion.

Response: This provision is needed to protect the confidentiality of
patient information. Tt requires that a pharmacy that eccesses a commen
electronic file or data base used to maintain requited dispensing informa-
tion shall only access this information upon the express request of the
patient or person authorized to act on behalf of the patient. The intent of the
regulation is to protect personally identifiable information, not aggregate
information that is not personally identifiable, Accordingly, a nonsubstan-

tial change will be made by inserting the words “personally identifiable” in -

the regulation in order to make it clear that the regulation restricts access to
“required personally identifiable dispensing iiformation”. The amandment
does not restrict access to aggregate information that is not personally
identifiable. .

Comment: The vice-president of an organization of mail-order pharmia-
cies and managed care firms questions “why therapeutic substitution (use
of therapeutic alternatives) requires a telephone offer to counsel.”

Response: In the case of off-premises delivery of prescriptions, the
proposed regulation requires a wiitten offer of counseling with each pre-
sceiption. When the prescription is a prescriber approved alternative drag,
the amendment also requires special written notification and requires »
Pharmacist or pharmacy intern t0 make a reasonable effort to contact a
patient or person authorized to act on behalf of the patient by telephone in
order to personally offer counseling. Thisisa reasonable measure desighed
to provide the patient or person authorized to act on behalf the patient with
counseling opportunities when there is a prascriber approved drug change,

Comment: The vice-president of an orgenization of mail-order phatima-
cies and managed care firms states that requiring the pharmacist to person-

ally contact the patient when the pharmacist determines that there are

- potential drug therapy problems would create patient uncertainty that

~could-discourage the patient from taking his or her medication, The com.
meatztor states that “pharmncists addreseing potential drug therapy issues

i)

genenally will contact the physician before seeking to contact the patient,”

The commentator states that the regulation tejects this practice and is
counterproductive. ‘

Response; The proposed amendment constitutes a rexsonable measure
to protect the health of patients. For off-premises delivery or prescriptions,
it requires that, prior to dispensing a prescription, the pharmacist or phar-
macy intern must personally contact the patient or person authorized to act
on behalf of the patient to offer counseling, when the ‘pharmacist or
pharmecy intern determines that thers are potential drug therapy problems
which could endanger the health of the patient. The regulation Tequires that
the contact be made prior to dispensing the prescription, The regulation
quutpteventthephmistorpbammyintcm&nmcomacdngﬂw
prescribing physician to inquire about the prescription, as suggested by the
commentator. If the prescribing physician provides the pharmacist or phar-

intern determining that there are no potential drug therapy problems which
could endanger the heelth of the patient, the régulation does not require the
phamacist or pharmacy intern to contact the patient. )

- Department of Health

NOTICE OF ADOPTION -

Expedited HIV Testing of Women &nd Newborns
LD, No. HLT-51-98-00007-A

Filing No, 603

Filing date: April 29, 1999

Effective date: Aug. 1,1999

PURSUANT TOQ THE PROVISIONS OF THE State Administrative Pro-

“cedute 1§ hereby given of the following action:
Actlon takenr: Amendment of sections 38-8.1—58-8.3 and 69-1.3 of
Title I0NYCRR. ) : .
Statatory suthority: Public Health Law, sections 2500-a, 2500-f and 576
Subject: Expedited HIV testing of women and newborns,

Purpose: To insure that women with unknown HIV status receive expe-
dited HIV testing for themselves or on their newborns in order to identify
petsons at risk and provide appropriate care: ) ‘
Text was published in the notice of proposed rule making, 1.D, No, HLT-
'51-98-00007-P, Issue of December 23, 1998.

Final rule as compared with Jast published rufe: No changes,

. Text of rale and any required statements and anglyses may be

obtained from: William Johnson, .Department of Health, Division of
Legal Affairs, Office of Regulatory Reform, Coming Tower, Rm. 2415,
Empire Statc Plaza, Albany, NY 12237, (5 18) 473-7488, FAX: (5 18) 486-
4834, E-mail: BO019b@health.state.ny.us
Assessment of Public Comment

Twenty-six letters of comment were received in response to a Notice of
Proposed Rule Making in the December 23, 1998 State Register address-
ing expedited HIV testing of women and newbotns, pursuant to the anthor-

ity of Public Health Law, scctions 576, 2500-a and 2500-£, Fifteer; organi- -

zations and individuals submitied letters which included identical
language. Two respondents wrote opposing the proposal; three wanted
datory HIV testing for all pregnant women; twenty-ong offered condi-
tional support for the proposed rule. The proposal would amend Title 10
NYCRR scctions 58-8.1, 58-8.2, 58-8.3 and 69-1.3 to ensure that the HIV
cxpasure status is available for all newborns whose mothers have not been
tested for HIV or for whom the HIV test results are not available at
delivery; its purpose is to allow carly access to prophylaxis to prevent
perinatal HIV transmission, The specific comments received and the De-
partment’s position on these comments can be summarized ag follows:
FINANCIAL IMPACT ’
Several writers, including the Healthcare Association of New York
State (HANYS) and the Greater New York Hospital Association
(GNYHA), believe that the implementation of this regulation will greatly

women not tested during pregnancy, (2) additional, intensive counseling
sessions, (3) the time and effort neaded to locate patients who were dis-
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-increase the financial burden to hospitals: Thoy-comment that health faoili- - -
. ties. will incur added expenses related to (1) the cost of HIV testing for
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charged prior to receiving the expedited HEV test results and, (4) the cost of
2DV prophylaxis for the uninsured. These writcrs ask that the State (a)
provide adequate financial resources to support the cost of pre and post-test
counseling and on-site, expedited HIV testing, (b) compe} managed care
plans and other insurets to pay for this mandated testing and, (c) develop a
techanism for utitizing State ADAP monies to cover the costs of treating
the uninsgred.

Discussion

The proposed regulations require hospitals, birthing centers and birth
attendants to amnggeu lmmedir:tiu}ﬂv testing of the mother, with her
consent, or her newborn, with results to be available as soon as possible,
but in no event langer than 48 hours, It is the Department’s intent that 48
hours is the outside limit of what is acceptable, not the program goal, and
that results will be made available as soon as possible, The Department
expects, bascd on the hepatitis B prevention program which imposed
similer requirements, that the HIV test resuit can usually be returned in
time to achieve the goal of optimal preventive therapy, which means
initiation of prophylaxis in the intrapartum period, before the mother and
newbom leave the hospital, With a short turnaround tine, health facilities
should realize savings by not having to employ outreach staff to find
mothers after discharge since post-test counseling can be done while the
mother is still In the hospital, Additional provider costs associated with
actual performance of the expedited HIV tests are medically appropriate
and st be considered part of labor and delivery costs,

The Department agrees that funding mechanisms should be explored to
address the cost of in-hospital testing. The Department {5 examining vari-
ous options involving temporary Medicaid reimbursement to help defray
the cost of counseling and testing in the delivery setting until increases in
prenatal testing occur and less expensive testing technologics become
available, However, the best, most cost-effective approach 13 to increasc
the incidence of HIV testing during prevatai care, :

Currént regulations require that all delivering women receive an as-
sessment of their HIV testing status and receive core counseling, If the
assessment determines mHaItvthe womlin::hmnotbeenm\fwsted.mcfacﬂity
must provide expanded counseling to the woman, Under the proposed

.addid;x;ﬂmamiot;;upanm nse i ulb&mcumed{
these women tested prior to” pregnancy who currently do not require
such counseling. To limit their finencial burden for in-hospital HIV coup-
seling and testing, health care facilities should strongly encourage all
practitioners whose patients deliver at their hospitals or birthing centers to
actively promote prenatal testing and reduce the number of women who
" require counseling in the delivery setting.

LABORATORY ISSUES )

" Several comments concemned the laboratotics that serve New York's
health care facilities, Writers express doubt about laboratory capacity,
question if participating labs would be able to Buarantee a 48-hour turn-

- around time for HIV test results, and ask for. clarification about testing
methodologies (ELISA, SUDS, ORASURE) and specimen source (i.c.,
heelsuck v. cord blood). To limit the possibility of false-positive test
results, numerous agencies and organizations, including the HIV Law
Project, the Minority Task Force on AIDS, NOW.NYC (National Organi-
zation for Women), and Voices of Women of Color Against HIV/AIDS
(YOW), ask that the State assure that the 48-hour testing time frame allows
for both initial and confirmatory.testing.

- Discussion

The Department of Health is informing the clinical laboratory commu-
nity of the proposed regulations and is encouraging them to provide HIV

testing within the required turnaround tme. It is anticipated that laboratory

capacity will be further increased by the Department's plan to fast-track
the approval process for interested laboratories holding disgnostic immu-
Eology permits to perform HIV screening. .

The purpose of expedited testing is the initiation of prophylaxis to
prevent peringtal HIV (ransmission in the intrapartum peried or to the
newborn immediately after birth, Therefare, preliminary results will be
reported with appropriate counseling regarding the meaning of the test
results and the necessity for confirmatory testing. New York State will
provide laboratories with recommendations to reduce false positive test
results, Information regarding tesdng methodologies and specimen source

will be distributed with the Department of Health Memorandum imple-

menting the expedited testing program,
LEGAL LIABILITY

Many writers express concer about false positive test results and ask

*that the- State ingure that laboratories, health core providers, and facilitics
“are not held legally liable for the consequences of providing preliminary
false positive HIV test resylts.
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Discussion :

‘The Department has proposed an amendment to the regulation gov-
eming HIV testing (10 NYCRR, Subpart 58-8) to allow New York State-
permitted laboratories 1o report the resulis of HIV screening tests withour
confirmation {e.g. Western Blot) when requested by a physician or other
authorized person, This amendment Is consistent with U.S, Public Health
Service (USPHS) recommendations, issued earlier this year, that health
providers report preliminary positive HIV test results before confirmatory
results are available in situations where tested persons would benefit from
knowledge of the test result (MMWR 1998; 47 (no. 11)), Expedited HIV
rting of preliminary results in the delivery setting was
specifically mentioned as an example of such a situation since early identi-
fication allows access to ZDV prophylaxis 1o prevent perinatal transmis-
sion when the HIV-positive mother has not been tested in pregnancy or
when her test result is not available, Preliminary test results will be re-
turned with a notation to the attending physiclan explaining the prelimi-
nary nature of the results. The Department will provide guidance to the
physician in interpreting preliminary test resuits. Ultimately, it will be the
responsibility of the attending physician (o discuss the preliminary positive
test result with the mother and make a recommendation about ZDV treat-
ment as with any other test and treatment recommendation. Specific imnu-
nity from liability would require a statutory change, not a regulatory
revision, and is not essential to protect the providers given the clinical
recommendations from both the USPHS and the New York State Depart-
ment of Health, :

'PROVIDER COMPLIANCE - PkENATAL COUNSELING ‘RE-
UIREMENTS ;

The majority of respondents, including the fifteen organizations that
submitted similar or identical létters, beliave that the Department ‘must
clearly define the duty of providers to provids prenatal HIV connseling and

-offer testing to their patients, and wam that failure to do so will subject the

practitioner to discipline by the Office of Professional Medical Conduct
(OPMC) and expose them to the possibility of civil liability. These writers
also call for the Department to (i) provide women with a mechanism for
filing complaints against non-compliant providers, (2} strengthen the re-

cire enrollees and, (3) require health care workets to provide social and

mental health services, create adolescent protocols, and screen their clients
for domestic violence issues. .
Discussion ]

The Department of Health, with the American College of Obstetricizns

 and Gynecologists (ACOG), the American Academy of Pediatrics (AAP),

end the Ametican Academy of Family Physicians (AAFP), have transmit-
ted numerous communications to prénatal providers informing them that
prenatal HIV counseling, with the recommendation of testing, is the stan-
dard of care for all practitioners in all prenatal care settings. The Depart-
ment is also urging hospitais and HMOs to tmprove the performance of
their prenatal care system on HIV testing during pregnancy,

The Department recognizes the importance of monitoring compliance
with this standard, Currently, provider compliance in regulated facilities is .
monitored by means of quality of care reviews conducted by IPRO, the
Department's professional review organization. Prenatal testing is also
monitored as a required quality indicator for Medicaid Managed Care,

- To address consumer grievances, the Department is revising brochures
related to prenatalmewbom HIV testing 10 include the Department of
Health number that women can eall to file complzints against providers.
EDUCATIONAL EFFORTS ’

Many writers urged the Depactment to (1) develop educational materi-
als for pregnant women to explain the new program and convey the
medical benefits of testing, (2) produce & form that facilities could provide
to mothers in case of preliminary positive IV test results, (3) educate
physicians about the importance of prenatal testing, {4) assure that the
appropriate counseling message is provided to individuals who will re-
ceive o preliminary test result (e.g., discuss accuracy of test and impor-
tance of confirmatory resting) and, (5) undertake a muiti-rnedia public
education campaign regarding the need for prenatal HIV testing and the
benefits of ZDV prophylaxis, )

Discussion

The Department of ‘Health agrees with the need to educate mothers,
providers and facilities of this new initiative, and is in the process of
developing educational materials to mest these iocds. Further, the Depart-

_ment_wﬂl..undertakz_aA.compmbemive“mcamvmﬁ@j ound e~

new regulations that witl include materials for pregnant wornen and health
facilities, Written materials that describe the meaning of preliminary posi-
tive test resuits will also be developed. Other materials, aiready developed

.
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for the prenatal counseling and testing program, will remain available to
providers and consumers.”
OTHER ISSUES

Several writers strongly endorsed mandatory testing of all pregnant
women. Others. concerned about legal liability, ask that the Department
adept a consent form to include information about unconfirmed HIV
testing and provide a separate consent for receiving preliminary HIV test
results. -
Discussion

Since the implementation of routine newbomn HIV testing in February
1997, a consent form for testing of newbotns has not been required. The
Department will revise the form, Informed Consent to Perform an HIV
Teat, used if a pregnant woman wishes to be tested, to include information
about expedited HIV testing. There will be no separate consent for receiv-
ing preliminary results since en cxplanation of preliminary results will be
part of the counseling component. Further, all preliminary results will be
confirmed,

SUMMARY ) .

- - In conclusion, the Department doés not believe the comments merit a
revision of the regulation for expedited testing. The Department is address-
ing finencing issues through the reimbursement system, laboratory issues
thirough expedited processing of applications and technical assistance, and
provider compliance through education and complaint investigation.

NOTICE OF ADOPTION

Schedule I and Certaln Other Substances/Pharmacists

LD, No. HLT-05-99-00010-A
Filing No. 703

- Filing date: May 4, 1999

Effective date: May 19, 1999

PURSUANT TO THE PROVISIONS OF THE State Administrative Pro-
cedure Act, NOTICE is hereby given of the followirig action: . .

L ions 80.67, 80.69, 80.73 and 80.74.of
Title 10 NYCRR.

Statutory authority: Public Health Law, section 3308(2)

Subject: Schedule IT and certain other substances/pharmacists.

FPurpose: To allow pharmacists to complete certain missing information
on an official New York State prescription.

Text was published in the notice of proposed rule making, LD. No. HLT-
05-99-00010-P, Issue of February 3, 1999, .

Fipal rule as compared with last published rule: No changes.

Text of rule and any required statements and analyses ntay be

obteined from: Willism Jobnson, Department of Health, Division of

Legal Affairs, Office of Regulatory Reform, Corning Tower, Rimn, 2415,
Empire State Plaza, Albany, NY 12237, (518) 473-7488, FAX: (518) 486-
4834, E-mail: B0G19b@health state.ny.us

Assessment of Public Comment . '

The department received three letters commenting on the proposed
regulations. Al three letters were in support of the changes.

The Pharmacists Soclety of the State of New York stated that the
changes “will go a long way in helping pharmacists provide the necessary
medications to patients”.

One¢ writer suggested that we include “quantity” in the new section
which delineated what information on the prescriptions pharmacists covld
not change. The writer apparently felt that the omission of the word
“quantity” was an oversight by the department, However, we purposely
did not include “quantity™ because the intent of the regulations is to allow

pharmacists, with authorization of a practitioner, to change information )

such as directions for vise or dosage form (tablet to liquid), which may
result in the change of the quantity, -

PROPOSED RULE MAKING
NO HEARING(S) SCHEDULED

Reportable Communicable Diseases )
LD. No, HLT-20-99-00001-F

PURSUANT TO THE PROVISIONS OF THE State Administrative Pr

Statutory anthority: Public Health Law, section 225(4), ()@} Mg
and (SXh) ' .

Subject: Reportable communicable diseases.

Purpose: To updats the list of communicable diseases including sexually
transnﬂﬂmssable and nosocomial, which must be reported to the Department
of Health,

Text of proposed rule: Subdivision (a} of section 2.1 is smended to read.
&s follows: '

Section 2.1 Communicable diseases designated: cases, suspected cases
and certain carriers to be reported to the State Department of Health,,

(2) When used in the Public Health Law and in this Chapter, the term
infectious, contagious or communicable disease, shall be held to include
the following diseases:

Amebiasis

Anthrax

Babesiosis

Botulism

Brucellosis

Campylobacteriosis

Chancroid

Chlamydia trachomatis infection

Cholera

Crytosporidiesis

Cyclosporiasis

Diptheria

fDrug-resistant Streptococous pneumenine invasive disease]
E. coli 015T:H7 infections :
Ehrlichiosis

" Encephalitis
Giardiasis

Gonococeal infection

[Granuloma inguinale)

Group A Streptococcat invasive disease
Group B Streprococcal invasive disease
Hantavirus .

Hemolytic vremic syndrome

Hepatitis (A; B; C[; nonA, nonB])

[Histoplasmosis, new cases] : _
Hospital-associated infections (as defined in section 2.2 of this Part)
[Kawasaki syndrome] ' :
Legincllosis - :

" [Leprosy]

[Leptospirosis]

Listeriosis

Lyme discase
Lymphogtanuloma veaereurn
Malaria .

' Measles .

Meningitis
{Aseptic]
Hemophilus
Meningococeal :
Other (specify type)
Meningococcemia
Mumps =
Pertussis (whooping cough)
Plague i
Poliomyelitis
Psittacosis
Rabies

_ [Reye’s syndrome] :
"Rocky Mountain spotted fever

Rubella

Congenital rubella syndrome
Salmonellosis

Shigellosis )

Streptococcus pnewmoniae invasive disease
Syphilis, specify stage

Tetanus

Toxic Shock Syndrome

Trichinosis
Tuberculosis, current disease (specify site)
Tuleremiz . . o i
Typhoid]

Typhus

E'I;yl?ow Fever
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debtor does not have sufficient income or other financial resources to pay
the monthly principal and interest payments or when equity in a residential
property is stripped by repeated re-financings, primarily by the charging of
excessive points and fees, when the borrower realizes no economic benefit.

Sinee the Legislature established a number of different standards re-
garding disclosures and practices in the making of such residential mort-
gage loans by enactment of section 6-1 of the Banking Law, it is necessary
that the comparative standards in Part 41 be made consistent with section
61,

Further, it is also necessary that certain provisions of section 6-f be
clarified by the amendments to Part 41 in order that lenders and brokers
may be in compHance with the requirements section 6-1 when making such
loans, given that such provisions are not othcrwise defined by section 6-1
nor has the Legislature provided any other guidance which would clarify
the intended meaning of those provisions. The clarifying provisions of the
amendments te Part 41 address determining “corroboration by indepen-
dent verification” of a borrower's repayment ability and “net tangible
benefit” to a borrower, both of which arc critical standards in assessing
whether instances of predatory lending have oceurred,

4. Costs:

The amendments to Part 41 should impose no additional cost upon
mortgage lenders or brokers not otherwise imposed by the enactment of the
comparative provisions of section 6-1 of the Banking law to which the
amendments conform Part 41. The amendments impose no additionat cost
upon the Banking Department or any other state agency, or any unit of
iocal government.

5. Local government mandates:

The amendments to Part 41 do not impose any requirements or burdens
upen any units of local government.

6. Paperwork:

The amendments to Part 41 do not impose any new paperwork require-
ments.

7. Duplication;

None.

8. Alternatives:

The Banking Department considered whether to forego amending Part
41 or to repeal Part 41 in light of the enactment of section 6-1 of the
‘Banking Law, given that section 6-1 may be viewed legally as occupying
the field of regulation of high cost home loans in the state of New York. [t
was determined that Part 41 provides a more extensive regulatory scheme
than secticn 6-1 for the making of such mortgage loans, and therefore it is
appropriate to make the non-conforming provisions of Part 41 consistent
with the comparative statutory provisions of section 6-1. In addition, the
provisions of section 6-1 that are clarified by the amendments will elimi-
nate uncertainty among mortgage lenders and brokers in the making of
such loans by articutating appropriate conditions, which such lenders and
brokers must meet in order to be in compliance with certain non-defined
statutory standards established by section 6-1,

9. Federal standards:

In the initial promuigation of Part 41, the Banking Department stated
the regulations established thresholds that were lower than the thresholds
set by the Home Ownership Equity Protection Act (HOEPA). Subse-
quently, federal regulators modified the annual percentage rate threshold
for first mortgages under HOEPA by making it identical to the correspond-
ing-threshold in Part 41. Section 6-1 of the Banking Law establishes
modified points and fees thresholds in certain instances that are more
lenient for brokers and fenders than the comparable threshold in HOEPA.
The definition of points and fees, in part, established by scetion 6-I refers
and therefore corvesponds to the comparative definition in HOEPA. The
amendments would adopt the thresholds and definitions established by
section 6-1.

10. Compliance schedule:

None, Any modification of existing disclosures or practices by lenders
or brokers in regard to any cost home loans made on or after April 1, 2003
are the result of standards established by section 6+ of the Banking Law.
Chapter 626, which enacted section 6-1, was approved on October 3, 2002,
and brokers and lenders have had sufficient time to familiarize themselves
with these standards and subsequently modify their disclosures and prac-
tices, if nccessary, in order to comply with the standards of 6-1 and the
proposed amendments to Part 41,

Regulatory Flexibility Analysis

A Regulatory Flexibility Analysis for Small Business and Local Govern-
“ment 1§ not submitted, based on the Departrhent’s conclusion that the

amendments to Part 41 will not imposc any adverse economic or techno-

logical impact upon small business beyond any such cffects that may be

4

caused by the requirements established by section 6-1 of the Banking Law,
applicable to the making of high cost home loans, to which the amend-
ments conform Part 41, The amendments will not impose any adverse
cconomic or technological impact upon local governments. The proposed
amendments will impose no adverse reporting, recordkeeping or compli-
ance requitements on small businesses or local governments.

Rural Area Flexibility Analysis

A Rural Area Flexibility Analysis for Smatl Business and Local Govern-
ment is not submitted, based on the Dcpartment’s conclusion that the
amendments to Part 41 will not impose any adverse economic impact upon
private entities in rural areas beyond any such effects that may be caused
by the requirements estabiished by section 6-1 of the Banking Law, appli-
cable to the making of high cost home loans, to which the amendments
conform Part 41. The amendments will not impose any adverse economic
impact upon public entities in rural areas. The proposed amendments will
impose no adverse reperting, recordkeeping or compliance requirements
private on public entities in rural areas.

Job Impact Statement

A Job Impact Statement is not attached beeause the proposed amendments
to Part 41 will not have any appreciable and/or substantial adverse impact
on jobs and employment opportunities beyond any such effects that may be
caused by the requirements established by scction 6-1 of the Banking Law,
applicable to the making of high cost home loans, to which the amend-
ments conform Part 41.

State Board of Elections

NOTICE OF EXPIRATION

The following nectice has expired and can not be reconsidered unless
the State Board of Elections publishes a new notice of proposcd rule
making in the NYS Regisrer.

Campaign Finance Limits

L. No.
SBE-08-03-00003-P

Proposed
February 26, 2003

Expiration Date
August 25, 2003

Department of Health

EMERGENCY
RULE MAKING

Expedite HIV Testing of Women and Newborns

LD. No. HLT-36-03-00003-E
Filing No. 920

Filing date: Aug. 25, 2003
Effective date: Nov. 1, 2003

PURSUANT TO THE PROVISIONS OF THE State Administrative Pro-
cedure Act, NOTICE is hereby given of the following action;

Acton faken: Amendment of scction 68-1.3(b) of Title 10 NYCRR.
Statutory authority: Public Health Law, sections 576, 2500-a and 2500-f
Finding of necessity for emergency rule: Preservation of public health
and gencral welfzre.

Specific reasons underlying the finding of mecessity: Immediate adop-
tion of this amendment is necessary to protect the public health and welfare
and to prevent harm to infants born in New York State. The New York
State Department of Health is actively engaged in the prevention of
mother-to-child HIV transmission. Recent advances in medical knowledge
concerning the prevention of perinatal HIV transmission have demon-
strated that antiretroviral therapy, given to prevent HIV transmission, is

“mostefficacious when given prenatally, during labor, of within the first 12

hours of an infant’s birth. Although approximately 94 percent of women
arc tested for HIV during prenatal care, the HIV status of six percent is
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unknown at presentation for delivery. Women at high risk for HIV who
have received no prenatal care are over-represented within this group. In
1999, the Department implemented cxpedited HIV testing in the labor and
delivery setting so that providers can initiate partial antiretroviral regimens
either to the mother in labor or to the infant immediately after birth, The
turnaround time for reporting the result was 48 hours from the drawing of
blood from the mother (with her consent) or from the newbom (no consent
required).

Heretofore, the program has been limited by the lack of a point-of-carc
rapid HIV test. In cases of HIV-exposure in a newborn where prenatal and/
or intrapartum antiretroviral therapy {ART) were not given, studies have
shown that therapy must be started for the newborn within 12 howrs of
birth to be effective in reducing the risk of transmission. The current
expedited HIV testing protocols in most New York State birth facilities do
not meet this 12-hour timeline for initiating prophylactic newborn ART. In
2001 to 2002, over 1400 HIV-infected women gave birth in New York
State. Of these, onc hundred mother/infant pairs were first identified as
HIV-infected/exposed through expedited HIV testing in the labor, delivery
or in the immediate newbormn period. In the vast majority of cases (98 of
100), the median time from the mother’s admission to the collection of the
specimen for expedited HIV testing was 2.5 hours. However, cven when
testing was performed on-site, results were not returned for at least 20
hours, and treatment was not initiated in the newborn until 22.5 hours after
birth. Clearly, achieving timelier reporting of expedited HIV test results is
hampered by the lack of a point-of-care rapid test,

In November 2002, the U.S. Food and Drug Administration approved
the first of a new generation of point-of-care rapid HIV tests. The test is
waived under the Clinical Laboratories Improvement Act (CLIA) and may
be performed under the supervision of a licensed physician, nurse practi-
tioner or physician assistant, provided the facility performing the test has
obtained a'CLIA number and is registered with the Clinical Laboratorics
Evaluation Program (CLEP).

The availability of point-of-care HIV testing offers providers the op-
portunity to intervene during this most critical time frame for perinatal
HIV transmission: labor and delivery. The purposc of this emergency and
proposed rule making, which amends 10 NYCRR, Subpart 69-1.3(1)(2), is
to ensure that the HIV exposure status is available as soon as possible for
all newborns whose mothers have not been tested for HIV during the
current pregnancy ot for whom HIV test results are not available at deliv-
ety. By requiring a maxinmum turnaround time of twelve hours from the
time the mother consents to testing or from the time of the infant’s birth to
the reccipt of the result of the expedited HIV test, medical providers and
patiénts will have information that is critical for the administration of
antiretroviral medication during labor and delivery and (o the newbom
immediately after birth.

As a resuli of the Expedited HIV Testing regulations (effective August
1999) and the consequent increase of prenatal and expedited HIV testing,
along with the prompt initiation of treatment to HIV-infected mothers, the
rates of perinatal HIV transmission in New York State have decreased:
from 10.9% in 1997 to 3.9% in 2001. New, rapid, point-of-care HIV
testing technology can provide test results within 20 to 40 minutes. In most
cases, this technology will allow obstetricians to have preliminary HIV test
results before the mother delivers, when the initiation of antiretroviral
therapy can be of significant benefit. In light of the advances in testing

technology, the Department is proposing a regulatory change to -

1ONYCRR 69-1.3(1)(2) that would apply in cases where a woman presents
for delivery with no documentation of her HIV status. In these cases, the
amended regulation would require the birth facility to armange an immedi-
ate HIV screening test of the mother with her consent or of her newborn
without consent with results available as soon as possible, but in no cvent
longer than 12 hours after the mother provides consent for testing or, if she
does not consent, 12 hours after the time of the infant’s birth. Reducing the
turnaround time for expedited HIV testing atlows health care providers to
provide antiretroviral therapy in time to reduce the risk of mother-to-child
transmission of HIV.
The emergency rule will take effect on November 1, 2003,

Subject: Expedited HIV testing of women and newborns.
Purpese: To enhance protection of newborns.
Text of emergency rule: Paragraph (2) of Subdivision (1) of Section 69-
1.3 of NYCRR is amended to read as follows:

(2) if no HIV test result obtained during the current pregnancy is
available for the mother not known to be HIV-infected, arrange an imme-

"diate screening test of the mother with hor consent or of her néwbormn for

HIV antibody with results available as soon as practicable, but in no event
longer than [48 hours] 12 hours after the mother provides consent for

testing or, if she does not consent, 12 hours gfter the time of the infant’s
birth.
This notice is intended to scrve only as a notice of emergency adoption.

“This agency intends to adopt this emergeney rule as a permanent rule and

will publish a notice of proposed rule making in the State Register at some
future date. The emergency rule will expire November 22, 2003

Text of emergency rule and any required statements and analyses may
he obtained from: William Johnson, Department of Health, Division of
Legal Affairs, Office of Regulatory Reform, Corming Tower, Rm. 2415,
Empire State Plaza, Albany, NY 12237, (518) 473-7488, fax: (518) 486-
4834, e-mail: regsqna@hcalth.state.ny.us

Regulatory Impact Statement

Statutory Authority:

Public Heaith Law (PHL) section 2500-f requires the commissioner to
promulgate regulations to impiement a comprehensive program for the
testing of newborns for HIV and/or the presence of HIV antibedies. The
proposed revision to the regulation amends the current comprehensive
program in response to recent advances in medical knowledge concerning
the prevention of perinatal HIV transmission and the availability of rapid
HIV testing technology, with at lcast one device suitable for *point-of-
care” use.

Legislative Objectives:

In the memorandum accompanying the comprehensive newborn test-
ing bill {Chapter 220 of the Laws of 1996), the legislature indicated its
purpose was “to ensure that newborns who are born exposed to HIV
receive prompt and immediate care and treatment and counseling that can
enhance, prolong and possibly save their lives™. Transmission of HIV from
mother to newborn can be prevented in many cascs by the administration
of antirctroviral medications, which are recommended to be given to the
maother starting during the second trimester of pregnancy, continued during
labor, and given to the newborn after birth, The proposed amendment to 10
NYCRR, Subpart 69-1.3{2) wiil ensure that the HIV exposure status is
available for all newborns whose mothers have not been tested for HIV
during the current pregnancy or for whom HIV test resuits are not available
at delivery. By requiring a maximum turnaround time of twelve hours from
the time of the mother’s consent to testing or of the time of the infant’s
birth to the receipt of the result of the expedited HIV test, medical provid-
ers and patients will have information that is critical for the timely and
cfficacious administration of antiretroviral medication.

Needs and Benefits: :

Improvements in medical knowledge and major advances in medical
technology have oceurred since the current program for the Expedited HIV
Testing of Women and Newboms was implemented in August 1999, To

date, the success of New York State’s efforts to reduce perinatal HIY

transmission to the lowest possible level has resulied in a decrease in the
rate of perinatal HIV transmission for all HIV-expoesed infants bom in New
York from 10.9% in 1997 to 3.9% in 2001. Howcver, transmission is still
occurring in instances where the HIV exposure status of an infant was
identified too late to provide cffective intervention. In such infants therapy
must begin within 12 heurs of birth to be effective in reducing the risk of
transmission. In an addendum to the NYSDOH PCR study, published in
the New England Journal of Medicine on 4/1/99, it was demonstrated that
when ARV was given to the newbormn within 12 hours of birth there was a
5.9% rate of HIV transmission, There was no significant benefit if ARV
was begun after 12 hours birth as the transmission rate increased to 25%.
The ability to have results from expedited HIV testing as soon as possible
in cases where there was ne history of prenatal HIV testing, coupled with
the administration of prophylactic antiretroviral therapy, ideally during
labor but no later than [2 hours of birth, is of vital importance in further
reducing perinatal HIV transmission. To reduce perinatal HIV transmis-
sion to the greatest extent possible, facilities are urged not to view the 12-
hour turnaround time as the goal of testing, but as the outside limit for
offering effective therapeutic interventions to prevent transmission of HIV
from the mother to her newborn.

Costs:

Costs to State and Local Governments:

The cost to State Government is minimai and can be covered by
existing programs and staff. There is no cost to local government except to
the extent they own and operate maternity hospitals. Any cost to the Statc
and local governments will be reduccd by the savings to the Medicaid
program by reducing the costs of care as fewer incidences of HIV frans-
mission to newboms occur. Local governments that operate medical facili-
ties will “iticur costs a8 described in the section on Costs to Regulated -
Parties noted below.

Costs to Regulated Parties:
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The approved rapid test is CLIA- waived due to low complexity and
may be donc at the point-of-carc either under the supervision of a icensed
laboratory or under a limited license under the supervision of a ¢linician in
the labor and delivery sitting,

The vast majority (138) of the 159 birthing facilities currently hold a
clinical laboratory permit in HIV testing or are eligible for fast-track
approval for a permit in HIV testing. These facilities already have or could
readily devclep the capability of gencrating HIV test results on-site within
twelve hours without additional costs. This is especially true for facilities
with around-the-clock centralized laboratory services. Reagent, equip-
ment, personnel and overhead costs for testing a single specimen using a
instrument-based method (i.e,, ELISA} arc approximately $15 for routine
testing, but up to ten times that amount for ‘on demand’ (STAT) testing.
Birth facilities would incur costs directly related to this proposal whenever
cxpedited testing necded to be performed in the laboratory outside normal
testing, and qualified staff needs to be calied in specifically to run one test,
Facilities using such an on-call staffing approach to expedited newbom

~ HIV testing would incur up to 1.5 times the usval hourly wage for a

medical technologist, which is estimated to be $40 per hour (including
benefits) or $50 per hour (including benefits) if the technologist is a
supervisor.

Facilities without current capacity to consistently generate results in 12 '

hours or less are encouraged to consider bringing HIV testing in-house
and/or locating HIV testing in the labor and delivery setting whenever
possible. Costs of introducing in-house HIV testing into either a central-
ized laboratory or the labor and delivery suite includes costs of reagents,
devices and heman resources necessary .to validate the test method and
write protocols, at an estimated maximum cne-time cost of $1000. Point-
of-care testing on the labor and delivery floor may be performed under
supervision of the facility’s central laboratory director at no additional
cost, of conducted without such linkage, i.e., as a limited service labora-
tory. The latter option would require a fec of 5100 to register the alterna-
tive testing site with the Department, Qther minimal costs include costs of
initial training and ongoing compctency asscssment of non-laboratory
testing personnel, Z.e., labor and delivery nursing staff, although technolo-
gists may also travel to patient floors to lend their expertise in the perform-
ance of tests and interpretation of results. The cost of conducting initial
training for a group of 8 or fewer nurses can be estimated by multiplying
the hourly wage of a supervisor-qualified technologist by 8 hours of
training in device usc, troubleshooting, record keeping and quality assur-
ance activities, and adding the cost of 25 test devices. The device desig-
nated for point-of-care testing has a list price of $10.00 -$15.00 for each
test kit.

Overall, the Department estimates that the costs of performing tests at
the point-of-care are likely to be less than, or equal to, the costs of
expedited HIV tests currently performed in a centralized laboratory, This
estimate is based on the fact that rapid HIV tests do not requite the
purchase or maintenance of expensive laboratory equipment and that the
cost of testing devices (OraQuick®, SUDS®) and the salaries of personnel
conducting the tests are comparable. The cost of expedited HIV testing
done in a reference laboratory (cost at one commercial {aboratory is
$75.00/expedited test) may not change, but birth facilities using these
laboratories will have to ensure that they will be able to report results
within the 12-hour tumaround time. The cost to the birth facility in time
spent to provide pre-test HIV counseling is not expected to differ from the
current cost of expedited HIV testing, which includes reimbursement rates
of $32 for testing and $44 for counseling ($96.00/expedited test).

In light of the advances in testing technology, and the benefits of carly
initiation of antiretroviral therapy to prevent mother-to-child transmission
of HIV, many birth facilities will opt to use a rapid HIV test deviee that
generates results in a half-hour or less. Facilities have two options when
performing repid HIV testing on-site. Under the first option, they may
perform the test under the main laboratory’s permit, cither in the laboratory
itself or at the point-of-care under the supervision of the laboratory. Under

the second option, facilities may register the labor and delivery suite as a -

Limited Service Laboratory and perform the test at point-of-care. Labora-
tories with a comprehensive HIV testing permit may choose to conduct
“stat” testing 24 hours a day, 7 days a weck using standard enzyme
immunosorbent assay (EIA) testing technology within the 12 hour time
limit, However, testing using rapid testing devices is encouraged to obtain
HIV tests results as soon as possible. While procedures such as immediate
transport of specimens by courier to a near-by laboratory, may, in theory,

“'be effcctive for meeting a 12-hour tum-around-time, the Department’s

experience with such complex-arrangements shows them to usually be an
unaccepiable altemative for on-site expedited testing.
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Option | for rapid HIV testing: on-site testing with oversight by a
centralized laboratory. Current PHL requires facilities performing HIV
antibody screening to hold a permit in HIV testing, Of the 159 reguiated
hospitals and birthing centers affected by this amendment, 138 hold labo-
ratory permits that include HIV and/or diagnostic immunology testing, the
latter of which would be allowed, in rcsponsc to the adoption of this
amendment, to add HIV testing through & fast-track mechanism. For any of
these 138 facilities that choose to add a new test to an existing HIV or fast-
tracked diagnostic immunology permit, costs for protocel development,
staff training, test validation and implementation of quality assurance
measures are expected to be approximately $1000. There are no additional
costs associated with modifying an cxisting permit to add a category or
test, The remaining 21 birth facilities would incur an additional cost if they
seck to provide HIV testing on-site, cither under a comprehensive permit at
an initial cost of $1000 plus annual fees based on gross annual receipts, or,
using option 2 below, under a limited service laboratory registration at an
annual registration fee of $100.

Option 2. On-site testing at the point-of-care, ie, in the labor and
delivery suitc or midwifery clinic, regardless of whether or not the facility
currently operates a comprehensive laboratory on-site. Facilities choosing
this option would incur a cost of $100 annually for registration as a limited
service laboratory. Point-of-care testing sites would also incur small costs
for initial training and ongoing competency assessment of non-laboratorial
testing personnel, i.e., labor and delivery nurses. The cost of conducting
initial training for a group of 8 or fewer nurscs can be estimated by
multiplying the hourly wage of a supervisor-qualificd technologist by 8
hours of training (on average approximately $50.00/hour by 8 hours equat-
ing to $400.00) in device use, troubleshooting, record keeping and quatity
assurance activities, and adding the cost of 25 test devices (§15 per test by
25 = §375). Therefore, the total training costs would be approximately
$775. Cost attributable to periodic competency assessments of one to two
hours coutd be calculated using the same formula. A matcrials cost of
approximately $10.00 - $15.00 a test would be attributable to one single-
usc device and control materials.

Under either option, costs would be offset by revenue gencrated from
third party billing, including Medicaid. Costs of cxpedited HIV testing in
labor, defivery and newborn nursery settings will continue to diminish as
efforts to increase prenatal HIV counseling and testing succeed. Any other
provider costs asseciated with rapid HIV testing in the labor and delivery
settings are medically appropriate and must continue to be considered part
of labor and delivery costs.

Costs to the Department of Health: :

The Department will use existing staff to review and approve HIV
testing applications, and to conduct on-site surveys of applicant facilities.

Local Government Mandates:

This amendment to the current regulation will not impose any new
program services, duties or responsibilities upon any county, city, town,
village, school district, fire district or any other special district, except for
those local governments operating hospitals-with maternity services.

Paperwork: )

Paperwork related to point-of-care rapid HIV tests does not signifi-
cantly differ from that currently required by cxpedited testing regulations.
This paperwork includes the clinician’s written order for testing, notation
of the completion of pre- and post-test counseling, documentation of the
acquisition of the test specimen and recording the test result in the medical
record. Some paperwork will be required of hospitals that apply for a
limited permit to perform CLIA-waived testing, for laboratories that seck

‘an addition to an existing permit, and for those hospital lsboratories that

choose to seck a new HIV testing permit.

Duplication:

None.

Altemnatives:

There are no altematives to the 12-hour time limit proposed by this
amendment because & longer time period would result in some HIV-
exposed infants not being detected in time to administer therapy to prevent
HIV transmission, Becausc advances in scientific knowledge and medical
technology allow for rapid HIV testing, the Department determined that
the proposcd revision to the regulation is the best approach to protect the
public health.

Federal Standards:

There are currently no Federal regutations related to prenatal or new-
born testing, The Federal government has provided only recommendations

“and guidelines for these “activities. The proposcd regulatory change is

consistent with current federal recommendations.
Compliance Schedule:
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The Department has already advised regulated parties that this amend-
ment will be going into place. The Department understands that many
facilities are alrcady undertaking activities to implement rapid HIV testing,
The Department expects that facilities will be in compliance by the emer-
gency regulation’s November 1, 2003 effective date.

Regulatory Flexibility Analysis

Effect on Small Businesscs:

The proposed rule will impact an estimated three birth hospitals and
four birthing centers that mect the definition of a small business (indepen-
dently owned and employs 100 or fewer individuals). No real impact on
small businesses is cxpected, since regulations requiring expedited HIV
testing are already in place. No new costs to local governments are antici-
pated, except for those operating hospitals with maternity services.

Compliance Requirements;

The reporting, recordkecping and other affirmative acts that impact
smail businesses or local governments would not change with this pro-
posed amendment, Current regulations require hospitals and birthing cen-
ters to ensure that all mothers who present for delivery have a negative
HIV test result from the current pregnancy or a positive HIV test result
during or prior to the pregnancy. Ifno test result is documented, the mother
is offered consented expedited HIV testing. If she declines, an cxpedited
HIV test is performed on her infant, without consent. Current regulations
require a turnzround time for pretiminary HIV test results of no more than
48 hours from the time the specimen is collected. The proposed rule
change would decrease the tumaround time to within 12 hours after the
mother's consent for testing, or if she does not consent, within 12 hours of
the infant’s birth.

Professional Services:

Impacted small busincsses and local governments would need the same
staff of health care providers (doctors, nurses, nurse practitioners, physi-
cians assistants), counseling and support staff as they currently employ. No
additional staff would be needed.

Compliance Costs: :

The percentage of women receiving prenatal counseling and testing is
steadily increasing, and the need for expedited HIV testing in the intrapar-
fum periad is decreasing. As of December 2002, hospital data indicate that
approximately 94% of all women giving birth have documentation of their
HIV status before delivery. This rate was 62% in July 1999, one month
before expedited testing in delivery seftings was implemented. Using these
data, the need for expedited HIV testing has ¢leariy decreased through the
years, from an estimated 120,000 mothers/infants in 1999 to less than
15,000 in 2002. At $52 per test, the total statewide testing cost in 1999,
estimated to be $6.24 million per year, has decreased to $780,000 per year.
This number is expected to continue to decline as more women accept
prenatal HIV testing. The cost for expedited HIV testing using rapid, point-
of-care testing kits is not expected to cxceed the cost of expedited testing
as currently performed and would be considerably less if facilities choose
to take advantage of point-of-care rapid testing.

Economic and Technological Feasibility:

The proposed amendment to the regulatory pregram is economically
and technologically feasible since it is not anticipated that additional stafl
would be required and rapid, point-of-care testing technology is readily
available.

Minimizing Adverse Impact:

Provider costs associated with rapid, point-of-care expedited HIV test-
ing are medically appropriate and must be considered part of labor and
delivery costs. Current reimbursement rates for expedited HIV testing
subsidize the costs incurred by the delivery facility (344 for counseling and
$52 for testing), and will continue. Since preventing HIV transmission
saves the high treatment costs for HIV-infected persons, expedited HiV
testing in the labor and delivery setting is actually cost effective. Hospitals
and birthing centers also realize savings as a result of this program by not
having to employ outreach staff to find mothers after discharge since post-
test counscling can be done while the mother is still in the hospital,

Small Businesses and Local Government Participation:

In advance of publication, the proposed amendment to the regulation
was discussed at a two hour meeting held on March 23, 2003 by the
Greater New York Hospital Association with representatives from 31
birthing facilities and the Health and Hospitals Corporation attending, and
on Apni 30, 2003 at a video conference hosted by the Hospital Association
of New York State and broadcast to birthing facilitics statew1de
Rural Area Flexibility Analysis

Types and Estimated Numbers of Rural Areas:

Forty-four counties meet the definition of a rural area (population less
than 200 00(}) and an additional 11 countics have towns that are classified

as rural (towns with population densities of 200 persons ot less per squarc
mile). The proposed amendiment to the current regulation applics to hospi-
tals and birthing facilities i 55 counties, These facilities already follow the
Expedited HIV Testing regulation; significant program cxpansion is not
expected.

Reporting, Recordkeeping and Other Compliance Requirements:

The reporting, recordkecping and other affirmative acts that will im-
pact hospitals in rural areas have already becn undertaken to comply with
the Expedited HIV Testing regutation. Current regulations require mater-
nity hospitals and freestanding birthing centers to ensure that all womcen
who present for delivery with no documentzation of HIV status are coun-
seled about expedited HIV testing, and, arrange that an immediate HI'V
screening test of the mother with her consent or of her newborn without
consent is performed. Technological advances mean that rapid HIV
screening tests can now be performed at the point-of-care. Birth facilities
can choose to use the new technology for rapid HIV testing, or to continuc
with the expedited HIV testing program already in place at their facilities.
If the new technolegy is not chosen, the decreased turnaround time for the
return of preliminary test results will have to be negotiated with either the
hospital-based or the commercial laboratorics that perform expedited HIV
testing.

Professional Services:

Hospitals in rural areas would not need additional professional staff to
provide this service for women without known HIV test results,

Costs:

According to current annualized data, fewer than 50 maternity patients
or newborns in any hospitat or birthing center operated in rural areas
require expedited HIV (esting. This number will continue to diminish as
efforts to promote prenatal HIV testing succeed. If an average of $52 (the
total per test average cost of ELISA or SUDS testing, exclusive of counsel-
ing) for each cxpedited HIV test is used to cstimate the total cost of
expedited testing {test device, equipment and personnel}, the total annual
cost for rapid expedited HIV testing in cach rural birth facility will be
approximately $2,600, or less, depending on the number of maternity
patients or newborns needing rapid {esting.

Minimizing Adversc impact:

Additional provider costs associated with testing are medically appro-
priate and must be considered part of labor and delivery costs. However,
preventing HIV transinission is cost cffective because of the high cost of
treatment for HIV-infected persons. Hospitals and birthing centers will
realizc savings as a result of this program by not having to employ out-

" reach staff to find mothers after discharge since post-test counseling can be

done while the mother is still in the hospital.

Rural Arca Participation:

In advance of publication, the proposed amendment to the regulation
was discussed at a two hour meeting held on March 23, 2003 by the
Greater New York Hospital Association with representatives from 31
birthing facilities and the Health and Hospitals Corporation attending, and
on April 30, 2003 at a video confercnce hosted by the Hospital Association
of New York State and broadeast to birthing facilitics statewide.

Job fmpact Statement

A Job Impact Statement is not attached because this amended rule will not
have a substantial adverse impact on jobs and cmployment opportunities as
apparent from its nature and purposc.

PROPOSED RULE MAKING
NO HEARING(S) SCHEDULED

Newborn Screening
1.D. No. HLT-36-03-00008-P

PURSUANT TO THE PROVISIONS OF THE State Administrative Pro-

cedure Act, NOTICE is hereby given of the following proposed rule:

Proposed action: Amendment of section 69-1.2(b) of Title 10 NYCRR.

Statutory authoerity: Public Health Law, scction 2500-2

Subject: Newborn screening.

Purpoese: To add three conditions to the current eight that comprise the

New York State newborn screening panel.

Text of proposed rule: Scction 69-1.2 Diseases and conditions tested.
(a) Unless a specific exemption is granted by the State Commissioner

of Health, the testing required by sections 2500-a and 2500-f of the Public

Health Law shall be done by the testing laboratory according to recognized

clinical Jaboratory procedures. o
(b) Diseases and conditions to be tested sha!l include: phenylketonuria,

branched-chain ketonuria, homocystinuria, galactosemia, homozygous
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sickle cell discase, hypothyroidism, biotinidase deficiency [and], human
immunodeficiency virus (HIV) exposure and infection, cystic fibrosis,
congenital adrenal hyperplasia, and medium-chain acyl-Cod
dehydrogenase deficiency (MCADD).

Text of proposed rule and any required statemenis and analyses may
be ebtained from: William Johnson, Department of Health, Division of
Legal Affairs, Office of Regulatory Reform, Corning Tower, Rm. 2415,
Empire State Plaza, Albany, NY 12237, (518) 473-7488, fax: (518) 486-
4834, e-mail: regsqna@health.state.ny.us

Data, views or arguments may be submitted te: Same as above.
Public comment will be received until: 45 days after publication of this

-notice.

Reguiatory Impact Statement

Statutory Authority:

Public Health Law (PHL)} Section 2500-a requires institutions caring
for infants 28 days or under of age, as well as persons required to register
the birth of a child, to cause newbotns to be tested for phenylkctonuria,
branched-chain ketonuria, homocystinuria, galactoscmia, homozygous
sickle cell disease, hypathyroidism, and other diseases and conditions to be
designated by the Commissicner of Hezith. Specifically, PHL Section
2500-4 (a) provides statutory authority for the Commissioner of Health to
designate n regulation other diseases or conditions that would require
newborn testing in accordance to the Diepartment’s mandate to prevent
infant and child mortality, morbidity, and diseascs and defects of child-
hood. Pursuant to this authority, biotinidase deficiency and human immu-
nodeficiency virus (HIV) have been added to the newborn testing panel by
regulatory amendment since the enactment of Section 2500-a,

Legislative Objectives:

In enacting PHIL Section 2500-a, the Legislature intended to promote
pubfic health through mandatory screening of New York State newborns to
detect those with serious but treatable neonatal conditions and to ensure
their referral for medical intervention. This proposal, which would add
three disorders to the list of seven genetic/congenilal disorders and one
infections disease currently in regulation, is in keeping with the Legisla-
ture’s public health aims of early identification and timely medical inter-
vention for all the State’s youngest citizens. The Legislature recently
affirmed its objective for a healthy young citizenry by cnacting a State
budget with dedicated funding for cxpansion of the State’s Newbom
Screening Program’s testing panel, applying new technologies for the most
accurate and timely identification of affected infants. The Department
anticipates this express commitment to maintaining a premier program to
continue in the form of annual appropriations to ensure funding for staffing
and non-personal services.

Needs and Benefits:

Following legislative enactment of PHL Section 2500-a, the New York
State Newborn Screening Program began as a statewide mandatory initia-
tive to detect infants with serious but treatable neonatal conditions, and
refer those infants for immediate medical intervention and follow-up.
Regulations promulgated by the Commissioner of Health in 10 NYCRR
Subpart 69-1 sct forth requirements for specimen collection, testing, result
reporting and case follow-up. Data compiled from New York State’s
Newborn Screening Program and other states’ programs have shown that
timely intervention and treatment can drasticaily improve affected infants’
survival chances and quality of life. Advancing technology, cmerging
novel medical treatments and rising public expectations for this critical
public health program demand that the panel of screening conditions be
expanded at this time through amendment of Subpart 69-1.2.

This amendment would add three disorders—cystic fibrosis (CF),
congenital adrenal hyperplasia (CAH) and medium-chain acyl-CoA
dehydrogenasc deficiency (MCADD)—to the scope of newborn screening
services already provided by the Department. The three new disorders
mect established criteria applied worldwide for newbom screening pro-
gram test panels. These criteria are: the conditions must be medically
significant; their incidence and prevalence must represent a matter of
public health concemn, or they must affect a substantial number of
newborns, so that the resulting cost to society for health care and lost
productivity is significant; reliable assays for diagnosis of the conditions,
suitable for large-scale population screening, must be available; and early
detection of the disorders during the neonatal period must allow for medi-
cal intervention effective in amelioration, or prevention of medical compli-
cations and other consequences.

. An American Academy of Pediatrics task force reviewing newborn
screening has suggested that state newbom screening programs consider

testing for CF—one of the most common serious inherited disordets.
Chronic iflness and even death can result from alterations in the viscosity
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(thickness) of body secretions, especially in the lungs, pancreas and gasiro-
intestinal teact, caused by CF. Such alterations iead to impaired absorption
of nutrients in the gastrointestinal tract, and eventual malnutrition and
failure to thrive; as well as impaired lung function resuiting in increased
chronic bacterial bronchitis and abundant inflammation in the airways,
respiratory failure, and even death. Early detcetion and intervention en-
sures improved infant nutritional status and linear growth, as well as more
stable lung function. In New York State’s birth population, CF has a
combined incidence of onc in 3,700 births, resulting in an expecied annual
incidence of 86 CF cascs.

CAH is the third most common condition that can be detected by
newbom screening and the most immediately lethal. This inherited endo-
crine disorder may cause sexual misassignment of female infants as male
at birth, with eventual accclerated skeletal maturation and short stature in
both sexes. Treatment with supplements slows precocious maturation, and
surgery can correet genital malformations. CAH affects one in 5,000
newbomns in the State, yielding an expected annual incidence of 50 cases,
Testing for CAH is now a part of many states’ screening profiles, including
the neighboring states of Massachusetts, Rhode Island, Pennsylvania and
New Jersey, In 1999, the Department received 25 unsolicited letters from
physicians, cndocrinology cxperts and families of affected infants, urging
addition of CAH testing for New York’s newboms,

MCADD is one of scveral abnormalitics in the body’s ability to metab-
olize fats, resulting in toxic build-up of fatty acids. Although the disorder’s
presentation is variable, it may cause hypoglycemia, lethargy, vomiting,
seizures and coma. One-third of infants die during the first clinical episode,
and MCADD is thought to be the cause of one to two percent of sudden
infant deaths. Survivors of scvere clinical episodes may expetience muscle
weakness, failure to thrive and cerebral palsy, as well as learning difficul-
ties. However, the disorder is effectively treated when detected carly,
primarily through avoidance of fasting. MCADD has an estimated inci-
denee of one in 18,000 births in the Statc, an expected annual incidence of
14 cases of the condition.

Costs:
Costs to Private Regulated Parties:

Regulated parties include the approximately 170 hospitals, and diag-
nostic and treatment centers providing birthing services in the Statc, their
chief executive officers, and birth attendants who assist with at-home
births (i.e., licensed midwives). These entities will incur no new costs
related to collection and submission of blood specimens to the State’s
MNewbom Screening Program, since the dried blood spot specimens now
collected and mailed to the program for other currently available testing
would also be used for the additional tests proposed by this amendment.
However, birthing facilities and, to a lesser extent, at-home birth attendants
would likely incur minimal additional cests related to fulfilling their re-
sponsibilities for ensuring referral of infants who screen positive for CF, .
CAH or MCADD, specifically, human resources costs of approximately
1.0 person/hour (for nursing and counseling staff with clerical support) for
communicating the need of and/or arranging referral for medical evalua-
tion of the additional identified infants. QOwerall, for 95 percent of the
State’s birthing facilities (7., 156 of 163), the number of infants requiring
referral would increase from seven or fewer to no more than ten per week;
therefore, no additional staff would be required at these institutions.

Facilities and practitioners receiving referrals, including: hospitals;
specialized care centers; clinical specialists {/.e., medical gencticists); and
primary and ancillary carc providers (i.e, pediatricians, nutritionists and
physical therapists), would incur costs for medical evaluation, including
confirmatory testing in some cases, ongoing care, and treatment supplies
such as antibiotics and dietary supplements. Speeifically, such parties
would incur human resources costs of approximately $300 for an initial
comprehensive medical evaluation of an infant with an abnormal screening
test result, However, given the low specificity of screening tests to ensurc
no falsc negative results, the Department anticipates that as many as 98
percent of referred infants will ultimately be found not to be afflicted with
the target condition, using clinical assessment and relatively simply confir-
matory tests.

Hospitals, specialized care centers and independent providers will in-
cur additional costs for providing post-evaluation and ongeing medical
management services to the approximately two percent of identified in-
fants whose disorders arc confirmed. Human rcsources costs for post-
confirmation serviges of two to five persorvhours, involving medical ge-
neticists, genetic counsclors and nutritionists, have been estimated at $450
per affected infant, including $300 for a comprehensive office visit and
$150 for a genetic or nutritional counseling session.
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The proposed regulations do not impose additional reporting require-
menis upon the regulated public (trappers and hunters).

7. Duplication

There are no other local, state or federal regulations concerning the
possession, transporting, or disposal of coyote and marten. The Depart-
ment is the only govenmental entity with the legal authority to regulate the
managed harvest of coyote and marten in New York.

8. Alternatives

An alternative to making the proposed changes is to leave the regula-
tions intact. However, this would perpetuate the unnecessary requirement
to pelt seal coyotes, and reduce the Department’s ability to manage marten.

9, Federal Standards

There are no federal government standards for the possession, transpor-
tation, and disposal of coyote and marten.

10. Compliance Schedule

Trappers and hunters will be expected to comply with the new regula-
tions as soon as they take effect.

Regulatory Flexibility Analysis

This prepesed rule making will revise regulations concerning the pos-
session, transportation, and disposal of coyotes taken by hunters and trap-
pers, and marten faken by trappers. The Department has determined that
this rule making will not imposc an adverse economic impact on smali
businesses or local governments. The proposed revisions are not expected
to significantly change the number of participants or the frequency of
participation in the regulated activities,

The Department has also determined that these amendments will not
impose any reporting, recordkeeping, or other compliance requirements on
small businesses or local governments. All reporting or recordkeeping
requirements associated with trapping are administered by the Department.

Therefore, the Department has concluded that a regulatory flexibility
analysis is not required.

Rural Area Flexibility Analysis

This proposed rule making will revise regulations concerning the pos-
session, transportation, and disposal of coyotes taken by hunters and trap-
pers, and marten taken by trappers. The Department has determined that
this rule making will not impose an adverse cconomic impact on rural
areas. The proposed revisions are not expected to significantly change the
number of participants or the frequency of participation in the regulated
activities.

The Department has also determined that these amendments will not
impose any reporting, recordkeeping, or other compliance requirements on
public or private entities in rural arcas. All reporting or recordkeeping
requirements associated with trapping and hunting are administered by the
Department.

Therefore, the Department has concluded that a rural area flexibility
analysis is not required. ‘

Job Impact Statement

The purpose of this rule making is to amend the requirements for the
possession, transportation, and disposal of coyotes taken by hunters and
trappers, and marten by trappers. Based on the Department’s past experi-
ence in implementing similar regulations to thosc herein proposed, and
based on the professional judgement of staff in the New York State
Department of Environmental Conservation (DEC), the proposed regula-
tory changes included in this rule making are not expected to have any
adverse impacts on jobs or employment opportunities in New York State.
This rule making will remove the pelt seal requirements for coyote, which
should have a positive impact on those engaged in trapping or hunting
coyotss by making reporting casier and iess time-consuming. The proposal
- to require submission of the entire marten carcass should not-have any
cffect on or cause the loss of any jobs or employment opportunities.
Therefore, DEC has concluded thata Job Impact Statement is not required.

Department of Health

EMERGENCY
RULE MAKING

Expedited HIV Testing of Women and Newborns

LD, Ne. HLT-12-04-00012-E
Filing No. 798

Filing date: July 9, 2004
Effective date: July 9, 2004

PURSUANT TO THE PROVISIONS OF THE State Administrative Pro-
cedure Act, NOTICE is hercby given of the following action:

Actioi faken: Amendment of section 69-1.3 of Title 10 NYCRR.
Statutory authority: Public Health Law, sections 576, 2500-a and 2500-F
Finding of necessity for emergency rule: Preservation of public health.
Specific reasons underiying the finding of necessity: Immediate adop-
tion of this amendment is necessary to protect the public health and welfare
and to preveat harm to infants born in New York State. The New York
State Department of Health is actively engaged in the prevention of
mother-to-child HI'V transmission. Recent advances in medical knowledge
concerning the prevention of perinatal HIV' transmission have demon-
strated that antiretroviral therapy, given to prevent HIV transmission, is
most cfficacious when given prenatally, during labor, or within the first 12
hours of an infant’s birth. Although approximately 94 percent of women
arc tested for HIV during prenatal carc, the HIV status of six percent is
unknown at presentation for delivery. Women at high risk for HIV who
nave received no prenatal care are over-represcnted within this group. In
1999, the Department implemented expedited HIV testing in the labor and
delivery setting so that providers can initiate partial antiretroviral regimens
cither to the mother in labor or to the infant immediately after birth. The
turn-around-time for reporting the result was 48 hours from the drawing of
blood from the mother (with her consent) or from the newborn (o consent
required).

Heretofore, the program has been limited by the lack of a point-of-care
rapid HIV test. In cases of HIV-exposure in @ newborn where prenatai and/
ot intrapartum antiretroviral therapy (ART) were not given, studies have
shown that therapy must be started for the newborn within 12 hours of
birth to be effective in reducing the risk of transmission. The expedited
HIV testing protocols in mest New York State birth facilities did not meet
this 12-hour timeline for initiating prophylactic newborm ART, In 2001 to
2002, over 1400 HIV-infected women gave birth in New York State. Of
these, one hundred mother/infant pairs were first identified as HIV-in-
fected/exposed through expedited HIV testing in the labor, delivery or in
the immediate newbormn period. In the vast majority of cases (98 of 100),
the median time from the mother’s admission to the collection of the
specimen for expedited HIV testing was 2.5 hours. However, even when
testing was performed on-site, results were not returncd for at least 20
frours, and treatment was not initiated in the newborn untit 22.5 hours after
birth. Cicarly, achieving timelier reporting of cxpedited HIV test results is
hampered by the lack of a point-of-care rapid test.

In November 2002, the U.S. Food and Drug Administration approved
the first of a new generation of point-of-care rapid HEV tests. The test is
waived under the Clinical Laboratorics Improvement Act (CLIA) and may
be performed under the supervision of a licensed physician, nurse practi-
tioner or physician assistant, provided the facility performing the test has
obtained a CLIA number and is registered with the Clinical Laboratories
Evaluation Program (CLEP).

The availability of point-of-care HIV testing offers providers the op-
portunity to intervene during this most critical time frame for perinatal
HIV transmission: labor and delivery. The purpose of this emergency and
proposed rule making, which amends 10 NYCRR, Subpart 69-1.3(1}(2), is
to ensure that the HIV exposure status is available as soon as possible for
all newborns whose mothers have not been tested for HIV during the
current pregnancy or for whom HIV test results are not available at deliv-
ery. By requiring a maximum tum-ground-time of twelve hours from the
time the mother consents to testing or from the time of the infant’s birth to
the receipt of the result of the expedited HIV test, medical providers and
patients will have information that is critical for the administration of
antirctroviral medication during labor and dclivery and to thc newborn
immediately after birth.
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As a result of the Expedited HIV Testing regulations (effective August
1999) and the consequent increase of prenatal and expedited HIV testing,
along with the prompt initiation of treatment to HIV-infected mothers, the
rates of perinatal HIV transmission in New York Statc have decreased:
from 10.9% in 1997 to 3.9% in 2001. New, rapid, point-of-care HIV
testing technology can provide test results within 20 to 40 minutes. In most
cases, this technology will atlow obstetricians to have preliminary HIV test
results before the mother delivers, when the initiation of antirctroviral
therapy can be of significant benefit. In light of the advances in testing
technology, the Department is proposing a regulatory change to
1ONYCRR 69-1.3 (1)(2) that would apply in cases where a woman presents
for delivery with no documentation of her HI'V status. In these cases, the
amended regulation would require the birth facility to arrange an immedi-
ate HIV screening test of the mother with her consent or-of her newbom
without consent with results available as soon as possible, but in ne event
longer than 12 hours after the mother provides consent for testing or, if she
does not censent, 12 hours after the time of the infant’s birth. Reducing the
turn-around-time for expedited HIV testing allows health care providers to
provide antiretroviral therapy in time to reduce the risk of mother-to-child
transmission of HIV.

The cmergency rule will take effect upon fiting with the Secretary of
State.

Subject: Expedited HIV testing of women and children.

Purpose: To amend the current compichensive program in Tesponse to
recent advances in medical knowledge and the rapid HEV testmg technol-
ogy to enhance protection of ncwborns.

Text of emergency rule: Paragraph (2) of Subdivision (1) of Section 69-
1.3 of NYCRR is amended to rcad as follows:

(2) if no HIV test result obtained during the current pregnancy is
available for the mother not known to be HIV-infected, arrange an imme-
diate screening test of the mother with her consent or of her newborn for
HEV antibody with results available as soon as practicable, but in no event
longer than {48 hours] /2 hours afier the mother provides consent for
testing or, if she does not consent, 12 hours afier the time of the infant's
birth.

This notice is infended to serve only as a notice of emergency adoption.
This agency intends to adopt the provisions of this emergeney rule as a
permanent rule, having previousty published a notice of proposed rule
making, LD. No. HLT-12-04-00012-P, Issue of March 24, 2004. The
emergency rule witl expire September 6, 2004.

Text of emergency rule and any reguired statements and analyses may
be ebtained from: William Johnson, Department of Health, Division of
Legal Affairs, Office of Regulatory Reform, Corning Tower, Rm. 24135,
Empire State Plaza, Albany, NY 12237, (518) 473-7488, fax: (518) 486-
4834, e-mail: regsqna@health.state.ny.us

Regulatory Impact Statement

Statutory Authority

Public Health Law (PHL) section 2500-f requires the commissioner to
promulgate regulations to implement a comprehensive program for the
testing of newborns for HIV and/or the presence of HIV antibodies. The
proposed revision to the regulation amends the current comprehensive
program in respoase to recent advances in medical knowledge concerning
the prevention of perinatal HIV transmission and the availability of rapid
HIV testing technology, with at least one device suitable for “point-of-care
use.

Legislative Objectives:

In the memorandum accompanying the comprehensive newbom test-
ing bill (Chapter 220 of the Laws of 1996), the legislature indicated its
purpose was “to ensure that newboms who are bom exposed to HIV
receive prompt and immediate care and treatment and counseling that can
enhance, prolong and possibly save their jives. Transmission of HIV from
mother to newborn can be prevented in many cascs by the administration
of antirctroviral medications, which are recommended to be given to the
mother starting during the second trimester of pregnancy, continued during
labor, and given to the newbom after birth. The proposed amendment to 10
NYCRR, Subpart 69-1.3(2) will ensure that the HIV exposurc status is
available for all newboms whose mothers have not been tested for HIV
during the current pregnancy or for whom HIV test results are not available
at delivery. By requlrmg that HIV test results be available as soon as is
practicable but in no case later than twelve hours from the time of the
mother’s consent to testing or the time of the infant’s birth, the Department
intends to ensure that medical providers and patients have the informatien
- -they need to make decisions about preventive treatment in a timely man-
ner.

Needs and Benefits:
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[mprovements in medical knowledge and major advances in medical
technology have occurred since the current program for the Expedited HIV
Testing of Women and Newboms was implemented in August 1999, To
date, the success of New York State’s efforts to reduce perinatal HIV
transmission to the lowest possible level has resulted in a decrease in the
rate of perinatal HIV transmission for all HIV-cxposed infants bom in New
York from 10.9% in 1997 to 3.9% in 2001. Howcver, transmission is still
occurring in instances where the HIV exposure status of an infant was
ideatified too late to provide cffective intervention. In such infants therapy
must begin within 12 hours of birth to be effective in reducing the risk of
transmission. In an addendum to the NYSDOH PCR study, published in
the New England Journal of Medicine on 4/1/99, it was demonstrated that
when ARV was given to the newborn within 12 hours of birth there was a
5.9% rate of HIV transmission. There was no significant benefit if ARV
was begun after 12 hours birth as the transmission rate increased to 25%.
The ability to have results from expedited HIV testing as soon as possible
in cases where there was no history of prenatal HIV testing, coupled with
the administration of prophylactic antirctroviral therapy, ideally during
labor but no later than 12 hours of birth, is of vital importance in further
reducing perinatal HEV transmission. To reduce perinatal HIV transmis-
sion to the greatest cxtent possible, facilities are urged not to view the 12-
hour tum-around-time as the goal of tcsting but as the outside limit for
offering effective therapeutic interventions to prevent transmission of HIV
from the mother to her newborn.

Costs:
Costs to State and Local Governments:

The cost to State Government is minimal and can be covered by
existing pregrams and staff. There is ne cost to local government except to
the extent they own and operate maternity hospitals. Any cost to the State
and locat governments will be reduced by the savings to the Medicaid
orogram by reducing the costs of care as fewer incidences of HIV trans-
mission te newbomns occur. Local governments that operate medical facili-
ties will incur costs as described in the section on Costs to Regulated
Partics noted below,

Costs to Regulated Parties:

The approved rapid test is CLIA- waived due to low complexity and
may be performed either in the centralized laboratery or at the point-of-
care, subject fo appropriatc NYSDOH approvals. The Department will
work closcly with facilities to assist them in meeting the tum-around-time
requirements of this proposal.

The vast majority (141) of the [59 birthing facilities currently hold a
clinical laboratory permit in HIV testing or are eligible for fast-track
approval for a permit in HIV testing. These facilities already have or could
readily develop the capability of generating HIV test results on-site within
twelve hours without additional costs. This is espeeially true for facilities
with arcund-the-clock centralized laboratory services. Reagent eqmp-
ment, personnel and overhead costs for testing a single specimen using an
instrument-based method (.., EIA) arc approximately $15 for routing
testing, but up to ten times that amount for‘on demand’ (STAT) testing.
Birth facilities would incur costs directly related to this proposal whenever
expedited testing needed to be performed in the laboratory outside normal
testing hours, and qualified staff needed to be called in specifically to run
one test. Facilities using such an on-call staffing approach to expedited
newbom HIV testing would Incur up to 1.5 times the usual hourly wage for
a medical technologist, which is estimated to be $40 per hour (including
benefits) or $30 per hour {including benefits) if the technologist is a
supervisor.

The Department will work closcly with facilitics that do not have
cursent capacity to consistently generate resuits in 12 hours or less, and
assist them in meeting regulatory requirements. Costs of introducing in-
housc HIV testing include costs of reagents, devices and human resources
necessary to validate the test method and write protocols, at an estimated
maximum one-time cost of $1000. Facilitics that conduct testing at point of
care, 1.e., in the labor and delivery department, would also incur minimal
costs associated with initial training and ongoing competency assessment
of non-laboratory tesiing personuel, i.e,, labor and delivery nursing staff,
althouph technologists may also travel to patient floors to iend their exper-
tise in the performance of tests and interpretation of results. The cost of
conducting initial training for a group of 8 or fewer nurses can be estimated
by maltiplying the hourly wage of a supervisor-qualified technologist by 8
hours of training in device usc, troubleshooting, recordkeeping and quality
assurance activities, and adding the cost of 25 test devices. The device
designated for point-of-carc testing has a list price of $10.00 -315.00 for
cach test kit ’
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Overail, the Department estimates that the costs of performing tests at
the point-of-care are likely to be less than, or equal to, the costs of
expedited HIV tests currently performed in a centralized laboratory. This
estimate is based on the fact that rapid HIV tests do not require the
purchase or maintenance of expensive laboratory cquipment and that the
cost of testing devices (OraQuick®, SUDS®) and the salaries of personnel
conducting the tests are comparable. The cost of expedited HIV testing
donc in a reference laboratory (cost at one commercial laboratory is
$75.00/ expedited test) may not change, but birth facilities using these
laboratorics will have to ensure that they will be able to report results
within the 12-hour turn-around-time. The cost to the birth facility in time
spent to provide pre-test HIV counseling is not expected to differ from the
current cost of expedited HIV testing, which includes reimbursement rates
of $52 for testing and $44 for counscling ($96.00/cxpedited test).

In light of the advances in testing technology, and the benefits of carly
initiation of antiretroviral therapy to prevent mothet-to-child transmission
of HIV, many birth facilitics will opt to usc a rapid HIV test device that
generates results in a half-hour or less. Facilities may perform rapid HIV
testing either in the laboratory itself or at the point-of-care subject to
appropriate NYSDOH approval. Laberatories with an HIV testing permit
may choose to conduct “stat testing 24 hours a day, 7 days a week using a
standard instrument-based {e.g., EIA) testing technology within the 12

. hour time limit. However, testing using rapid testing devices is encouraged

to obtain HIV tests results as soon as possible. While procedures such as
immediate transport of specimens by courier to a near-by laboratory, may,
in theory, be effective for meeting a E2-hour turn-around-time, the Depart-
ment’s experience with such complex arrangements shows them to usually
be an unacceptable alternative for on-site expedited testing.

Of the 159 regulated hospitals and birthing centers affected by this
amendment, 141 hold laboratory permits that include HIV and/or diagnos-
tic immunology testing, the latter of which would be allowed, in response
to the adoption of this amendment, to add HIVY testing through a fast-track
mechanism. For any of these 141 facilities that choose to add a new test to
an cxisting HIV or fast-tracked diagnestic immunology permit, costs for
protocol development, staff training, test validation and implementation of
quality assurance measures are expected to be approximately $1000. There
are no additional costs associated with modifying an existing permit to add
a category or test. The remaining 18 birth facilities would incur an addi-
tional cost if they seck to provide HIV testing on-site, including an initial
cost of $1000 plus annual fees based on gross annual receipts.

Facitities offering on-site testing at the point-of-care, i.e., in the labor
and detivery suite under the auspices of an cxisting permitted Iaboratory,
would incur minimal costs for initial training and ongoing competency
assessment of non-laboratory testing personnel, i.e., labor and delivery
nurses. The cost of conducting initial fraining for a group of 8 or fewer
nurses can be estimated by multiplying the hourly wage of a supervisor-
qualificd technologist by 8 hours of training {on average approximateiy
$50.00/hour by § hours equating to $400.00) in device use, troubleshoot-
ing, recordkeeping and quality assurance activities, and adding the cost of
25 test devices (8§15 per test by 25 = $375). Therefore, the total training
costs would be approximately $775. Cost attributable to periedic compe-
tency assessments of one to two hours could be caleulated using the same
formula. A materials cost of approximately $10.00 - $15.00 a test would be
attributable to one single-use device and control materials.

Costs would be offset by revenue generated from third party billing,
including Medicaid. Costs of expedited HIV testing in labor, delivery and
newborn nursery settings will continue to diminish as efforts to increase
prenatal HIV counseling and testing succeed. Any other provider costs
associated with rapid HIV testing in the labor and delivery seitings arc
medically appropriate and must continue to be considered part of labor and
delivery costs.

Costs to the Department of Health:

The Department will use existing staff to review and approve HIV
testing applications, and to conduct on-site surveys of applicant facilities.

Local Government Mandates:

This amendment to the current regulation will not impose any new
program services, duties or responsibilities upen any county, city, town,
village, school district, fire district or any other special district, except for
those local governments operating hospitals with maternity services.

Paperwork:

Paperwork related to point-of-care rapid HIV tests does not signifi-
cantly differ from that currently required by cxpedited testing reguiations.
This paperwork includes the clinician’s written order for testing, notation
of the completion of pre- and post-test counscling, documentation of the
acquisition of the test specimen and recording the test result in the medical

record. Some paperwork will be required of birth facilitics that seek an
addition to an existing permit, and for those that choose to seck a new HIV
testing permit.

Duplication:

None.

Altermatives:

There are no alternatives to the 12-hour time limit proposed by this
amendment because a longer time period would result in some HIV-
exposed infants not being detected in time to administer therapy to prevent
HIV transmission. Because advances in scientific knowledge and medical
technology allow for rapid HIV testing, the Department determined that
the proposed revision to the regulation is the best approach to protect the
public health. :

Federal Standards:

There are cwrrently no Federal regulations related to prenatal or new-
born testing. The Federal government has provided only recommendations
and guidelines for these activities, The proposed regulatory change is
consistent with current federal recommendations.

Compliance Scheduie;

The Department has alrcady advised rcgulated partics that this emer-
gency amendment is in piace. The Department understands that many
facilitics previously initiated activitics to implement rapid HIV testing.
The Department understands that facilities have been in compliance since
the first emergency regulation’s November 2003 effective date,
Regulatory Flexibility Analysis

Effect on Small Businesses:

The proposed rule will impact an estimated three birth hospitals and
four birthing centers that meet the definition of a small business (indepen-
dently owned and employs 100 or fewer individuals). No real impact on
small businesses is expected, since regulations requiring expedited HIV
testing are already in place. No new costs to local governments are antici-
pated, except for those operating hospitals with maternity services.

Compliance Requirements:

The reporting, recordkeeping and other affirmative acts that impact
smali businesses or local governments would not change with this pro-
poscd amendment. Current regulations require hospitals and birthing cen-
ters to assess whether mothers who present for delivery have a negative
HIV test result from the current pregnancy or a positive HIV test result
during or prior to the pregnancy, If no test result is documented, the mother
is offered consented cxpedited HIV testing. If she declines, an expedited
HIV test is performed on her infant, without consent. Currcnt regulations
require a turn-around-time for preliminary HEV test results of no more than
48 hours from the time the specimen is collected. The proposed rule
change would decrease the turn-around-time to within 12 hours after the
mother’s consent for testing, or if she does not consent, within 12 hours of
the infant’s birtk.

Professional Services:

Impacted small businesses and local governments would nced the same
staff of health care providers (doctors, nurses, nurse practitioners, physi-
cians assistants), counseling and support staff as they currently employ. No
additional staff would be nceded.

Compliance Costs:

The percentage of women receiving prenatal counscling and testing is
steadily increasing, and the nced for expedited HIV testing in the intrapar-
tum period is decreasing. As of December 2002, hospital data indicate that
approximately 94% of all women giving birth have documentation of their
HIV status before delivery. This rate was 62% in July 1999, one month
before expedited testing in delivery settings was implemented, Using these
data, the need for expedited HIV testing has clearly decreased through the
years, from an estimated 120,000 mothers/infants in £999 to less than
15,000 in 2002. At $52 per test, the total statewide testing cost in 1999,
cstimated to be $6.24 million per year, has decrcased to $780,000 per year.
This number is expected to continue to decline as more women accept
prenatal HIV testing. The cost for expedited HIV testing using rapid, point-
of-care festing kits is not expected to exceed the cost of expedited testing
as currently peiformed and would be considerably less if facilitics choosc
to take advantage of point-of-care rapid testing.

Economic and Technological Feasibility:

The proposed amendment to the regulatory program is economically
and technologically feasible sinee it is not anticipated that additional staff
would be required and rapid, point-of-care testing technology is readily
available.

“Minimizing Adverse lmpact:

Provider costs associatcd with rapid, point-of-care expedited HIV test-

ing are medically appropriate and must be considered part of labor and
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delivery costs. Current reimbursement rates for expedited HIV testing
subsidize the costs incurred by the delivery facility ($44 for counseling and
§52 for testing), and will continue. Since preventing HIV transmission
saves the high treatment costs for HIV-infected petsons, expedited HIV
testing in the labor and delivery setting is actually cost effective. Hospitals

.and birthing centers also realize savings as a result of this program by not

having to employ outreach staff to find mothers after discharge since post-
test counseling can be done while the mother is stitl in the hospital.

Smail Businesses and Local Government Participation:

In advance of publication, the proposed amendment to the regulation
was discussed at a two hour meeting held on March 23, 2003 by the
Greater New York Hospital Association with representatives from 31
birthing facilitics and the Health and Hospitals Corporation atiending, and

¢ on April 30, 2003 at a videoconference hosted by the Hospital Association

of New York Statc and broadcast to birthing facilities statewide.
Rural Area Flexibility Analysis

Types and Estimated Numbers of Rural Areas:

Forty-four countics mect the definition of a rural arca (population less
than 200,000) and an additional 11 counties have towns that arc classified
as rural (towns with population densities of 200 persons or less per squarc
mite). The proposed amendment to the current regulation applics to hospi-
tals and birthing facilities in 55 counties. These facilitics already follow the
Expedited HIV Testing regulation; significant program expansion is not
expected. There are no birth facilities in the remaining seven counties.

Reporting, Recordkeeping and Other Compliance Requirements:

The reporting, recordkeeping and other affirmative acts that will im-
pact hospitals in rural areas have already been undertaken to comply with
the Expedited HIV Testing regulation. Current regulations require mater-
nity hospitals and freestanding birthing centers to ensure that all women
who present for delivery with no documentation of HIV status are coun-
seled about expedited HIV testing, and, arrange that an immediate HIV
screening test of the mother with her consent or of her newborn without
conscnt is performied. Technological advances mean that rapid HIV
screening tests can now be performed at the point-of-care. Birth facilities
can choose to usc the new technology for rapid HIV testing, or to continue
with the expedited HIV testing program already in place at their facilities.
If the new techuology is not chosen, the decreased turn-around-time for the
return of preliminary test results will have to be negotiated with either the
hospital-based or the commercial laboratories that perform expedited HIV
testing.

Professional Services: ‘

Hospitals in rural areas would not need additional professional staff to
providc this service for women withont known HIV test results.

Caosts:

According to current annualized data, fewer than 50 maternity patients

or newboms in any hospital or birthing center operated in rural arcas
require cxpedited HIV testing. This number will continuc to diminish as
efforts to promote prenatal HIV testing succeed. If an average of $52 (the
total per test average cost of ELISA or SUDS testing, exclusive of counsel-
ing) for each cxpedited HIV test is used to cstimate the total cost of
expedited testing (test device, equipment and personnel), the total annual
cost for rapid expedited HIV testing in each rural birth facility will be
approximately $2,600, or lcss, depending on the number of maternity
patients or newborns needing rapid testing.

Minimizing Adverse Impact:

Additional provider costs associated with testing are medically appro-
priate and must be considered part of labor and delivery costs. However,
preventing HIV transmission is cost effective because of the high cost of
treatment for HIV-infected persons. Hospitals and birthing centers will
realizc savings as a result of this program by not having to employ out-
reach staff to find mothers after discharge since post-test counseling can be
donc while the mother is still in the hospital.

Rural Area Participation:

In advance of publication, the proposed amendment to the regulation
was discussed at a two hour meeting held on March 23, 2003 by the
Greater New York Hospital Association with representatives from 31
birthing facilities and the Health and Hospitals Corporation attending, and
on April 30, 2003 at a video conference hosted by the Hospital Association
of New York Statc and broadcast to birthing facilitics statewide.

Job Impact Statement

A Job Impact Statement is not attached because this amended rule will not
have a substantial adverse impact on jobs and employment opportunitics as
apparent from its nature and purposc.

Assessment of Public Comment

6

Two individuals sent in comments regarding the proposed regulatory
change.

Comment:

One commentor focused on perceived inaccuracies and inconsistencics
in the regulatory impact statement (RIS8) and regulatory flexibility analysis
(RFA) that were filed concurrent with this amendment’s express terms on
September 10, 2003 and March 24, 2004, further suggesting that the RIS
and RFA be revised and republished.

Response:

No revisions were made to the published regulation’s expressed terms,
RIS or RFA as a result of this commentor’s suggestions as noted in this
assessment.

Comment:

The commentor statcd that the Department does not have the statutory
authority to sanction point-of-carc expedited maternal/newborn HIV test-
ing at sites not holding clinical laboratory permits. The commentor further
suggested that adoption of this proposed amendment be postponed untit
such time as regulations are adopted to establish standards for laboratories
that limit their test menus to simple, CL1A-waived tests.

Response: )

The concerns raised by the commenter have become moot and, accord-
ingly, no revisions to the regulation or its supporting documentation are
deemed necessary at this time. As of the datc of this assessment, all
birthing facilities that perform expedited matermal/newborn HIV testing
on-site do so pursuant to a valid clinical laboratory permit issued by thc
Department, in full compliance with Public Herith Law Article V Title 5.
Postporiing enactment of this regulation is therefore unnecessary and not in
the interest of the public health.

Comment:

The same commentor noted that there are differences between costs
and compliance requirements filed in Scptember 2003 and Mareh 2004,
specifically that costs and compliance requirements specific to point-of-
care testing were filed with the initial emergency adoption in September
2003, but were omitted from subsequent filings.

Response:

This difference is atiributable to the Department’s evolving approach
to oversight of point-of-care testing. In 2003, the [aboratory-licensing
program anticipated statutory amendment to PHL that would have cx-
cepted from existing permit requirements any laboratory that limited its
testing to simple, CLIA-waived tests, and would have required such facili-
ties to register with the Departmment. That proposal for registration was
subscquently abandoncd. The impact statement accompanying the 2004
filing for the subject amendment was modified accordingly in order to
provide an up-to-date asscssment of expected costs. Other costs, such as
those incurred for training and on-going competency assessment of testing
personnel are detailed in both the RIS published on September 10, 2003
and the RIS published on March 24, 2004.

Comment:

The commentor stated that there is no justification in the amendment’s
impact statement or the flexibility analyscs for the extensive requirements
for laboratories that currently have permits,

Response:

The Department believes that no such justification is nccessary. The
issue at hand is to minimize the time in which HIV test results are made
available to medical personnel attending the delivery and caring for the
newborn, not whether Subpart 58-1 requirements for a permit are justified,

Comment:

The same commentor stated that there are no compliance requirements
detailed for birthing facility’'s laboratorics that do not have permits.

Response:

The Department has determined that birthing facilities that had not
made an affirmative decision to bring HIV testing in-house by the time this
rule’s second emergency filing was published had no intention of doing so.
Such faeilities have expressed o the Department that they can and will use
alternative means to meet the proposed 12-hour turn around time for HIV
test results. Given that the Department’s primary concern is the timely
availability of HIV test results, it is evident that no purpose would be
served by outlining permit requirements for twenty or fewer laboratories,
nonc of which intend to apply for an initial permit.

Comment:

The second commentor, from an HIV-rclatcd community advisory
group, stated that this advisory group realized the importance of this
amendment ard were in full support of the proposed changes. She stated
that having expedited test results available within 12 hours would ensure
that medical providers and patients had the information needed to make
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decisions in a timely manner regarding treatment to prevent transmission
of HIV to the infant.

Response:

Since this commentor strongly supports the proposed changes, no
revisions were needed to the published regulation’s terms, RIS or RFA.

EMERGENCY
RULE MAKING

Arboviral Infection Reporting

LD. No. HLT-18-04-00002-E
Filing No. 795

Filing date: July 7, 2004
Effective date: July 7, 2004

PURSUANT TO THE PROVISIONS OF THE State Administrative Pro-
cedure Act, NOTICE is hereby given of the following action:

Action taken: Amendment of section 2.1 of Title 10 NYCRR.

Statutory authority: Public Health Law, sections 225(4), (5)(a), (h), (i),
206{1){d) and ()

Finding of necessity for emergency rule: Preservation of public health.
Specific reasons underlying the finding of necessity: Immediate adop-
tion of this rule is necessary to monitor the magnitude and scope of illness
caused by arthropod-borne viruses, and enable timely case reporting and
investigation, as well as the implementation of control interventions, as
needed.

Arboviral infections are usnally transmitted to people by arthropod
vectors (primarily mosquitoes and ticks), and include viruses capable of
causing symptoms ranging from asymptomatic or mildly symptomatic
infection, to encephalitis, coma and death. Current communicable disease
reporting requirements specify the reporting of encephalitis and meningitis
but do not require the reporting of specific arboviral infections. Arboviral
infections are of increasing importance to public health officials as evi-
denced by the ongoing West Nile virus outbreak.

West Nile virus was introduced to the metropolitan New York City
area in 1999, The virus has rapidly dispersed across the United States and
now only four states currently remain free of evidence of West Nile virus
in various surveillance systems. This untreatable, potentially fatal mos-
quito-borng virus has affected every county in New York Staie. Late
August through November is the time of year when the virus is most likely
to be transmitted from mosquitoes to humans. A significant and further
alarming discovery was made in 2002 when public health investigations
determined that West Nile virus can be transmitted from person to person
through blood transfusion. During the 2002 West Nile virus outbreak in the
United States, a total of 23 persons were reported to have acquired West
Nile virus infection after receiving blood components.

Because of the possibility of recurrent West Nile virus epidemics, some
blood collection agencics across the country now voluntarily screen for the
presence of West Nile virus and may identify individuals with asymptom-
atic or mild West Nile viral infection. Through the end of August 2003, the
CDC is awarc of over 150 presumptive West Nile virus-viremic blood
donors reported from 11 states. Reporting of these viremic denors to State
and local health departments will provide critical information about the
presence and spread of West Nile virus in the State, and will allow timely
implementation of prevention efforts.

In addition to West Nile virus, several arboviruses, such as Eastern
cquinc encephalitis virus, Jamestown Canyon encephalitis virs, LaCrosse
encephalitis virus, and Powassan encephalitis virus, have been found in
various locations across New York State. Other mosquito-borne
arboviruses, such as St. Louis encephalitis virus, have been introduced into
New York State as a result of significant dispersal of native United States
strains through major geographic expansion of infected mosquito popula-
tions that started along the Mississippi River valley. These viruses arc
currently known to be transmitted to people only through the bite of an
infected mosquito and usually cause severe neurclogical symptoms in
symptomatic individuals. Health care providers who suspect arboviral
infection in these symptomatic patients can submit serum or cerebrospinal
fluid specimens for arboviral laboratory diagnostic tests.

Fhe rule change will eniable the New York State Department of Health
to identify potential mosquito- and tick-bome virus- associated infections
in blood donors and other individuals who may not have encephalitis or
meningitis symptoms. Requiring the reporting of these individuals will
prevent further serious human infection through the earliest possible rec-
ognition of & problem, assist in defining the incidence and clinical spec-

trum of illness, and instituting recommendations for disease prevention on
a timely basis.

Subject: Arboviral infection reporting.

Parpaose: To add arboviral infection to the list of communicable discases.
Text of emergency rufe: Subdivision {a) of Scction 2.1 is amended to
read as follows:

2.1 Communicable discases designated: cases, suspected cascs and
certain carriers to be reported to the State Department of Health.

{a) When used in the Public Health Law and in this Chapter, the term
infectious, contagious or communicable disease, shall be held to include
the following diseases and any other discasc which the commissioner, in
the reasonable exercisc of his or her medical judgment, determincs to be
communicable, rapidly emergent or & significant threat to public health,
provided that the discasc which is added to this list solcly by the commis-
sioner’s authority shall remain on the list only if confirmed by the Public
Health Council at its next scheduled meeting:

Amcbiasis
Anthrax
Arboviral infection
Babesiosis
Botulism
Bruccliosis
Campylobacteriosis
Chancroid
Chlamydia trachomatis infection
Cholera
Cryptosporidiosis
Cyclosporiasis
Diphtheria
E. coti 0157:H7 infections
Ehrlichiosis
Encephalitis
Giardiasis
Glanders
Gonococeal infection
Group A Streptococcal invasive discasc
Group B Streptococeal invasive disease
Hantavirus disease
Hemolytic uremic syndrome
Hemophilus influcnzac (invasive diseasc)
Hepatitis (A; B; C)
Hospital-associated infeetions (as defined in section 2.2 of this Part)
Legionellosis
Listeriosis
Lyme disease
Lymphogranuloma venercum
Malaria
Measics
Melicidosis
Meningitis
Aseptic
Hemophilus
Meningocaccal
Other (specify type)
Meningococcemia
Mumps
Pertussis (whooping cough)
Plague
Poliomyelitis
Psittacosis
(Q Fever
Rabies
Rocky Mountain spotted fever
Rubella
Congcnital rubella syndrome
Salmonellosis
Severe Acute Respiratory Syndrome (SARS)
Shigellosis
Smallpox
Staphylococcal enterotoxin B poisoning
Streptococcus pneumoniae invasive disease
Syphilis, specify stage
Tetanus
Toxic Shock Syndrome
Trichinosis
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Dear Colleague:

This letter provides important information related to the Maternal-Pediatric HIV Prevention and Care Program and the
ongoing efforts in New York State to reduce perinatal HIV transmission fo the lowest possible level. It serves to underscore
the importance of the midwife’s role and transmits new information related to advances in rapid HIV testing technology and
emergency legislation targeted to promote prevention efforts.

IMPORTANCE OF PRENATAL HIV TESTING

- HIV counseling with a strong clinical recommendation for voluntary testing is a standard of prenatal care recognized by the
New York State Department of Health, the American College of Obstetrics and Gynecology (ACOG), the American
Academy of Pediatrics (AAP), and the United States Public Health Service. The prenatal provider should counsel the mother
about the benefits of knowing her HIV status, including her ability to make informed decisions about breastfeeding and, if
“he is HIV-infected, about medical interventions for her own health and for reducing the risk of HIV transmission to her
saby. In New York State, counseling should also include information on the legal requirement that all newborns be tested
for HIV and the fact that, if she declines to be tested during the prenatal period, she will receive additional HIV counseling
and a recommendation for expedited testing during labor and delivery. If she declines testing for herself in both the prenatal
and delivery settings, her newborn will be tested immediately after birth.

HIV counseling should be provided as early as possible in prenatal care. However, the Department has identified 2 small but
significant number of cases where the mother tested negative early in pregnancy and became infected after testing, In these
cases, the mother’s infection and her infant’s exposure were not identified until several weeks after the infant’s birth, too late
for therapy to prevent perinatal HIV transmission. For this reason, the Department encourages prenatal providers in areas of
New York State where HIV seroprevalence is high to recommend repeat HIV testing in the third trimester of pregnancy.

EXPEDITED HIV TESTING IN LABOR AND DELIVERY

In 2003, over 94 percent of women presenting for delivery at hospitals in New York State had been HIV testst uring their
current pregnancies. Expedited HIV testing in the labor and delivery setting served as a safety net for the remaining six
percent. Those who tested positive in labor and delivery had the opportunity to receive abbreviated antiretroviral regimens,
which have been shown to be effective in reducing perinatal HIV transmission when initiated intrapartum or within the first

twelve hours of life,

In light of the availability of a new generation of rapid HIV-1 antibody tests, which can be conducted at point of care, the
Department has implemented an emergency amendment to the newborn HIV testing regulations [IONYCRR 69-1.3 (2)].
The amendment, which was effective on November 1, 2003, requires that the results of expedited HIV testing in labor and
delivery be available as soon as possible, but no later than 12 hours after the mother consents to testing or after the birth of
“he child. The purpose of the amendment is to ensure that information on the mother’s HIV status is available as soon as
-+ ssible 5o that thetapy to-prevent perinatal HIV transmission can be initigted intrapattum or immediately- after the birth-of
the child. (A copy of the New York State Register dated December 3, 2003 is enclosed as Attachment A.)



" Protocol for Rapid Maternal/Newborn HIV Antibody Testing

test be available as soon as possible, but in no event longer than 12 hours after the mother consents to testing of
herself or 12 hours after the birth of the infant if the infant is tested [IONYCRR 69-1.3 (2)]. Please refer to Attachrnent

C for detailed information.

The shortened turnaround time for test results is now feasible with the availability of a new generation of rapid HEV-]
antibody tests which can be conducted at point-of-care. For information about obtaining a CLIA number to provide
rapid testing, please see the enclosed letter from the Wadsworth Center for meeting laboratory requirements.
Currently, OraQuick is the only point-of-care rapid HIV test that has been CLIA-waived and may be performed
outside of a laboratory setting. For information on rapid HIV testing, see the Centers for Disease Control (CDC)

website at www.cdc.gov

Preliminary rapid HIV test results are available in 20-30 minutes. In the case of a negative rapid test result, no further
confirmatory testing is required. The negative result should be reported to the mother as a fina] HIV test result in the

context of post-test counseling,

A positive rapid HIV antibody screening test result is a preliminary result and should be reported to the mother as
HIV-positive, unconfirmed. The midwife should counsel the mother regarding the meaning of a preliminary positive
result, assess her risk to determine the likelihood that the result is true positive, discuss the risks and benefits of

appropriate to the result of the confirmatory test, which must be available within four days. The birth attendant should
“*~o collect the first DNA PCR test specimen from the HIV-exposed infant within the first 48 hours and send it to )
sdsworth Laboratory (see instructions included in Attachment E) for processing. These tests are free of charge for

all HIV-exposed infants.

Maternal/ Newborn Management in the Absence of Antenatal ARV Therapy

‘The Department of Health has published clinical care guidelines for the management of HIV-infected pregnant
women and the prevention of perinatal transmission. The guidelines, which were developed by a committee of

Thank you for your ongoing efforts to reduce the transmission of HIV infection to New York’s infants to the lowest
possible level. Should you or staffat your facility have questions regarding the implementation of this emergency
regulation, please contact Sheila Hackel, R.N., or Ellen Kowalski, R.N., in the AIDS Institute’s Regulatory Unit,

Bureau of HIV Ambulatory Care, at (518) 486-6048,

Sincerely,
LY

(

Gutbfie Birkhead, M.D., M.P.H.
Nirector, AIDS Institute

Attachments



ATTACHMENTS:

The following materials are attached for your information:

Attachment A is a copy of the New York State Register with the revised emergency regulation announced and dated
December 3, 2003. The original emergency regulation was dated September 10, 2003,

Attachment B “Informed Consent to Perform an Expedited HIV Test in the Delivery Setting” is a rcvised form
(DOH-4158) for use with expedited testing in the delivery setting. The revisions to the consent form are minimal, and
relate to two places where 48 hours was changed to 12 hours on page one of the form.

Attachment C Squart 69-1 “Testing for Phenylketonuria and Other Diseases and Conditions”, which outlines the
Newborn Screening Program guidelines, definitions and responsibilities.

Attachment D “Recommendations for Prophylaxis to Reduce Mother-to-child Transmission When Mother Has Not
Received Prenatal Antiretroviral Therapy” from Prevention of Perinatal HIV Transmission Clinical Guidelines, New
York State Department of Health, AIDS Institute, March 2000. These recommendations are periodically updated and

may be accessed at the website for the clinical guidelines: http://hivguidelines.org

Attachment E contains information on the Pediatric HIV PCR Testing Service at Wadsworth Center and how to
obtain the test kits. PCR diagnostic testing is free of charge for all HIV-exposed infants.
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