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Section 58-5.1 Definitions.
As used in this Part:

(a) Bone marrow neans the human tissue filling cavities of
bone, consisting of fully mature and precursor hematopoietic
cells intended for transpl antation.

(b) Hematopoietic progenitor cells means human precursor
hemat opoi etic cells derived from bone nmarrow, peripheral bl ood
or other tissue sources, such as cord bl ood obtained fromthe
pl acenta or unbilical cord.

(c) Hematopoietic progenitor cell bank neans hemat opoietic
progenitor cell procurenment service, henatopoietic progenitor
cell processing facility or hematopoietic progenitor cel
transplantation facility.



(d) Hematopoietic progenitor cell procurenent service
means a facility which perfornms donor selection and bone marrow
aspiration or other hematopoietic progenitor cell collection,
and pre-processing storage of hematopoietic progenitor cells
from aut ogenei c and/or all ogenei c donors.

(e) Hematopoietic progenitor cell processing facility
means a facility which processes bone marrow or ot her
hemat opoi eti c progenitor cell sanples, including purging,
storage, and distribution of hematopoietic progenitor cells from
aut ogenei ¢ and/ or al |l ogenei c donors.

(f) Hermatopoietic progenitor cell transplantation facility
means a facility which tenporarily stores and transpl ants
hemat opoi eti ¢ progenitor cells, and includes facilities which
i nfuse aut ogenei ¢ hemat opoi etic progenitor cells and bone marrow
transpl antati on services approved by the conm ssi oner pursuant
to section 709.8 of this Title.

(g) Hematopoietic progenitor cell transplantation service
means a specific unit conducting hematopoi etic progenitor cel
transpl antation within a hematopoietic progenitor cel
transplantation facility. Such a service shall be independently
supervi sed by a qualified director.

(h) Departnent means the New York State Departnent of
Heal t h.

(i) Comm ssioner neans the Conmm ssioner of the New York
State Departnment of Health.

58-5.2 Ceneral requirenents.

(a) A hematopoietic progenitor cell procurenent service
shal | possess a license issued under Subpart 52-2 of this Title
in the category of either limted tissue procurenent service or
conprehensi ve tissue procurenent service, and operate under
st andards established by this Subpart, Subpart 52-2 except
section 52-2.9, and one or nore |licensed henmatopoietic
progenitor cell transplantation facilities. Unless the
procurenent service and the transplantation facility are
operated by the sanme institution, a hematopoietic progenitor
cell procurenent service shall have a witten agreenent with the
transplantation facility, which specifies that hematopoietic
progenitor cells collected and stored by the hematopoietic
progenitor cell procurenent service are acceptable for
transpl antation by the hematopoietic progenitor cel
transplantation facility. Collection of henmatopoietic
progenitor cells perforned at facilities outside New York State
shall follow policies and procedures consistent with this
Subpart. Docunentation of such policies and procedures shall be
mai nt ai ned by each associ at ed hemat opoi eti c progenitor



cell transplantation facility. Hematopoietic progenitor cells
col l ected outside New York State shall be approved for use in
New York State, in witing, by the director of the hematopoietic
progenitor cell transplantation facility or by a physician

desi gnated by the director.

(b) A hematopoietic progenitor cell processing facility
shal | possess a |icense issued under Subpart 52-2 of this Title
in the category of tissue processing facility, and be associ at ed
wi th and operating under standards established by one or nore
i censed hemat opoi etic progenitor cell transplantation services.

(c) A hematopoietic progenitor cell transplantation
facility shall possess a license issued under Subpart 52-2 of
this Title in the category of tissue transplantation facility.

(d) Hematopoietic progenitor cell procurenent services,
hemat opoi eti ¢ progenitor cell processing facilities and
hemat opoi eti ¢ progenitor cell transplantation facilities may
operate i ndependently, or together as part of the sane
or gani zat i on.

(e) The director of a hematopoietic progenitor cel
procurenent service and/or processing facility shall ensure the
devel opment and i npl enmentati on of policies and procedures
consistent with this Subpart for the operation of the service
and the appointnent of a nedical director and a nedical advisory
comm ttee.

(1) The director of a henatopoietic progenitor cel
procurenent service collecting hematopoietic progenitor cells
from peri pheral blood shall be a physician and have at |east one
year's experience in apheresis, including or supplenmented by
experience in the performance or supervision of at |east twenty-
five (25) peripheral blood hematopoietic progenitor cel
col l ection procedures. The director of a hematopoietic
progenitor cell procurenent service collecting bone marrow shal
be a physician and have at | east one year's experience in bone
marrow col | ection, including or supplenented by experience in
t he performance or supervision of at |east twelve (12) bone
marrow col | ection procedures. The director of a henatopoietic
progenitor cell procurenent service collecting cord blood only
shal | be a physician and have at |east one year's experience in
hemat opoi eti c progenitor cell collection, including or
suppl enent ed by experience in the perfornmance or supervision of
at least twenty-five (25) hematopoietic progenitor cel
coll ection procedures. Such director shall also denonstrate
satisfactory know edge in the area of hemat opoietic progenitor
cell collection, with particul ar enphasis on the uni que
characteristics of cord blood collection. A person who has been
approved by the departnent to direct a hematopoietic progenitor



cell procurenent service as of the effective date of these
amendnments shall be deenmed to qualify as director

(2) The director of a hematopoietic progenitor cel
processing facility shall possess a doctoral degree in the
bi ol ogi cal sciences and have at |east three (3) years
| aborat ory experience, including at |east six (6) nonths'
experience in a clinical |aboratory or blood bank. In addition,
the director of a hematopoietic progenitor cell processing
facility shall have one year's experience in henatopoietic
progenitor cell processing, including or supplenented by
experience in the performance or supervision of at |east twenty-
five (25) hematopoietic progenitor cell processing procedures.
A person who has been approved by the departnment to direct a
hemat opoi etic progenitor cell processing facility as of the
effective date of these anendnents shall be deened to qualify as
director.

(f) Medical direction of a hematopoietic progenitor cel
procurenent service and/ or processing facility shall be provided
by a physician in consultation with the nedical advisory
commttee. Such physician shall be |icensed and currently
regi stered wwth the New York State Education Departnent or in
the state or jurisdiction of practice. The nedical director of
a hemat opoi etic progenitor cell procurenent service shall have
two (2) years' experience or training in clinical
hemat ol ogy/ oncol ogy that includes experience in bone marrow
transplantation or two (2) years’ experience or training in
transfusion nedicine, in addition to either one year's
experience in hematopoietic progenitor cell collection, or
performance or supervision of at |east twenty-five (25)
hemat opoi eti ¢ progenitor cell collection procedures for each
anatonm c site (bone marrow, peripheral blood, cord blood or
other site) to be used as a source of hematopoietic progenitor
cells. The nedical director of a hematopoietic progenitor cel
processing facility shall have two (2) years' experience in
clinical hematol ogy/oncol ogy that includes bone marrow
transpl antati on experience, or two (2) years’ experience or
training in | aboratory nedicine or transfusion nedicine, in
addition to either one year's experience in hematopoietic
progenitor cell processing, or experience in the performnce or
supervision of at least twenty-five (25) hematopoietic
progenitor cell processing procedures. A person who has been
approved by the departnment as nedical director of a
hemat opoi etic progenitor cell bank as of the effective date of
t hese anmendnents shall be deened to qualify as nedical director

(g) The henmatopoietic progenitor cell transplantation
service director shall be a physician who shall be responsible
for conpliance with section 52-2.8 of this Title, and shal



moni tor the nedical efficacy of the hematopoietic progenitor
cell transplantation program

(h) The nedical advisory commttee, which nmay be the in-
house transfusion conmttee or transplantation commttee, shal
i ncl ude experts in the areas of infectious disease, hematol ogy,
oncol ogy, histoconpatibility and transfusion nedicine, as well
as physicians representing associ at ed henat opoi eti ¢ progenitor
cell transplantation facilities. The commttee shall neet at
| east annual ly.

(i) The nedical director of a hematopoietic progenitor
cell procurenment service, in consultation with the nedica
advi sory commttee shall nonitor the nedical efficacy of the
program and in conjunction with the associated henatopoietic
progenitor cell transplantation facility shall, as a m ni num
devel op nedical criteria for donor participation.

(j) The nedical director of a hematopoietic progenitor
cell procurenent service shall be responsible for all aspects of
donor qualification, as described in section 58-5.4 of this
Subpart.

(k) The director of a hematopoietic progenitor cel
procurenent service and/or processing facility shall be
responsi ble for the technical and scientific operation of the
facility, and shall develop quality standards for henatopoietic
progenitor cells.

58-5.3 Henmt opoi etic progenitor cell procurenent.

(a) Facilities where allogeneic or autogeneic
hemat opoi etic progenitor cells are collected shall be adequately
lighted, ventilated and equi pped, and be operated in a manner
whi ch conforms to current nedical standards generally accepted
by | eading authorities in transplantation nedicine.

(b) Each henat opoi etic progenitor cell procurenent
service, except for such facilities collecting cord bl ood only,
shal | docunent association with a henat opoietic progenitor cel
transplantation facility and conpliance with the procedures,
protocols and record keeping requirenents for collection as
established by the transplantation facility, as well as al
requirenments of this Subpart.

(c) Al required clinical |aboratory testing shall neet
the standards of Article 5 Title V of the Public Health Law.

(d) For bone marrow harvesting procedures, adequate
facilities shall be available for the adm nistration of
anest hesia and for energency resuscitation. A qualified



anest hesi ol ogi st shall be on the premses at all tinmes during
harvesti ng procedures.

(e) Emergency services shall be inmmediately avail able to
any donor who manifests an adverse reaction.

(f) A physician shall explain the hazards of the donation
procedure to the donor in such a manner that the donor is
of fered an opportunity to refuse consent. The donor shall be
advi sed of the risks of hematopoietic progenitor cell donation
and of the anesthesia nethod to be used, the potential need for
transfusi onal support and possible side effects of each
procedure, and options for disposition of hematopoietic
progenitor cells no | onger needed by the intended recipient.
Al this information shall be provided to each prospective donor
inwitten form The witten inforned consent of the
prospective donor shall then be obtained. Autogeneic donors
shall also be inforned of the risks associated with
hemat opoi eti ¢ progenitor cell collection.

(g) Informed consent for collection of cord blood shall be
obtai ned fromthe donor’s nother before stemcells are placed in
inventory. In all cases of in utero cord blood collection,
consent shall be obtained prior to collection.

(h) Hematopoietic progenitor cells from autogenei c donors
shall not be destroyed or rel eased for purposes other than
infusion into the intended patient wthout witten authorization
fromthe director of the facility storing the hematopoietic
progenitor cells and:

(1) if the donor/patient is deceased, witten docunentation
of death; or

(2) if the donor/patient is living, witten authorization
fromthe physician currently responsible for treating the
patient for the underlying disorder for which the henmatopoietic
progenitor cells were coll ected; and docunented infornmed consent
fromthe donor/patient or donor/patient's guardian, unless it is
docunented that no response was received within sixty (60) days
to at least two (2) witten requests for such consent sent at
least thirty (30) days apart. Docunentation of such witten
requests shall be maintained.

(i) Hematopoietic progenitor cells from all ogeneic donors
shall not be destroyed or released for purposes other than
transplantation into the originally intended recipient wthout
the witten authorization of the intended recipient's physician
and docunentation that the intended recipient, if living, has
been notified that the cells will not be avail abl e.



58-5.4 Donor qualifications.

(a) Except in the case of an autogeneic donation, a
conpl ete donor history shall be obtained prior to hematopoietic
progenitor cell donation. A summary of the donor history
obt ai ned by a hematopoi etic progenitor cell procurenent service
shall be provided to the physician performng the transplant for
a determnation of the cells' suitability for transplantation
The donor history, or in the case of cord bl ood donation, the
hi story of the donor’s biologic nother and, if available, the
donor’s biologic father, shall include, but not be limted to,
i nformati on concer ni ng:

(1) any acute respiratory di sease;

(2) any infectious skin disease that creates a risk of
contam nation of the hematopoietic progenitor cells;

(3) any disease transm ssible by hematopoietic
progenitor cells insofar as can be determ ned by donor history;

(4) active tuberculosis or history of therapy
t herefor;

(5) history of malaria or travel to or residence in
mal arially endem c areas for periods of tine considered to bear
increased risks for malaria exposure, as determned by criteria
established by the procurenent or collection facility,
consistent with criteria devel oped by the United States Public
Heal th Service

(6) known coagul ation or platel et disorders;

(7) any nmedical condition which may be affected
adversely by the collection procedure;

(8) any nedical condition, including a nalignancy,
that woul d adversely affect the quality of hematopoietic
progenitor cells collected;

(9) receipt of an organ transplant or a transfusion of
bl ood or bl ood conponents within the past twelve (12) nonths;

(10) indications of drug or al cohol abuse; and
(11) other nmedical conditions or circunstances as
determ ned by the nmedical advisory commttee and nedi cal

di rector of the procurenent service.

(b) Except in the case of an autogeneic donation or cord



bl ood donation, a conplete physical exam nation of the donor
shal | be perforned by the nedical director of the procurenent
service or another qualified physician.

(c) For autogeneic donations, testing for syphilis,
hepatitis B surface antigen (HBsAg), antibody to human
i mrunodeficiency virus type 1 (anti-H V-1) and anti body to human
i munodeficiency virus type 2 (anti-Hl V-2) shall be perforned,
unl ess already perforned within the previous thirty (30) days,
or unless the henmatopoietic progenitor cells are collected,
processed and transfused at the sane facility and a systemis in
pl ace to ensure disposition to the intended recipient.

(d) For all ogenei ¢ hemat opoi eti ¢ progenitor cell donations
in New York State, specinmens of blood shall be collected from
t he donor, or in the case of unbilical cord blood, fromthe
donor's nother, and the follow ng tests shall be perforned in a
clinical |aboratory under permt by the departnment. For out-of-
state donations, all required clinical |aboratory testing shal
be perfornmed by a | aboratory which is approved by the regul atory
authority in the state or jurisdiction where the |aboratory is
| ocated, or by the departnent:

(1) within thirty (30) days prior to or seventy-two (72)
hours after donation, and prior to initiation of the transplant
conditioning reginmen in the recipient:

(i) direct tests for indicators of infection with syphilis
and cytonegal ovirus (CW);

(i1) HBsAg;

(iii) antibody to hepatitis B core antigen (anti-HBc),
anti body to hepatitis Cvirus (anti-HCV), anti-H V-1, anti-HI V-
2, and antibody to human T-cell |ynphotropic virus type | (anti -
HTLV-1); and

(iv) except for cord blood donation, peripheral blood cel
enuneration (red, white and platelet) and differential bl ood
snmear eval uation.

(2) prior to ablation of the recipient, major
hi st oconpatibility antigens (HLA-A, B and DR) and ot her m nor
hi stoconpatibility antigens, including mxed | ynphocyte culture
or DNA typing, as indicated.

(e) Except for allogeneic donors confirnmed positive for
any indicator of HV infection, the decision as to the
acceptability of hematopoietic progenitor cells shall be made by
t he hemat opoi etic progenitor cell transplantation service
director. Hematopoietic progenitor cells from all ogeneic donors
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confirmed positive for any indicator of HV infection may not be
used in any case.

58-5.5 Sterilization of instrunents.

Syringes, needles, |ancets, or other phlebotonmy or
hemat opoi etic progenitor cell collection devices capable of
transmtting infection fromone person to another and |icensed
for single use by the Food and Drug Admi nistration shall be
appropriately discarded after such use. Reusable devices shal
be heat-sterilized prior to each use. Heat sterilization shal
be by autoclaving at 121.5 degrees Celsius for fifteen (15)
m nutes after the chanber of the autoclave has been evacuated
and has reached that tenperature, or by dry heat for two (2)
hours at 170 degrees Cel sius, or by such other simlarly
accept abl e procedure in accordance with current nedi cal
standards generally accepted by | eading authorities in
transpl antati on nmedi ci ne.

58-5.6 Collection and handling of hematopoietic progenitor
cells.

(a) Al hematopoietic progenitor cell specinmens obtained
by bone marrow aspiration shall be collected by the nedical
director of the procurenent service or other qualified
physi ci an, physician's assistant, or a nurse practitioner under
t he supervision of the nedical director. Hematopoietic
progenitor cells obtained by peripheral blood apheresis shall be
collected by an individual trained in pheresis in accordance
with the requirenments of section 58-2.15 of this Part. Cord
bl ood col | ection shall be performed by staff wi th docunented
trai ni ng, experience and proficiency in the techniques utilized.

(b) Hematopoietic progenitor cell collection apparatus and
contai ners shall be clean, pyrogen-free and sterile.

(c) Phlebotony and bone nmarrow aspiration puncture sites
shal|l be prepared by a procedure which confornms to current
nmedi cal standards generally accepted by | eading authorities in
transpl ant ati on nedi ci ne.

(d) Hematopoietic progenitor cell collection systens shal
nmeet the follow ng mninmmrequirenents:

(1) hematopoietic progenitor cells shall be collected
under aseptic conditions using an approved system adequately
prot ect ed agai nst contam nati on;

(2) additives shall be used as required to ensure the
continued suitability of henatopoietic progenitor cells for
transpl antation and retention of viability. Al changes in
additi ves shall be validated on-site, and such validation shal
be docunent ed,;
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(3) each container shall be legibly | abeled or tagged
at the tinme of collection wth:

(i) the donor's identification code and date of
coll ection; and

(i) if known, the recipient/patient's nane, the
name of the hospital where the patient is to be transpl anted,
and the patient's hospital registration nunber, Social Security
nunmber, birth date or simlar identifying informtion;

(4) each final container shall be |legibly |abeled or
tagged at the tinme of issuance wth:

(i) if perforned, the results of |aboratory tests
for syphilis, HBsAg, and antibodies to HBVY, HCV, H V-1, H V-2
HTLV-1 and CW, unless the results were forwarded to the
hemat opoi eti ¢ progenitor cell transplantation service in advance
or included in records acconpanying the hemat opoi etic progenitor
cells; and

(ii) a biohazard label, if the donor has tested
reactive or positive for any of the tests required in section
58-5.4(c) or (d)(1) of this Subpart; and

(5 if mcrobial culturing is perforned, suspected
contam nation shall be reported to the transplantation service.

(e) Prior to collection of cord blood, an access
agr eenent / acknowl edgnent shall be consunmmat ed between the
adm nistration of the hospital or other collection site and the
i censed cord bl ood bank.

58-5.7 Hematopoietic progenitor cell processing facilities.
(a) |If hematopoietic progenitor cells are to be frozen,
the follow ng requirenments apply:

(1) wunless otherw se specifically authorized in
witing by the director of the hematopoietic progenitor cel
processing facility, henmatopoietic progenitor cells shall be
frozen within forty-eight (48) hours of collection using
cryopreservation techni ques generally accepted by experts in
transpl antati on nedicine and neeting the requirenents of this
Subpart ;

(2) wuntil used, hematopoietic progenitor cells shal
be stored continuously within a tenperature range of mnus 196
degrees Celsius to mnus 80 degrees Cel sius, under one of the
foll om ng conditions:
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(i) 1n a mechanical freezer reserved for
hemat opoi etic progenitor cells, equipped with an automatic
tenperature recordi ng device, an audi ble alarm and a back-up
systemin the event of unexpected nechanical failure; or

(ii) inaliquid nitrogen freezer reserved for
hemat opoi eti c progenitor cells, equipped with an automatic
liquid nitrogen I evel nonitor, an audible alarmand a back-up
systemin the event of unexpected liquid nitrogen |oss;

(3) frozen henatopoietic progenitor cells in transit
froma processing facility to a transplantation facility or
other facility shall be:

(i) nmaintained, at a mninum on dry ice or in a
liquid nitrogen dry shipper. Storage/transport procedures for
the frozen hemat opoi etic progenitor cells shall be validated,
and such validation shall be docunent ed;

(ii) transported as fast as reasonably possible
and wi t hout any unnecessary del ay; and

(iii1) used imedi ately upon arrival or stored as
required in paragraph (2) of this subdivision until thawed for
use; and

(4) hematopoietic progenitor cell specinens shall be
inspected visually at the tinme of freezing and thawing. If the
col or or physical appearance is abnormal, the cells shall not be
rel eased for transplantation unless authorized, in witing, by
the transplantation service director

(b) Henmatopoietic progenitor cells stored in the liquid
state shall be maintained at a tenperature and for a period of
time specified in a protocol approved by the director
of the hematopoietic progenitor cell procurenent service and/or
processing facility.

(c) Storage tenperature records for henmatopoietic
progenitor cells shall be maintained as required in section 58-
5.8(c) and (d) of this Subpart, and be made avail able for
i nspection by the departnent for the entire period of storage
and for one year afterward.

(d) Unless needed to neet a medi cal energency,
hemat opoi eti ¢ progenitor cells shall be transported in a | eak-
resistant, crush-resistant and puncture-resistant contai ner
featuring a prom nent |abel which:

(1) identifies the contents as "human bl ood,"” "human
hemat opoi etic progenitor cells"™ or "human bone nmarrow";
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(2) describes the contents, the packing agent, if any,
and any speci al precautions necessary in handling such contents;
and

(3) ~contains the nanme, address and twenty-four (24)-
hour tel ephone nunber of the person or entity to be contacted in
t he event that the container is found | eaking or damaged, or is
m sdi r ect ed.

58-5.8 Required records.

(a) Conplete and accurate records of henatopoietic
progenitor cells released for transplantation shall be kept for
seven (7) years by the hematopoietic progenitor cell procurenent
service, processing facility and transpl antation service using
the sanple. Such records shall be open to inspection by the
departnment. For all donated hemat opoietic progenitor cells, the
donor’s nane, address, and any other information that would
directly or indirectly identify the donor shall not be disclosed
or released by the bank to any person or entity, except upon the
written consent of the donor or the person authorized by lawto
make the donation, or to authorized enpl oyees of the departnment,
or as permtted by law. The recipient’s nane, address, and any
other information that would directly or indirectly identify the
reci pient shall not be disclosed or released by the
hemat opoi etic progenitor cell bank to any person or entity,
except upon the witten consent of the recipient, or except to
aut hori zed enpl oyees of the departnent, or as permtted by |aw

(b) Records to be kept by the hematopoietic progenitor
cell procurenment service shall include, but not be Iimted to,
the follow ng information:

(1) donor's full nane, address, age, sex, and
identification code, as well as docunentation of donor or
donor’s not her i nforned consent;

(2) date and vol une of hematopoietic progenitor cells
col | ect ed;

(3) any adverse reaction of the donor and its outcong;
(4) nedical history and results of all required
clinical l|aboratory tests and of the physical exam nation
per f or med;

(5) disposition of hematopoietic progenitor cells;

(6) documentation of sterility testing and viability
and recovery checks, if perfornmed; and
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(7) medical director's authorization for the
col |l ecti on.

(c) Records to be kept by the hematopoietic progenitor
cell processing facility shall include, but not be limted to,
the follow ng information

(1) donor's identification code, date and anount of
cells collected;

(2) results of all clinical |laboratory tests
per f or med;

(3) nethods used for processing, preserving, storage
and transport of the hematopoietic progenitor cells, including
manuf acturer's nane and | ot nunbers of all reagents used in
processing or preserving the cells;

(4) tenperature records of the storage chanber;

(5) records of visual inspection of the hematopoietic
progenitor cell specinens at the tinme of freezing and t haw ng;

(6) specinen location in the storage chanber;

(7) nethods used for hemat opoietic progenitor cel
preservation, storage and transport; and

(8) disposition of the cells.

(d) Wienever hematopoietic progenitor cells are rel eased
for transplantation, the follow ng records shall be naintained
by the hemat opoietic progenitor cell transplantation facility:

(1) nanme of the henmatopoietic progenitor cell bank
providing the cells, description of the specinen, and condition
of the cells and shipping container upon receipt, including any
| oss noted of liquid nitrogen, dry ice or other cool ant;

(2) if applicable, any extenuating circunstances that
warrant acceptance of hematopoietic progenitor cells from donors
who test positive;

(3) nedical history and results of all tests, and of
t he physical exam nation perforned on the donor, if applicable;

(4) disposition of the hematopoietic progenitor cells,
i ncluding date and tinme rel eased, and nane of recipient;

(5) outcone of the transplantation procedure,



14

i ncluding, but not limted to, any adverse outcome or infectious
di sease in the recipient; and

(6) if applicable, records docunenting storage and
tenperature nonitoring of hematopoietic progenitor cells, in
accordance with the requirenents in section 58-5.7 of this
Subpart.

58-5.9 Quality assurance and safety requirenents.
(a) Quality assurance.

(1) The hemat opoietic progenitor cell procurenent
service and hemat opoi etic progenitor cell processing facility
shal | keep records which indicate that a quality assurance
programis nmaintained in the foll owi ng areas:

(i) preventive maintenance, periodic inspections
and testing for proper operation of equipnent;

(ii) nonitoring of all tenperature-controlled
spaces and equi pnent to ensure proper perfornmance;

(itii) wvalidation of m croprocessor-controlled
equi pnent and associ ated software, including test plan
protocols, results of parallel testing and supervisory review,
and

(iv) wvalidation of hematopoietic progenitor cel
processi ng and testing nethodol ogi es.

(2) Hematopoietic progenitor cell processing,
| aboratory and storage facilities shall be naintained in a clean
and orderly manner, and shall be of suitable size, construction,
and |l ocation to assure product and personnel safety.

(3) Al reagents and solutions shall be in-date,
stored properly, and | abeled to indicate identity and, as
appropriate, titer, strength or concentration, reconmended
storage requi renents, preparation and/or expiration date, and
ot her pertinent information. All such materials shall be
removed fromuse on the expiration date. Materials of
substandard reactivity and deteriorated materials shall be
di scarded regardl ess of expiration date.

(4) Al specinens acconpanying the coll ected
hemat opoi etic progenitor cells shall be sufficiently stable to
provi de accurate and precise test results suitable for clinical
interpretation. The hematopoietic progenitor cell procurenent
service shall ensure that specinens are collected, preserved and
transported to the |aboratory in such a manner as to neet this
requi rement. Specinens for analysis shall be identified fully
and accessioned in a | og book. The accessioning systemshall be
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designed to allow tracing of the hematopoietic progenitor cells
to a specific donor, and to identify the date and, if
applicable, the tinme of retrieval.

(5) Current standard operating procedure manual s
specific to the facility shall be available at all times in the
i mredi ate work area of personnel engaged in retrieval,
processing, testing, storage, distribution, or other
hemat opoi eti c progenitor cell procurenment activity. There shal
be a witten protocol for all procedures perfornmed. Mnuals
shall contain a protocol for devel opnent, naintenance, and
periodic review of standard operating procedures by facility
per sonnel and managenent staff. Procedure manuals shall have
the follow ng features:

(i) a standardized format for procedures;

(ii) a systemof nunbering and/or titling
i ndi vi dual procedures;

(iii) a clearly witten description of purpose for
each procedure;

(iv) a reference section listing appropriate
scientific literature and industry and/or corporate standards
espoused by the henat opoietic progenitor cell procurenent
service and/ or processing facility;

(v) clearly defined areas of enployee or technical
staff responsibility by position/title;

(vi) docunented approval of procedures and
procedural nodifications, including annual review by the
di rector of the henatopoietic progenitor cell procurenent
service and/or processing facility, or authorized supervisor;

(vii) instructions for the conpletion of reports
and forns, including exanples;

(viii) effective date and date of review for each
procedure; and

(ix) a systemfor archiving earlier versions of
procedures and forns.

(6) The policies and procedures specified in the
procedure manual shall be followed at all tines. |If deviations
or deficiencies are identified, appropriate corrective action
shal | be taken and docunent ed.

(7) The director of the hematopoietic progenitor cel
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procurenent service and/or processing facility shall establish
and mai ntain a planned and periodic internal review programfor
nmonitoring and eval uating the quality and appropri ateness of the
hemat opoi eti ¢ progenitor cell banking services. Included in the
program shall be systens for evaluating errors, and desi gning,

i npl enenti ng and docunenting corrective action for any
deficiencies identified. Quality assurance deficiencies shal

be docunented, and evidence shall be avail abl e that any
operational or procedural problens are reported to supervisory
personnel in a tinmely manner, and that corrective action is

i npl enent ed, docunented and subsequently foll owed- up

(8) The director of the hematopoietic progenitor cel
procurenent service and/ or hematopoi etic progenitor cel
processing facility shall be responsible for devel opi ng
policies, procedures and/or standards for the qualifications,
training, certification and continui ng education of technical
staff. Docunentation of conpliance with this requirenent and
with the policies devel oped shall be naintained.

(b) Safety.

(1) The hematopoietic progenitor cell procurenent
service and/or processing facility shall inplenment witten
safety and infection control policies and procedures to ensure
protection from unnecessary physical, chem cal and bi ol ogi cal
hazards, as follows:

(i) Decontam nation and di sposal techniques for
regul ated nedi cal waste shall be utilized. Al hazardous and
regul ated nedi cal waste materials shall be handl ed, stored and
di scarded pursuant to Part 70 of this Title.

(ii) If sterilization equipnent is used, the
pressure, tenperature and duration of each cycle shall be
recorded, and such records maintained for one year. For each
run, these paraneters shall be within the manufacturer's
recomended operating standards. |If any one or nore of these
paraneters fall(s) outside the manufacturer's standards, al
material shall be resterilized. Chemcal, biological and
physi cal detection systenms should be used in conjunction with
t hese ot her neasurenents of perfornmance.

(ii1) Eating, drinking, snoking, or the
application of cosnmetics or contact |enses shall not be
permtted in work areas. Refrigerators or freezers used for
storing specinens or reagents shall not be used for any other
pur pose.

(iv) Goves and | aboratory coats, gowns or other
protective clothing shall be worn as necessary whil e handling
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bl ood speci nens or hematopoietic progenitor cell tissue. Such
protective clothing shall not be worn outside the work area and
shal | be di sposed of in an appropriate receptacle.

(2) The hematopoietic progenitor cell procurenent
service and/ or processing facility shall have witten policies
and procedures in the follow ng areas:

(i) infection control;

(ii) Dbiosafety;

(ii1) chemcal and radiol ogi cal safety;

(iv) energency response to worksite accidents; and
(v) nmedical waste disposal

(3) The safe collection of peripheral blood
hemat opoi eti c progenitor cells by apheresis shall be the
responsibility of the nmedical director of the apheresis service.
Col l ection shall be perfornmed in full conpliance with section
58-2.15 of this Part.

(4) Hematopoietic progenitor cell transplantation
facilities shall report suspected cases of infectious disease
transm ssion in recipients to the henmatopoi etic progenitor cel
bank providing the tissue.

(5) The hemat opoi etic progenitor cell bank shall have
a witten procedure for docunenting any errors or accidents in
retrieval, testing, processing, storage or disposition of
hemat opoi etic progenitor cells that may affect the safety of the
cells, and for reporting such errors or accidents to the nedical
advi sory conmttee of the bank. |If the error or accident is
detected after issuance of the cells, the error or accident
shall be reported to the receiving facility imedi ately upon
detection by the distributing facility. Al errors with the
potential for serious adverse effects on the recipient shal
al so be reported to the departnent’s Wadsworth Center within
seven (7) cal endar days of discovery.

58-5.10 Conpliance with standards.

58-5.10 Conpliance with standards. (a) Hematopoietic
progenitor cell procurenent services and/or processing
facilities shall allow adm ssion to representatives of the
departnment for the purpose of inspecting the prem ses and
eval uati ng operating procedures, equi pnent, and records,

i ncluding financial records and |ists of physicians or
facilities to whomor to which hematopoietic progenitor cells
are released, to determne conpliance with the standards in this
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Subpart. If the Comm ssioner determnes that a significant

i keli hood exists that adequate safeguards are not inplenented,
the departnent may require that cells not be rel eased pending a
hearing. Such hearing shall conmmence within fifteen (15) days

of any suspension pursuant to this section.

(b) Wenever requested, a henmatopoietic progenitor cel
bank shall submt to the departnent reports containing such
i nformati on and data concerning the bank’s activities as may be
required by this Subpart. Such reports shall be signed by the
di rector of the hematopoietic progenitor cell bank.

58-5.11 Licensure.

No person shall own or operate a henatopoietic progenitor
cel |l procurenent service, processing facility or transplantation
facility in New York State unless |icensed by the departnent
under Subpart 52-2 of this Title. Al provisions of Subpart 52-
2 of this Title shall apply to a hematopoi etic progenitor cel
procurenent service, processing facility and/or transplantation
facility, except for the record keeping requirenments contained
in section 52-2.9 of this Title.

58-5.12 Special circunstances.

(a) The departnment nmay exenpt a hemat opoi etic progenitor
cell bank froma specific standard contained in this Subpart,
provi ded:

(1) the hematopoietic progenitor cell bank has
requested an exenption under limted circunstances prior to the
nonconpliance with the standard; and

(2) the hematopoietic progenitor cell bank has
denonstrated to the departnent that application of the standard
to such bank under the limted circunstances for which the
exenption is sought:

(i) 1is inconsistent with the provision of the
particul ar service, as docunented in properly conducted current
medi cal or scientific research, or current scientific
literature;

(ii) is inconpatible with a requirenent inposed by
a federal or other state's governnent unit which is simlar to
the standard for which the exenption is sought, and the
departnment determines that the requirenment inposed by the
federal or other state's governnental unit adequately protects
t he public health, safety and welfare, based upon comonly
accepted medi cal standards, properly conducted nedical or
scientific research, or current scientific literature; or

(iii) would prevent or inpair the provision of
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servi ces necessitated by a nedical energency or special nedical
condi tion. Hematopoietic progenitor cell banks seeking an
exenption pursuant to this subparagraph shall describe the
nature of the energency or special nedical condition and the
exenption requested, for review on a case-by-case basis by the
departnent. All such energencies or special medical conditions
shal | be docunented in the nedical record, and any action taken
in response which is contrary to the requirenents of this
Subpart shall be approved by the director of the hematopoietic
progenitor cell transplantation service.

(b) A copy of the departnent's approval for an exenption
shal | be maintai ned by the hematopoietic progenitor cel
transplantation facility and the hematopoietic progenitor cel
bank rel easing the cells.



