8§ 79-1. Confidentiality of records of genetic tests. 1. As used in
this section, the following ternms shall have the follow ng neanings:

(a) "genetic test” shall nean any | aboratory test of hunman DNA,
chronosones, genes, or gene products to di agnose the presence of a
genetic variation linked to a predisposition to a genetic di sease or
disability in the individual or the individual's offspring; such term
shall also include DNA profile analysis. "CGenetic test" shall not be
deened to include any test of blood or other nedically prescribed test
in routine use that has been or may be hereafter found to be associ ated
with a genetic variation, unless conducted purposely to identify such
genetic variation.

(b) "genetic predisposition” shall mean the presence of a variation in
t he conposition of the genes of an individual or an individual's famly
menber which is scientifically or nedically identifiable and which is
determ ned to be associated with an increased statistical risk of being
expressed as either a physical or nental disease or disability in the
i ndi vidual or having offspring with a genetically influenced di sease,
but which has not resulted in any synptons of such di sease or disorder

(c) "biological sanple"” shall nmean any material part of the human body
or of discharge therefromknown to contain DNA, including but not
limted to tissue specinmen, blood, or urine.

(d) "institutional review board" shall nmean a human research revi ew
commttee established and approved under the provisions of article
twenty-four-A of the public health law, or an institutional review board
establ i shed and approved under the provisions of 45 CFR part 46 or 42
USC 30 V-1, for the purpose of reviewi ng and nonitoring research
i nvol vi ng human subj ects.

2. (a) No person shall performa genetic test on a biological sanple
taken froman individual w thout the prior witten informed consent of
such individual as provided in paragraph (b) of this subdivision, except
as ot herw se provided in paragraph (c) of subdivision two and by
subdi vi sion nine of this section.

(b) Witten informed consent to a genetic test shall consist of
written authorization that is dated and signed and includes at |east the
fol | ow ng:

(1) a general description of the test;



(2) a statenment of the purpose of the test;

2-a. a statenent indicating that the individual may wi sh to obtain
prof essi onal genetic counseling prior to signing the informed consent.

(3) a statenment that a positive test result is an indication that the
i ndi vidual nay be predisposed to or have the specific disease or
condition tested for and nay wi sh to consider further independent
testing, consult their physician or pursue genetic counseling;

(4) a general description of each specific disease or condition tested
for;

(5) the level of certainty that a positive test result for that
di sease or condition serves as a predictor of such disease. If no |evel
of certainty has been established, this subparagraph may be di sregarded,;

(6) the nanme of the person or categories of persons or organizations
to whomthe test results may be discl osed;

(7) a statenment that no tests other than those authorized shall be
performed on the biological sanple and that the sanple shall be
destroyed at the end of the testing process or not nore than sixty days
after the sanple was taken, unless a |longer period of retention is
expressly authorized in the consent; and

(8) the signature of the individual subject of the test or, if that
i ndi vidual |acks the capacity to consent, the signature of the person
aut hori zed to consent for such individual.

(c) A general waiver, wherein consent is secured for genetic testing
wi t hout conpliance with paragraph (b) of this subdivision, shall not
constitute informed consent. Notw t hstanding the provisions of this
section, for purposes of research conducted in accordance with the
provi si ons of subdivision nine of this section, a general waiver for the
use of sanples for research may be granted which woul d aut horize the use
of sanples for these research purposes.

(d) Any further disclosure of genetic test results to persons or
organi zati ons not named on the infornmed consent shall require the
further infornmed consent of the subject of the test.

(e) Witten consent by an individual for tests to be conducted on a
bi ol ogi cal sanple and to the | awful possession and ownership of such
sanple by a | aboratory shall not be deened witten inforned consent for
t he perfornmance of any genetic test on that sanple, except as further



provi ded in subdivision four of this section.

(f) For nedical research purposes, with the approval of an
institutional review board and the witten infornmed consent of the
subj ect, sanples may be kept for |longer than sixty days and utilized for
scientific research. The requirenents of subparagraphs three, four and
five of paragraph (b) of this subdivision my be nodified by the
institutional review board in case the research protocol does not permt
such degree of specificity.

3. (a) Al records, findings and results of any genetic test perforned
on any person shall be deened confidential and shall not be disclosed
wi thout the witten informed consent of the person to whom such genetic
test relates. This information shall not be released to any person or
organi zati on not specifically authorized by the individual subject of
the test. Unauthorized solicitation or possession of such infornmation
shall be unlawful, except for the unintentional possession of such
information as part of a health record created prior to the effective
date of this section and provided no action adverse to the interests of
the subject are taken as a result of such possession. Nothing in this
section shall preclude the release of such information, with the
subject's consent, to a health insurer or health naintenance
organi zati on of any information reasonably required for purposes of
claims adm ni stration, provided, however, that further distribution
wWithin the insurer or to other recipients shall require the subject's
i nfornmed consent in each case.

(b) No person who |awfully possesses infornmation derived froma
genetic test on a biological sanple froman individual shall incorporate
such information into the records of a non-consenting individual who nay
be genetically related to the tested individual; nor shall any
i nferences be drawn, used, or communi cated regardi ng the possible
genetic status of the non-consenting individual.

4. (a) Notwi thstanding the provisions of subdivision two of this
section, genetic tests nay be perforned on anonynous sanpl es for
research or statistical purposes, pursuant to a research protocol
approved by an institutional review board which assures the anonymty of
t he sources of the sanples.



(b) Notwi t hstandi ng the provisions of subdivision two of this section,
genetic tests nay be perforned w thout the consent of the person who is
the subject of the tests pursuant to an order of a court of conpetent
jurisdiction or as provided pursuant to article forty-nine-B of the
executive | aw or as provided by section twenty-five hundred-a of the
public health | aw.

(c) Notwithstanding the provisions of paragraph (a) of subdivision
three of this section, the results of a genetic test may be disclosed to
specified individuals wi thout the consent of the subject of the test as
provided in an order of a court of conpetent jurisdiction or as provided
pursuant to article forty-nine-B of the executive |aw or section
twenty-five hundred-a of the public health | aw

(d) I'n authorizing a genetic test or the disclosure of genetic test
results to specified individuals, the court shall consider the privacy
interests of the individual subject of the genetic test and of close
rel ati ves of such individual, the public interest, and, in the case of
nmedi cal or ant hropol ogi cal research, the ethical appropriateness of the
research. Disclosure shall be permitted only to individuals or agencies
expressly naned in court orders.

5. Penalties. (a) Any person who violates the provisions of
subdi vision two or three of this section shall be guilty of a violation
puni shabl e by a civil fine of not nore than one thousand doll ars.

(b) Any person who willfully violates the provisions of subdivision
two or three of this section shall be guilty of a m sdeneanor puni shabl e
by a fine of not nore than five thousand dollars or by inprisonnment for
not nore than ninety days or by both such fine and inprisonnent.

6. Nothing in this section shall be applicable to an authorized
i nsurer, as defined in paragraph ten of subsection (a) of section one
hundred seven of the insurance |aw, or a person acting on behalf of an
aut hori zed insurer who is in conpliance with section twenty-six hundred
twel ve of the insurance |law nor shall anything in this section be deened
to prohibit or limt an authorized insurer from obtaining infornmation
pursuant to section twenty-six hundred twel ve of the insurance | aw.

7. Notw thstandi ng the provisions of subdivision two of this section,



genetic testing of newborn infants may be performed as provided pursuant
to article twenty-five and section forty-one hundred thirty-five-b of
the public health | aw.

8. Notwi thstandi ng the provisions of subparagraph seven of paragraph
(b) of subdivision two of this section, additional genetic testing nay
be perforned on a given sanple w thout additional consent of the person
tested provided such testing is necessary and required to denonstrate
the integrity of the sanple tested or to resolve the analysis of a test
wWith a previously indeterm nate result.

9. (a) Notwi thstanding the provisions of subdivisions two and ten of
this section, sanples may be used for tests other than those for which
speci fic consent has been obtained, for purposes of research conducted
i n accordance with applicable | aw and regul ati on and pursuant to a
research protocol approved by an institutional review board, provided
that the individuals who provided the sanples have given prior witten
i nformed consent for the use of their sanple for general research
pur poses and did not specify tine limts or other factors that would
restrict use of the sanple for the test, and (1) the sanples have been
permanent|y stripped of identifying information; or (2) a coding system
has been established to protect the identity of the individuals who
provi ded the sanples, and an institutional review board has revi ewed and
approved the procedures for the coding system

(b) If consent to storage of the tissue sanple is withdrawn at any
time, the entity storing the sanple shall pronptly destroy the sanple or
portions thereof that have not already been used for research purposes.

(c) I'n no event shall famly nenbers of an individual who provided a
stored tissue sanple be contacted for clinical, research, or other
pur poses W t hout consent fromthe individual who provided the tissue
sanple with respect to the specific famly nenbers who will be contacted
and the specific purpose of the contact.

(d) I'n no event shall any information about an individual derived from
genetic tests performed on stored hunman tissue or information |inking an
i ndividual with specific results of genetic tests be released to any
organi zation or person without the explicit witten consent of the
i ndi vi dual who donated the stored tissue to release of the information



for the purposes set forth in the witten consent docunent.

(e) Witten informed consent for use of stored hunman tissue for
general research purposes shall consist of witten authorization that
i ncludes at |east the follow ng:

(1) a statenment that the sanple will be used for future genetic tests;

(2) the tinme period during which the tissue will be stored, or if no
time limt is specified, a statenent that the tissue will be stored for
as |long as deened useful for research purposes;

(3) a description of the policies and procedures to protect patient
confidentiality;

(4) a statenment of the right to withdraw consent to use of the tissue
for future use at any tinme and the nane of the organization that should
be contacted to w thdraw consent;

(5) a statenment allow ng individuals to consent to future contact for
any or all purposes, including the following: (i) research purposes;
(ii) provision of general information about research findings; and (iii)
i nformati on about the test on their sanple that nmay benefit them or
their famly nenbers in relation to their choices regardi ng preventive
or clinical care; and

(6) a statenment explaining the benefits and risks of consenting to
future contact for the purposes set forth in subparagraph five of this
paragraph. In no event shall information about specific test results on
stored human tissue donated for general research purposes be discl osed
to an individual wthout obtaining informed consent for the disclosure
as required by paragraph (b) of subdivision two of this section.

10. Notwi t hstandi ng the provisions of subdivision tw of this section,
DNA sanpl es may be stored for up to ten years in the absence of genetic
testing, if authorized in witing by the subject. Prior to the
performance of any genetic test upon stored sanples, informed consent
nmust be obtained as provided in subdivision two of this section.
Retenti on of a DNA sanple past a period of ten years requires explicit
consent for a longer or indefinite period of retention.

11. Genetic testing nmay be perforned on speci nens from deceased
persons if informed consent is provided by the next-of-kin as specified
in subdivision two of this section.






