8§ 4365. Powers and duties of the conmmi ssioner. 1. The conm ssioner, in
consultation with the transplant council, may pronul gate regulations to
establish standards for banks and storage facilities other than those
owned or operated by the office of nmental health. Such standards nay
provide for the foll ow ng: the organi zational structure of banks and
storage facilities; the geographic scope of licensed banks and storage
facilities; donor selection and solicitation practices; tissue and
non-transplant organ retrieval practices; transportation practices;
required clinical |aboratory tests for suitable donors, recipients and
ti ssue; histoconpatibility standards; allocation criteria; reporting
requi renents; record keeping requirenents; accounting procedures; staff
requi renents; the content of agreenments with hospitals from which
ti ssues and non-transplant organs will be procured; and the content of
agreenents with organ procurenent organi zations, educati onal
i nstitutions, other banks and storage facilities, and other entities
provi ding services to banks or storage facilities in connection with the
procurenent, storage, and distribution of tissue and non-transpl ant
organs. The conm ssioner and the commi ssioner of nental health shal
enter into a cooperative agreenent to establish standards for banks and
storage facilities owed or operated by the office of nental health
whi ch may i nclude standards for donor selection and solicitation
practices; tissue and non-transplant organ retrieval practices;
transportation practices; reporting requirenents; record keeping
requi renents; the content of agreenments with hospitals from which
ti ssues and non-transplant organs will be procured, and the content of
agreenents with other banks and storage facilities.

2. Notw thstandi ng any inconsistent provision of article five of this
chapter, the comm ssioner, in consultation with the transplant council,
may pronul gate regul ations to establish quality control standards
governing tissue typing conducted by or at the request of organ
procurenent organi zations and facilities perform ng transplant services.
Such regul ations may elimnate duplicative testing by |aboratories by
limting within a service area the performance of histoconpatibility
mat chi ng and tissue typing services for cadaveric organ donations for
transpl antation in New York state.



3. At least sixty days prior to the comm ssioner's final approval of
rul es and regul ati ons proposed pursuant to this article, other than
energency rules and regul ati ons, the comm ssioner shall submt such
proposed rul es and regulations to the council for its review The
council shall review such rules and regul ations and submt its
recommendations to the comm ssioner within sixty days. The commi ssi oner
shall not act in a manner inconsistent with the recommendations of the
council without first providing to the council a witten explanation of
t he reasons therefor.

4. The comm ssioner, in consultation with the transplant council,
shal | promul gate regul ati ons on the donation of ova. Such regul ati ons
shal | include, but not be limted to:

(a) guidelines and procedures for obtaining fully informed consent
frompotential donors, including but not limted to a full disclosure of
any known or potential health risks of the ova donation process;

(b) the devel opnment and distribution, in printed formand on the
departnment's website, of informational material relating to the donation
of ova;

(c) the establishnment of a voluntary central tracking registry of ova
donor information, as reported by banks and storage facilities |icensed
pursuant to this article upon the affirmati ve consent of an ova donor.
Such registry shall provide a neans for gathering and maintaining
accurate information on the:

(i) nunber of ova and the nunber of tines ova have been donated froma
si ngl e donor;

(ii) health information of the donor at the time of the donation; and

(iii) other information deened appropriate by the commi ssioner.

In addition, all such regulations shall maintain the anonymty of the
donor and any resulting offspring and govern access to information
mai nt ai ned by the registry. Such registry shall conply with all state
and federal |aws and regul ations related to maintaining the privacy and
confidentiality of records contained within the registry; and

(d) the devel opment of best practices and procedures, in consultation
with the American coll ege of obstetricians and gynecol ogi sts, American
society for reproductive nedicine and other medical organizations, for



ova donation, ova retrieval, and in vitro fertilization for the
protection of the health and safety of the donor.

5. The commi ssioner may inquire into the operation of banks and
storage facilities and nay conduct periodic inspections of banks and
storage facilities including nmethods, procedures, materials, staff and
equi pnent .

6. Organ procurenent organizations, banks, storage facilities, and
ot her persons engaged in procurenent activities shall submt, in a form
prescri bed by the departnent, periodic reports of procurenent, storage
and distribution activities and such other information as the
commi ssioner may require to carry out the provisions of this article.
Where avail able, the conm ssioner shall utilize information reported by
organ procurenment organi zations to the organ procurenent and
transpl antati on network established pursuant to section three hundred
seventy-two of the federal public health services act.

7. In consultation with the transplant council, the comr ssioner is
aut hori zed to establish subcategories of |icenses based upon the tissue
and non-transplant organs to be procured or stored by banks and storage
facilities and the activities to be conducted and may include different
standards for each subcategory of |icense.

8. Nothing contained within this article shall |limt the authority of
the council on human bl ood and transfusion services to adopt rules and
regul ati ons concerni ng bl ood and bone marrow i n accordance with article
thirty-one of this chapter.

9. The conm ssioner, in cooperation and consultation with the
transpl ant council and other interested parties, shall devel op and
distribute, in printed formand on the departnent’'s internet website,
i nformati onal materials relating to the |live donation of organs and
tissue, including, but not limted to:

(a) the benefits of live organ and tissue donati on;

(b) the inpact of the donation of organs or tissue on the donors
access to insurance and assi stance;



(c) the reduction in federal adjusted gross inconme, for state personal
i nconme tax purposes, granted to living organ and tissue donors; and

(d) the protections and benefits granted pursuant to the |iving donor
protection act of two thousand ei ghteen.



