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& New Yerk Blood Center

IIDE 671h Strger. Mew York WY 10065
2205702000 Fax 2120570-3105

October 30, 2008

Department of Health and Mental Hygiene
Board of Health

125 Warth Street CN-31

MNew York, NY 10013

ATlention Rena Bryant, Secratary to the Board ¢f Health

Re: Article 13 of the New York City Health Code

New York Blood Center (“NYBC™) 15 one ¢l the naton's largest communily bleod
centers, collecting blood from nearly 500,000 people annually  NYBC respectlully
submits these comments in response 1o the recent proposal by the New York City
Department of Health and Mental Hygiene ("DOHMH™) to amend Sections 13.01 and
13.03 of the New York City Health Code (the “Health Code™). These proposed
amendments expand the definifion of a “clinical Jabaratory™ to include bleod banks  The
proposed smendments further require that only the laboratory that actually Lests a
specimen report positive findings to DOHMH, and thar the clincal laboratery that refers
the specimen to the tesiing laboratory for analysis provide 10 the tesung laboratory all
information needed to fully comply with the repmting requirements set forth in the
Health Code. NYRBC 15 cencerned that, « implemented, these amendments could
comproruse the efficiency of current reporting practices of biood banks and resultin
increased ime and operauans cosis o blood collection facilities

NYBC currsnily outsources all of its serological communicable disease wsting of blood
donations to Blood Systems Laboratory, a New York State licensed lesung laboralory
located 1n Scottsdale, Arizona. This laboratory performs blood donatier testing for a
number of bload collecion cemers in the United States  On average, Blood Systems
Laboratory tests samples [rom between 1,500 to 2,000 donations per day for NYBC. In
accordance with blood collection industry standards and U S Food and Drug
Administration ("FDA™) gwidance, the samples sent 10 this fesling laboratery are _
idenuficd vsing only an [SBT or Codabar donauon identification barcode ' These umique
identifiers are recorded in the donor's record at the blood bank and become the pnmary
modahity used 10_electronically track samples for reporting purpases. as well as to
appropriately notly denors of test results, assess donors for inclusion in donor refersal
repistries, or withdvaw donated units from imventery  Once the blood bank receives tha
iest results back fiom the testing laboratory, the blood bank performs appropnate

! Sue AABRA Standards for Bload Bonks and Transfusion Services, 25® Bd. (20083, end
FDA Guidance, United States Tndustry Consensus Standard for the Uniform Labeling of Blead and Blood
Componems Using [SBT 218 version 2 0 0 (2003)



A0 s ST

L= ams Y I I R T L A i

notifications within the required ume [rame regarding any donor with a reperiabie st
result. 1t1s standard praclice for bleod banks such as NYBC 10 repan posinve findings
directly to the relevant sranch of the Department of Health (“DOH™. This reporting 1z
perfonmed via ECLRS, HIV DOH manual reporung, ar the NY S Commumcable Diseases
report Torm DOF3RY. These existing reporting practices have proven 1o be efficient and
effective n allowing blocd banks te comply with reporting requicemenis on the siate,
county, and city levels

As the testing laboratory does not bull denors ar the:r insurance for blood doration
testing, there 18 no need {or the clinical laboratory 10 be :n possession of denors”
identifying information slong with thew testing results. [f the proposed amendmenis 1
the Health Cede are implemented, NYBC would have wo supply the 1estng laboratery
with the relevant idenhifiers for all of the samples submitied for 1esting so that the
laboratary could report the positive 1est results in & fmely manner  Putling systems in
place 1o perform electronie Lransmission of data to the testing laberatory would resultin
sigmficant me and expense to NYBC withou: any added benelit ur efliciency 1o the
public health reporting system. NYBC would have w design and vahidaie new elecrentic
interfaces in order o accurately transmit this dara 1o (he testing laboraory  NYBC also
would need t coordinale this effort with the 1esting laboratory, which does not currently
have the electromc gystems in place 1o receive and maintain such data. The lesting
lasoratory may be unable or unwilling te undertake such system changes, or may charge
B premium for westing services in exchange for the hime and expense of implementing
these new data transmission systems. Ulumately, the incieased expense o NYRC and
Lhe testing jaboratory of creating and maintaining Such systems would be passed anto our
hespital custemers and could result in un increase in the cost of our blood products.

Under the current system, Lthere 1s ne risk that duphcate reperts o positive infectious
disease testing results would be submined since enly the blood bank, and not the lesung
laboratory, has aceess to the doner's identifying imfoomation. Furnher, FDA répulations
reguire blood centers to comply with current good masufactuning pracuces {"cGMPs™.”
This adherence to cGMPs helpy to ensure the accuracy and efficiency ol owr reporung

In conclusion, NYRC believes that the current reporting structure has operaled efticiently
and effectively, and will continue o meet the necds of the DOHMH, while helping to
maintain an adequate and safe blood supply. NYBC 19 novaware ol any concems or
objections [rom cither stale or cily authorities with repard o the accuracy or rehability of
blood banks' current reporting practices  Because changes to these practices under Lhe
proposed amendments to the Health Code could compromise the accuracy and efficiency
of reporiing, as weil as increase operations costs, we are requesting that these
amendments be revised to allow blood banks thal oulsource donat.on iesting 16 contnue
to directly report required communicable disease testing results to DOH and DOHMEH.
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From: Parry F. Smith [pfsd1@health.state, my,us) Sent: Thu 1073072008 9:22 AM
To: Resolution Comments
Cc: Hwa-Gan Chang; David K. DiCesare; F. Bruce Coles; Margaret 1. Oxtoby, Barbara 1. Wallace; Low Smith; Jennifer

Haumgartnar

Subject: e Fws NYC Health Code Proposed Revisions to Article 13/ Comments can bemade by October 31, Also a public

hearing on October 31,
Attachments:

Please see the following comments that we have about the proposed NYC
regulations. Thanks.

Perry F. Smith, MD

Cirector, Division of Epidemiclogy
Mew York State Department of Health
ESP, Corning Tower, Roorn 503
Albamy, NY 12237-0603

(518) 474-1055

Dravid K.
DiCesare/DEPL/CCH
JOPH/DOH To
Perry F.
10/29/2008 01:22 Smith/DEPL/CCH/OPH/DOH@MNYSDOH
PM cc
Hwa-Gan
Chang/DEPL/CCH/OPH/DOH@NYSDOH
Subject
Fw: MYC Health Code Proposed
Revisions to Article 13/ Comments
can be made by October 31, Also a
public hearing on October 31,

The following are comments which we feel need to be made about the proposed
revisions listed from the announcement below.

Section 13.03 - Pregnancy status would be specified as reportable if known
and if clinically revelant to a positive laboratory result..,

- Due to current informatics technology (IT) constraints, it
should be noted that the only way to electronically submit the prenancy
status of a patient is through a comment or note. There currently is no
suich element with Health Level 7 file structures to report a pregancy, and
therefore, there is also no such data field within the NYS electronic

hitps:/fa816-mailssl.nye.goviexchange/ HealthRC/Inbox/Re: %%20Fw: % 20NY C%20Health...
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reporting system to hold this infarmation other than in a note or comment.

Section 13.03 - A clinical laboratory which refers a specimen to another
laboratory for examination shall provide to the testing laboratory all of
the information the testing laboratory will need to fully comply with the
reporting requirements set forth in this Article or this Code.

- Due to current [T constraints, it should be noted that many of the
electronic interfaces between referring and testing facilities do not have
the capahility of tranmitting all of the information requested within this
document as much of the information is maintzined outside of the laboratory
syskem at the referring facility where the interface with the testing
facility is connected. 1t is not currently known if the interface bebween
facilites can be maodified to extract the requested data through ancther
systemn at the requesting facility, and if so, the cost that would be
required to make this connectian.

Dave DiCesare

MYS ELR Co-ordinator

ECLRS Help Desk

(866) 325-7743

————— Farwarded by David K. DiCesare/DEPT/CCH/OPH/DCOH on 10/29/2008 12:42

Hello,

As someong interested in NYC public health policy and laboratory reparting,
we are sending you a link to the proposad revisions to Article 13 of the

NYC Health Code. As part of a comprehensive review of the Health Code, the
DOHMH proposes to amend current Article 13, Clinical Laboratories, to

better reflect practice and the regulatory environment, assure that the

revised provisions provide adequate legal tools to effectively ensure the
reporting of presumptive and positive laboratory findings for any

notifiable disease, condition, outbreak, unusual manifestation of disease

or unusual disease listed or referenced in Section 11.03 or in Article 13,

The entire Motice of Public Hearing and propasal can be found at:
http:ffhome? nye, gov/htmi/doeh/downloads/ pdif notice/article-13-intention-08. pdf
You will see in the Notice that comments can be made by Octaber 31, 2008 on
line or by email. The public hearing date is October 31, 2008 as well. All

af the details regarding how to comment or testify at a hearing are in the
Motice,

Thank you, Jennifer

Jennifer Baumgartner

City Research Scientist/ECLRS Project Manager
Division of Informatics and Information Technalogy
MY C Dept. of Health and Mental Hygiene

22 Cortlandt St. 28th Floor, CN1

Mew York, NY 10007

212-313-5137

ibaumgar@health. nyc.gov

IMPORTANT NOTICE: This e-mail and any attachments may contain confidential or sensitive information which

https:/fa816-mailsslnye.goviexchange/HealthRC/Anbox/Re: % 20Fw 20N Y C% 20 Health. . 10/3072008
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is, or may be, legally privileged or otherwise protected by law from further disclosure. It is intended only for
the addressee. If you received this in error or from someone who was not authorized to send it to you, please
do nat distribute, copy or use it or any attachments. Please notify the sender immediately by reply e-mail and
delete this fram your system. Thank you for your cooperation. '

https://a816-mailssl.nye. goviexchange/HealthRC/Inbox/Re: %200 w: 220N Y C%20Health...  10/30/2008
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Resolution Comments

From: Waollock, Andrea 1 [Andrea. L Wollock@questdiagrostics.oom) Sent: Thu 1073072008 11:55 AM
To: Fesolution Comments

Cc:

Subject: Comments: Article 13 Amesndments, New York City Hezlth Code

Attachments:

RENA BRYANT, SECRETARY TO THE BCARD OF HEALTH
Dear Ms. Bryanl:

Cluest Diagnostics Incorporated is the leading provider of diagnostic testing, information and services that
patients and dociors neead (o make better healthcare decisions. The company offers the broadest access o
diagnostic testing services through its national network of laboratories and patient service centers, and provides
interpretive consultation through ils extensive medical and scientific staff. We appreciate the opportunity to
provide comments on Article 13 amendments 1o the New Yoark City Heallh Code.

We wish to commeant an only ane seclion of the new amendments (=ee below).
Seclion 13.05(B)7) Testing for tuberculosis.

"All respiratory specimens which test acid-fast smear positive and are from patients who have not previcusly
bean diagnased wilh luberculosis shall have nucleic acid amplification testing performed "

Comment: Although we are in agreement with the medical community that identilication and isolation of
individuals with Mycobacleria uberculosis (MTB) is crucial for helping to ensure the disease is not transmittad
to others, this testing will initially be preblematic to the laboratory, Currently we find that the colleclion of
respiralory specimens is less than optimal for the amaount of testing to be performed, We see that the volume of
specimen submitted for acid-fast smear and culture is usually close to our minimum requirement. The necessity
la split the sample for the additional nucleic acid amplification test would most likely provide a quantity not
sufficient o provide adequate culture sensitivily, In addilion, since New York City would be the only jurisdiction
with this requirement, laboratories performing tuberculosis testing for a larger geographic area would facs a
significant operational burden. Segragating NYC specimens, to ensure dilferent handling, would require
additional time and staif. .

Flaasa fael free o contact me wilh any questions or concerns. My contact information is at the bottom of this
email.

Thank you,
Andrea Wellock

Andrea J. Wollock

The contznts of this message, together with any attachments, are intended anly for the use of the personis) ta which they are
addressed and may contain confidential andfor privileged information. Further, any medical infarmation herein is confidential and
protected by fawe I is unlawful for unauthorized persons to use, review, copy, disclose, or disseminate confidential medical
information. 1f you are not the intended recipient, immediately advise the sender and delete this message and any attachments, Amy
distribution, ar copying of this message, or any attachment, is prohibited.

https:/fa8 lo-mailsslnye, goviexchange/HealthRC/ Inbox/Comments:%620%620Article® 201 ... 10/30/2008




