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INCTTH: MATTER
(O
ORDIER FOR
PENINSULA TIOSPITAL CENTER SUMMARY
51-15 BEACH CHANNILL DRIVE ACTIHON
FARROUKAWAY.NI'W YORK 11691
and
GUANGHUTF KONG, M. D PhD.
_________________________________________________________________________ ¥

WHIEREAS, Penisula Hospital Center, located at 51-15 Beach Channel Drive, Far
Rockaway. New York 116911 a general haspital nperated by the Peninsula Hospial Center and
licensed by the New York State Departient of Tlealth {the “Departivent™) pursuant to Article 28
of the Public Tealth Law ¢"PHI 7y and

WIHEREAS. on Octeber 1O, 2011 the Department issned a pernit to the Peninsidla
[Hospital Center. and Cmanghuis Kong, ML POuD. pursaant o Avticle S, Titde 5 of the PHL. 10
nperate a clieal laboratory atihe Peninsula Hospital Center to pros ide mnerons laboratory
services. as set forth o the chisieal faboratory permit. Peninsula [ospital Center and Guanghn
Kong. M. Phxare heretnafter veferred ta entlectively as “Respondents™ and

WHIEREAS. ispeciors with the Department’s Wadsworth Center Clinical Labaratory
[valnation Pogrant inspected the clinical laboratory at the Peninsula [ Tospital Center on
February 21 and 22, 2012, aud found serions deficiencies in the administrativn and operation

relating to the chmcal laboratory operation. These findings iclide but are not limited ta:
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Lack of raining. competency assessment and continuing edication:
Lack ol salety training including shipping of infectious materials:

No spupervisor was on-site doring the evening. the night shift and
weekends and no appropriate chain ol command was available 10 proyide

ginidance to staft:

The day shilt snpervisor is knowledgeable in microbiology and has no
experience or training in other climicat arcas of the laboratory:

The Respondent taboratory director is not involved in the clinical
laborators and has not met the requirements of 10 NYCRR Part 19.3. by
failing to provide effective administration of the taboratory, failing to
cnsure that sufficient qualified staltare emploved with doenmented
training or experience to snpervise and perform laboratory testing, failing
to provide edneation direction. and failing to ensnre that policies and
procedures are established o monitor employee conpetency:

Amandividial worked alone in the Blood Bank on Jannary 1. 2012, atier
receiving only two days of training. She elephoned a co-worker not
working that day 1o obtain assistance in how 1o perform testing. She did

not perlorm quahity controls or ke the required daily emperatures 1o
ensure that blood and blood components swere stored in the appropriate

coutditions,

Standard Operating Procedures ("SOP™s ) are nnavailable. inaceurate or
meomplete. Many SOPs have not been reviewed or updated since 2002
SOPs donotrefleet the enrrent testing performed at the faboratory,  Fhere
is ne evidence that the current laboratory divector has reviewed or
approved the SOPs:

Pipeties have not been calibrated since Mav 2011, StatT deseribe that
calibration is required every six months o determine il appropriate
vohimes are dispensed:

Thermometer calibrations and imer acenracy checks are net performed:

Rontine instrument preventative maintenance is either not performed or
nol docnmented as having been performed:

[



11

7%

6y

There 1s no system Tor reagent inventory and tracking. The laboratory has
been unable o mamtain an inventory of reagents and supplies to prevent
disruption of services. Due to a lack ol reagents, the laboratory was
unable w perform the stat troponin and quantitative pregnancy testing
requested from the emergency room:

I'xpired reagents are used i the Blood Bank, Hematology and
Microbiology laboralories:

The laboratory has no back-up for the laboratory infornmation system and
is aware that if the computer system [ails, the data will be irretrievable,
The hospital has a substantial sickle cell and oneology population that
receive multiple transtusions. Retrieval of prior transfusion history.
antibady sercen reactions, and antibody identification are eritical to ensure

sufe timslusions:

The labaratory statt 1s entering resnlts manually into the computer Tor
somne arcas ol the laboratory inclniding Blood Bank and Blood Gases,

T here 1s no process Tor verifving thar the results are entered accurately mite

the compniter:

A lack of personal protective ecquipmentin all arcas of the laboratory.
StalT waus observed bandling primary specimens m the Microbiology
laboratory without wearing gloves,  here are no salety shields inhe
laborators and no use ol lace mashks swhen manipulating samples:

A biohazard risk asscssiment has not been performed. Couriers and other
non-laboratory personnel swere ohserved i the laboratory, A sale
laboratory enviromment is not prosided to Taboratory persormel:

The Taboratory does not monitor the wimperature of the storage room

where reagents are stored:

The regulated medical wagte 15 stored man area that 1s not seenred Lo
prevent unanthorized entry ar access by verming and

Praliciencys testing resulis are not reviewed by the laboratory director.
Remediation of proficieney testing Tatlures has not been performed. Shilts
and tremds are not monitored.
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Microbiology
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I'he de-calarizer for gram stain and the disinfectant in the biological safety
cabinet were not fabeled with the identity. preparation data. date opened
and expiration date:

[ M8

I'he Gram Safranin stain to perform gram stains expired an August 31,

2011, but was currently in ise and opened on February 2, 201 2:

The laboratory is not manitoring the air flow in the biological safety
cabinel. Air flow must be monitored o ensire that stafl is not exposed 1o
inleetions arganisms;

The carbon dioxide levels are notmonitored in the incubator in the
Microbiology laboratory 1o ensure the appropriate growth conditions:

I'he laboratory does not maintain the appropriate stock cultires o perform
the necessary guality contral:

The Tabaratory hus not established iy aceeptable range Tor homidity i the
Microhtolagy laboratory s and

I he Taboratory policy indicates that S and blood colture gram stains are
slal tests: howeyer. nostafl s available o perlornn esting after 4 P.M.
Patient care may be delaved or compromised.

Histopatholegy'Cypathology

i)

nired ni the

aborators is nat changing staning reagents weekly, ds rec

fhe
SO

The labaratary has not performed daily and weekly maintenance on the
Microtome.

The semi-annual maintenance has not been perfarmed an the Heker
automated stainer as required 1 rthe SO

There 1s no preventative mamtenance on the scale used for grossing:

There 1s na preventative maimtenance on the micrascapes or tners:
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Femperatures for the varnious arcas in the laboratory are taken with one
thermometer, Temperature readings are exactly the same every day of the
vear. When asked to take a reading of room temperature, the histo-
technician read the temperature as 65 degrees on the thermometer whei,
fact. the thermometer read 23,5 degrees. This was verthed by two

SUIrVCYINs:

Ihere are no vecords that the pathelogist has determined whether stain
Juality is acceptable for cach day of testing: and

The laboratory has not perfonned a correlation between the automated
stainer and the manual stain process. The histo-techmician was unable to
describe when manual staining is performed versus automated staiming.
The SOP does not address this ssue.

['here is no corrclation between the tvo Gem Prenier hlood gas analyrers:

No SOP for when and what quahny control matenals should be performed
ot the blood gas analvzers:

There 1s no planned mantenanee schedule for the distlled waier system
used on the chemistry analy ser and other arcas:

here 1s no planned maimtenanee schedule for the cooling svsten. Filters

were dirty:
There were no specinens rejeclion crter.

Sixcblood gas specimens were delivered by a courter to the laboratory for
testing rom the nursing home. No e ol collection was indicated on the
specimen. Blood specimens should be perlonmed within 30 minutes of
collection to provide accurate resnlis: and

|Lack of documentation for remedial action when daily start-up records on
the Dimession indicate that the mstrument failed specific parameters,
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Frvthrocyte sedimentation rates ("LESR™) are performed next to the rack
mixer for complete blood count smmples. The vibration from the nuixer
can afleet the vutcome of the 1SR test resulis:

No check of the timer used Tor ESRs;
No tot-to-tot verification or kit-to-kit verifications ol reagents:

For urine pregnancy. the faboratory does not consistenthy receive the same
kit and does not validate when a different kitis received:

No specimen rejection eriteria for Pro-times and activated partial
thromboplastin thne (AP TS

No corrctation between the two hematology instraments (o ascertain

consistencey of results:
No quahity control for body ITnd specimens:

The laboratory mformation systen s discordant with the instrament in
terms of the time of testing:

Fhe laboratory is docamenting mamtenance and gaahty control Tor
mstruments that are no longer m use:

The laboratory does not docoment reagent expiration dates: ind

Calibration was not perlformed on the XT-1000 1 201 H No cahibration
vas perlormed onthe X F-2000m 2012, These are required calibrations
perlormed by the manulacturer.

Incorrect temperature charts were observed on the packed red cell
refrigerator for an extended tength ol time. Red cells are stored at 1-6
degrees Celsius and the chart on the relrigerator was reading 46 degrees b
1 he fahoratory wus unable to determine 1l red cells transfused (o patients
were stored at the aceeptable temperature. These chirts were chunged
weekby and went mnoticed by lakoratory stal1:

O



23

A blood bank technologist performed ABO/RD tvping and resulted the
patient as A positive. 1'he blood type was repeated with anew sample and
determined to be A negative. The first was retyped and tound to he A
negative. No investigation was performed to determine if there was a
technical or clerical error. The technologist went into the computer
system without authorization and changed the result:

There was no controlled access 1o the LIS svstem (o prevent unauthorized
editing or moditication of test results:

There was ne documentation that a cross mateh was perforned on two
units of RBCs ssued and manstused to the individual where the Rh error
occurred. This s noted Tor unit numbers W121612 104802 and
WOO012100939:

Anantibody identification panel was performed on patient 1AM on October
19, 2011, Anu-l- was idenufied; however. no reactions were recorded orl
the pancl worksheet. This panel worksheet was reviewed by second
individual and determined to be aceeptable. The patient was trimstused
with two utiits of RIBCS on Oktober 2002011

I'here s ne documentation that any positive or negative quality control 15
perfarmed on the anti-sera used to sereen patients and donor antigens,
This was noted on a daily exception report: howeser, exceplion repdrls ire
not reviewed by nuanagement and corrective action is not taken:

Three units of expired plusma were identified i the Blood BBank fireeser

No testing, quality control. temperatures or maintenance 1s reviewed by
laboratory administration:

2012 RPM and tmer checks were performed but neither the Taboriatory nor
the biomedical engineering staff knew the acceptable ranges:

The laboratory stored platelets at 26.4 degrees Celsius and the aeceptable
storuge temperature is 20-24 degrees Celsius, The temperature record
mdicates that the acceptable range 15 20-25 degrees: however. this 1s not in
keeping with the requirement of 1O NYCRIR 38-2.601). Pluceles were
transtused to the patient when the temperature was ohserved by the
surveyor 1o be out of the aceeptable ranpe:

.



Iy Blood warmer temperatnres are recorded but the aceeptable range 15 not
kanown since a4 mannfaetarer™s manmrat 1s not avanlabic;

12y Transiision shps received rom nursing are incomplete in regards Lo date
and time started. complenon tme. and signatres of both transihsionmsts:

13y Tissue used tor vansplant purposes is stored i a freezer in the Blood
Bank. The temiperature has not been momtored for two vears: and

14y The laboratory director and laboratory Blood Bank statt stated that
albiomm was not adminisiered at the hospital. Adler mterviewing
pharmacy staill 1t was determmed that the hospital pharmacy 1ssnes
albimmi,

WILEREAS. the Department has detenmined that, as a result ol the above deficieneies.
the public health. safety and weltore 15 i inminent danger.

NOWUTHERFFORE THE COMMISSIONER OF HEALTH DOES THEREBY ORDER
THIAT:

[} Pursnant to PHI § 277¢55 the categones identifred on the Respondents™ Libormory
perrit are suspended Tor thirty davs from the elicctive date of tlns Order. Nomathstnding s
SNSPeNsionN.

FURTHER. T DO HEREBY give notice that the Respondents are entitled (o a liczn‘ing, )
be hekd withm thirty 1313 davs ol service o this Ovder. at 90 Chinreh Strect, Fonrth FFloor, New
York., New York H007, 1o contest this Order. The Commnissioner will set a e and place ol
the hearing and provide notice o the hearmg and charges against the Respondenis at least 15

davs belore the date set for the hearmg.



DATED:  Albany. New York STATE OF NEW YORK
February 23,2012 DEPARTMENT OF HEALTH

NIRAV R SHAIL MD.MPH

Comtisstoner of [lealth

Inguiries to:
Jerry De Tnse

Assocate Attorney
DPivision ol T.egal Affairs
Phone No:t (518) 473-1707
Fax No:r (5187 486- 1858
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