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The lollowlng rellecta the findings of the 
Department of Publfo Health during an 
Inspection visit 

Complaiil lnlllli• Numb«: 
CA00281816 - Subshmllate<.t 

Representing the Oepurlroont of Public Health: 

s urveyor 10" 25093, Pharmacoullcal 
Consunantll 

The lnspecllon WtlS llmll11d to the specific facllity 
event lnveslloatod and doo11 not represent tho 
findings of a full lnspacllon of tho facility. 

Heallh end Safety Code Section · 1280.1(c): l'or 
puipO&es ol thJs MClion "lmmediat.e jeoperdy" 
mean! a lituabon In which the licensee's 
ncncomplance wlh one or more requirements 
of lcensure hH caused, Of is 

sorious injury or dlrath to lhc patient. 

rikoly IO CllUSe, 

T22 DJV5 CH1 ART3-70~63(o)(1) 
Pllarmaceutlcol Service Goneral Requirements 

(1) The commitlee shaff develop written potk:lus 
and procedure• for establishment. of safe end 
effective systems for procurement, slorege, 
distribution, diaponslng al\d use of drugs and 
cl1emicals. Tho pharmacist In consuttatlon with 
other appropriate heallh professionals and 
admlnisitelion ahaU be responsible tor Iha 
development ond l rr.p l ornontatlons of 
procedurea. Polk:les &hall be approved by ll1t1 

governing body. Procedures shall be approved 
by the administration and medical staff where 

ID 
PAF.fn< 

1110 

PROVIDFlrS Pt.AN OF CORRECTION 

(E4CH COllnEClrve ACTION SHOtAO lie CROSS· 


RefERfHCtD 10Ttlll AVl'ROl'lllATC OCFICU:NCVI 


't he sta1emc111~ nr~de on H1is 1111111 or Corrcclion nte no 

311 ~druissiou 1md do not constitute agreeruenr wkh rlu: 

alleged deficiencies l•:i'cin 11ti$ Pl:in ofCOCTcction 

constilulcs UC!W Medical <:enta'& wri11cn credible 

allceltfion ofcompli:w1ee IOe the delici::l'CiC$ nokd. 

l'lnn of<:omlclion: 


hu«ltuto olcclronic h~nlth r·ocoi-d cnhn11ceruenls to 


reduce the opµo11uni1y lo11ivc live vaccines 10 


polenti;ol!y imnMlfie cotnpcontiscd p.1tiet1ls. On June 
 6120 I I 
27., 20t I, a1 eledtoaic lnl~1 rc."OCd (l!llR) w.is 

implemented in lhc UCSf Teen ClinK thltl R:pbttd 

!he pap« reconls llul-. rn use p<ior to !hat dale. 

Since 1ha1, 1bn:oigeificalll 1nd 1d11c:d F.HR propn 
ltne been <:0111plcltd 10 in1pravc the u rcry ofli\11: 

VOl\,-ClllC admBml1111illll 11lld IO rcduco the riik lhal no 
i11111111nc co111pro111i1cd pa!k:nl n1lghl !ICC 11 live VlM:Cinc 

The llrs1 oflloc lhn:o ho<l mulli1>1c co111Jl<ll1cnt>S. 1212011 

S1<1r1ing in Occcmlx:r 2011, 1>rovlJcrs ~nd slaff were 

trnincd on 1ho Li:.st 1~11iro1w.:h It• 1m1 uxbti11g 

fonctionalily 10 doc11n1on1 live va•dnc 

rontrnindlcmioni. Hoverl1111 over "•llcr~ies" t111 the 

p;tlic:nt b:Loner wu cah11nccd lo ghow all allcJtics ;md 

nx:dic:ilionftmmuni111tOt1COllltairldk.-arionsfur 111(: 

1•-..icnt. All li•-e vaccine OHie.$ " '!:•C ••odirrro 10 

include .. Live V:icclKtt in rhcir d~play name as a 

remiader ro lhc ordcri111t pruvidcn; lo co..siue< the riski 

oC onleriug a live vaccine. 

!!vent I0:8QMY11 9/2812014 t :42:19PM 
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such is upprop1iote. 

This Statute is not met as evidenced by: 

Based on interview tllld record rovlow, tho 
hospital failed lo dov11lop policy end 

procedures on tho sulu end effective use of 
vaccinnl\ to ensure patlont safely. Patient 1 
was administered varicolla (chicken pox) 
vaccine. 11 nve virus vaccine, on 11 In tho 
presence of cllnlcal contraindications es 
indlcaled by tile manufocluter ond CDC (tile 
Centers for Diseaae Control end Prevontion) 
including lmmunodellc lency. concurrent 
intravenous immunoglobulln therapy and 
chronic prodnlsono (o corticosteroid 
lmmunoeupp ressonl) therapy . The 

Inappropriate u~ ol varlcel a vaccine cause<J 
Petienl 1 lo contract variceUa infection ol both 

eyes wlllch requi red hospllalizalion and 
moUiple eyo surgorklo and resulted fn loss of 
vltlon (blindnau) uf tho right eye and reUnllia 
(Inflammation ol tho rullno, the lnnormo&t coat 
of the po~lurior IJi!rl of the cyob~n that 
receives the Image produced by the Ions) of 
the left eye. 

Flndlngi;: 

A review of Patient 1's clinical rc<:ord showed 
that the pi;tlent had a complex medical history 
including Common Variable Immune Deficiency 
(C:VJD) which was managed with Intravenous 
lmmunoglobulln (IVIG) therapy end 
Inflammatory bowol dlseS&n which was 
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IJ(~) 

COIAPl.ElE 
Oi\TE 

Once rlKl oon111lmlk111fo11s \Y1!Je cloc:urnenec<t, noy 

l\Jl\JJ'C attemfll ftl 0Cdt1fng I RYO V•~lno for 111 

mu •-<XHRPIOl•ll~ pabenA lllf.p4Ned bocb ua &led 

co the uu:l..-iinsprovhb Hd io II•moc 1vbo WOii.id 

~ ia.kcd iv 11d111a btcr fhc v.:cinc. Tile seCOiM 

"'Y pl>l'ldrTwLo 1flc:11rtcd to ord.:r 1 live Y9CCh» for 

~ Jllllieol with • ~aow• 11"'8•-ia or n~dlo1ion use 

rh"t could \.-Omp1ombc !heir io1111u11u hyblem woolcl 

ect A live vn<:ci11D co11trni11dicntkl11 oletl ov..:n if lbc 

~HmiRtlkotiu11w~n·t111a1111J1lly tlocu111c11tcd in the 

"lbty *M! CD11hllil\Jblloa aaivky In tl.o 17HR 

UCSFp!lr(Dclcd work a mfdicaticJC1 i11fou1"21fon 

l'ClldOI' fitlt 11* Oilll lo i:n:eio alld inaplcJnaic !Ul 

~em. Tllo ¥Olt.w1Cd la tbc lilll ol:IOl 1 aod1tt.1 

~ly~..t CJ11May20, :roll. And liully, cbe 

Nnt wucnt.'ll"td to rcnuPd pwvidcn Jnd jllbcnlsof 

llcir need fur prcvcnlivo QllO tllell101Q ii.duding 

Y1cc:i11cs. lt1 order to uvold ~u l11"Jlllf'!lp1 i1lo reminder 

ior u livo va..:cl11~. • pr0<:cdls1 c \YJ• 1111ptcmei1tcd with 
he rcmioJcr 'YllcOl h1 Ot~ llJ<10Ulllly and Ihm 

~cmafically luG.\dJdo 1ul'!..10 Wt"llf°'tiOt:d 
D&tieo&s aod tlid provideu fiOCll IHl"I ot receiving 

'CftltflClea torcouh~llldiealc.d 1i.,. Yll("Q,_ Tf1linine 

OOculuellll 1ft111 l-1 tor b> hlllalllll IO IMll'fllll1 dlC 

i1tsl JIBR project 111 lr.i!JlO'f'6 lhe afdyof U\oe vaccix 

ldmiailtnllim 'f1'r. Wwlq)' •U lk'<'dopell by tltc 

.ive V11tti1C1 in APoX Cormnitt~ which completed 

iU 1cconimend.M10t\$ 011 Odobcr 11, 2011 . 
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managed with prednlsone, a steroid 
onll­ lnfla mmatory medication. Common 
Variable Immune Oollciency (C\11 0), til:;o known 
es hypogammaglobvllnemla, Is an immune 
system disorder in which en lndlvidunl has low 
leV91i lmmmoglobvlna (anl!Qoclas) that ho11 
lo fight lnteclion:i lnl ravonous fmmunogtobulln 
(IVIG) therapy l:s li1dlc1tled lor Iha management 

of palienls wilh prlma!y lmmunoderictency auch 
es coru111u11 variable Immunodeficiency (CVID). 

IVIG 13 a sterile preparation of concentrated 
antibodies extracted from healthy donors lo be 
administered Intravenously (into a voln). 
Pallant 1'a Immunization record 11howad 
pos~ve sorologlc teet on /09 for vltrlceUa 
antibodies which Indicated the patient already 
had immunHy 11g11l11st varlcelta virus el Chai 

time. 

A copy of an electtornc m ail (email} dated 
/09 by Phy11lcl An 2 , a pedl11tric 

rheumatology phyelclnn, was found In Pallan! 
1'i:; cllnlcttl record which showed the following: 

" I le (Pallant 1) should gel oll his killed vi11111 
vaccines only. • 

VarivaxCl!I Is a llvo varlcella vkus vaccine. 

According to thw Cenle11 for Disease Control 

and Prevention (CDC) pubficalion . 
Epidemiology und Prevention of 

Vacclne-Prevenlsblo Dlse111e11 .. live vaccines 
are derlvad from • wBd. • or dlsease·caualng. 
viruses or bacteria. These wlld viruses or 
bacteria are attenuated, or weakened, In a 
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Tl"'' HHR tmihl und 111111111111 ilo\lltm<;:tils w.:rc 

complch:1l in Novc111licr 2011 unJ Jurinu 1hc monlh ol 10/201 t 
l>ccecnbcr. they were used to 11ul11 lhc p1i1rnuy cure 

EHR iu~r user yonps, med for 1eguLir trainiag 

updaks itoctudmg "Kmn•hltc ac Noon• sessions, 
l"td in f>1•clict.< d1111 ftdnoi11i•lcr .,,..,..,,., mwl in 

pn:cl icc.t thnt c11c for pallenl~ who MC i111nU1t>C 

ox1a1p111111i~cd. oud WC1t lncoopo•olecf into NII !<lllfldnrd 

EHR trnining for new cl111icol st1lhnd providCfS. No 

nc:w ll~ining was ~quired'°' the s....:ornl and lhinl 
EJ IR pt~ lo impvm liw vwr.cino nd111inis1mtioft 

>nfcly beaiuso thoy 1n·c parl oflhc b111lc l111ini11i; 

received lo uso ll1e Hfl It. 

Monilol'ing: 

•no:cinc alt:rt, ""' coodudetl in 0..'t:Ufllb..Y 2013 by 

Plo:.&ll lll<.")' 1 11J rcpu:tcd 10 C.ltidMcdical lnforn1alion 

Officer aud his k..dcs~iip lc•111 o f phy1k iD11 

i•fornmticisls, the Office oflh~ C:MIO (OCMIO) . In 

12/2013 

July 2014 nu nudit of 111e<liculio1111k1·t5, which 0'112014 

included Ilic live vocduo nlcn wn:1 c;1111plc1cd ond will 

be rcported lo tllo Clucft.l«IK.al lufU1m..tion Offtca 

and OCMIO m Ocfob:-r201.C. 

llepons.ible Pmly: t.kdkal l>io oour ofAmbulotory 

ln funualics, Di11:ctocuf Mcdlc11tluA 011lcumc1 

Cc:11lcr, Chief Pham1acy Ofli~·w 

10/lOM 

9126/2014 1:42:18PMEvent 10:8QMY11 
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laboratory, usu11lly by repeated culluri11Q. To 
produce an Immune response, ijve a1la11u11tod 
vacclnea must replicate (grow) In lho 
vaccinated person. A relalively email doee ol 
virus or bectoria is adm!nistored, which 
repllcatu In UMt bMy •nd aaates enoug'I ol 
the organism to stimulate an Immune response. 
live allenuatotJ v11cclnos may cause severe or 
fetal reaction• In lmmunosuppressed , persons 
due to unconlrol1!1d repllcallon (growth) of tho 

vacclno virus. Persons receiving larger doses 
or corticosteroids should not receive llvo 
vaccines Including persons recelvln9 20 
mn:lgrams Of more of p1ednl8ono dally or 2 or 
more millig<arns ol prednlllOll6 per kilogram of 
body weight per doy for 14 days or tonget. 
Screening for contra indlcation1 and 
precaullonG Is koy to preventing serious 
adverse reactions to vaccines. Every provider 

who adm!nl&tere vaccines i;houlil :;creen evory 
patient before giving o vaccine dasD. 
Laboratory evidence Qf Immunity or lalJorstory 
confi11m1tio11 of dluuoao Is an evidence of 
Immunity lo vurk:ella. A contraindication Is a 
condition In a recipient that 
chanc:I:! of 8 5Brl011S lld\11!15!1 re;iction 

inc1eases th& 

A rev!ew of the presetlbing 
Varivax® by Merck lndicaled the fol ~'fng: 

inf01malion of 

1. Contraindicailon:i. 

Do not admlnlsler V
immurioi1uppresstd or lmmunodofi olont 

ar lvnx® lo 
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The Vnccint Ad111in isl1 01ion Po licy \\1U revised ia 


including llllcrr,ico;, .-vnlcaintlications, ~nd 

\'llc<:i11a1ioo dii;ibilhy 1,~,rd upon eslabltdted criceria; 

pf(>viden; must order "Vl''"I" i~tc v111."'lncs 01 

document chc n.'ll~Oll for nul ordcd111J r.:q11ired 

vnc..:ines; stornge 1111cl di s1ie11si11!( ofvuccinc~ 

according 10 11111111facc11rtn\:cJ11ire1n~n1s n~d in 

Monitoring: 

To n:onilor anablllawcy ~on1pll>.ce, • V<ICCine 

a:!mini!<lrntioo • •dil w:u doue hy •rubula1<11y clinic 
04'201 2­

lcutkr.;bip un1ing the 4/2Url .. ti/'J.012 ti11tefnm1e and 0612012 

1e11orted co lhe /\111h11lo1ucy l'•licnl Care Di1eclor on 
0412012,

4124/12, 5115/12 uml '//INt'J.. An ndililionol 
OS/2012, 

tOlllJIJinncc onrlil hM hr.c11 pJ1u11m( for fourth qu .. rtci· Qn0f2 

201 4; !lie rcsulls will be 1cpu1Cc1l lo 1hc raricn! Safety (tk ljh 2014 

C:ommiUt'C-. 

R~pon<iblc: J•;,:ry. lm:t·u1ivc J>iu:c101, Atnbulol"ry 

Scrvkcs &. Chic£ 1•1uiru~1cy (>ffi1.1Cr 
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individunls, lnc-J11di119 !hose with 11 history of 
primary or ucqulrod immunodeficiency st11le$. 
- Do not 11dmlnlster Varivmc®' to Individuals 
receiving lmmunosuppressive therapy , 
Including In dividuals recniv l n g 
im'Tlunosuppresslvo doses of cor1lcoslerolds. 

Variva)((ll) Is 11 liva, nttonuated 
vaccine (VZVt and moy cousc 
vscclne-assocJated rash or 
disease In in lll vl<Juals 
rmmunosuJJprosaod 0< Immunodeficient. 

2. Immune Globulin& &nd rranafusions 

varlr.tllln-zosler 
on O)(tenslvo 
lllssemlnaled 
who 11re 

• lnvnunoglobu~ns should not be given 
concomitantly with Varivoxe. Vocclnallon 
should be deforrod for at loast 5 months 

folowlng blood or plasma trensfusloos, or 
admiflislration of Immune globul'n. 
- Following admlnisl retlon of Varivax«I, 
immune globu5n(s} 11hould not be given for 2 
months thereeltm unlnss ltn use outwolahn the 
benefits of vacclnoUon. 

Prednlaone Is A cort icosteroid 
anti-ioftammatory mocicntlon. Tho American 
Hospital Formulary Service (AHl'S} Oru(J 
inlormalioo, 11 c.omprehenslve evidence-based 
50Urce of drug Information published by the 
American Soci et y of Heallh-Syatom 
Phorm3cists (ASHP). lndloatos that proclnlsouo 
Is Indicated IO< tho tren1rnen! of a widtt variety 
of diseases and con<!.tioOI and Is used 

J>l.111 orCu1TccliuW 

In October of201 1, • VKCClnc A11'1\lal Rc:vlC\v 
Trai1111ai: tool w.a aatCfld by wnbulalOI)' cllnkat 
lcalkn11ip•nd di~11bu1e,1 to nil • nibulM<Vy nmsu.g 

iWo n: Rt'limt·cd N.,,... Piii Ll«mnl VoaJIOll 

~..-=so, wlio .Ja.iti.ut.fal •....0.­ Al~ 

•isl-aulf, Rcgltlcrod Nina -.I Uc~ 

Voc.tlion Nur.cs, wt.o lldmlnittcr m.cl .a. wete 

~qulml 10 •ucc~l\ll)y ~vrnpkrc lite 1111fnl11111Uld 
rnc-1n1. Campl1auec w.u 1111eknl by Ambulatory 

1Adn11m1rat10C1. 

DnApril or 20J2. tho VK<-iuc 1·1<1111in11 tuol \VOS folly 
~ntcw Atcd h1to the <aollno A111hnl11101y J\nun;il llevie.w 

module lhll is completed by all mrubu latory uu1siug 
It.Irr et1J1aDy 

Moniccrine: 

Compli~" w11h 1i.c 111cccssful coniplelion of!he 

lniini"t 8lld pruHc•r b nwmiln<<tl 011 a 1llOl\lhly hasi.t 

by Amb11la1ory Administration ~nd rcpottrd out to the 

AmbulMory Paticnl <:ft1c Di1cc10. S1nn1s reporls were 
pt'oscnled lo lhoPnticnt llnfocyCnmmfllcoon 10/31/1 1 
17./13/1 Iond4123/12. 

n~ponsible Patty: 

n xccurive Dirtcror, A111hula1o:y Set vicc.s 

10/20 1 I 

04/7.011. 
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prlnclpally es an 11nl1·ln!lammatory nnd 
lmmune>:1upprcs~Pn l ngcnl. Concurrent 
odmlnlstrotlon ol llvo ot llvo, ottonuol od 

v accines In pa l lenl s re c u i vlng 
lnmunoauppresJive doses of corticoste1olds Is 
contraindicated. Tht1 lrnmunosuppresaivo 
elfocl of prcdnlsone may cause an 1nc1ease In 
suscept lbil/ly to lnfec tlon:s secondnry to 
otucocorllcocd-i ndu ced lmmunosuppraulon ­
Certain infeclion:s (o.g . varicctlla. measles) c11n 
have a more &01iou~ or uven fatal outcome in 
liUCh patients. 

Patient 1 was seen by Physician 1 and 

Phyr.iclan 3 at !he . I adolescent end 
young adult cHnlc on 1. The p1og1css 
nOle written by Phyak:loan 1and Phy;iclan 3 
lndlca tod that P a llant 1'a maintenance 
1nedlcatlons l11cludod IVIG (lnt1011onou11 

lmmunoylobuKo) therapy oveiy 2 weeks and 
Piednlsone 50 mg (mil1gr11ms) daily. Varlcela 
vaccine (Varivax), a five virus vaccine, Wll$ 
ordered by Physician 1 uncl was odnilnlsl111od 
1111d documented on l'ollent 1's vocclno ordur 
shevt on the same day. lhero wo• no 

documented clillcal ral!onale ror !he order of 
the vlCICi1e In Iha presence of ~ dnlcal 
contrAindicalioos and documented loboratOIY 
evkhrncu of immunity to verlceMe from . 009. 
rho ordering of • llvct vaccine 81•o 
conlradlcled PhyGlclan 2'a nole dated - /09 

which Indicated 1t..1 Poli11nt 1 should only 
reccivo killed vii~ vacclooa. In addition, u1eic 
was no documenlation add1easilg how Pat1ent 

IO 

PRfflX 
l'AG 

~PtNtW~l'IOll 

lf;.l,CH COMttTM! ACTIOll SIQIUlItQI05S. 

llCf [M)jC£D TO lit!~r.OEllCCl•CY) 

PlR11ol'C:ontctioac 

111 <.\;tolicr uf 201 1, thc vocci110.; acJ111 iul~1ratlo11 

St•lntlenl (VIS), wni•h ;, p<m·lde~ Cu ,.,,....,., 

111 mill<·$, l>w: hnntlcd lo put1c1111'/tn1nili.- WI the 

11atie11t WA>morned to e11$11rc lh• I µati•11 l/pn1.:11t had 

•tuple litoc co "'view the \IJS priorlo ""Y VM.-clue 

h11111t •d"1iui>kltr.d. 

'l o monh .,_ cc101>lbnce, a Ytw:eine /\dt11inlsrrnuon 

ntt<lic w;u dune by Acubul:ttory clinic ludcuhip 

durlni: the 417012 - 611012 tl111tOoue ond npotlcd 

ro the /u11b11ln1ory l'alic111C11rc Oirc.:ror on 4/24112. 

~II S/12 :Utu 711 61 " - s...... •tpol.. WCAC (>ICSCnlcd 

12/l lll 1.ir.d412J/ll •n<l 7f20/17.. 

In ?.014, fn.im 11201 4 tbontli 412014 thc ltcgul•tmy 

llepmil11e11I conducted 1111 uuclit of 1'~11iu11 lc Clk1ics 

tllnulic<at p.•lient t00111it1g. Tbc re1111ts lYCIC 

Jlfe>ie11lcd lo lhe r111ic111 S•frty Co111n1ilh:c Ull 

(l(~) 
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SUM.\WIY CIAIEMfHI ~ OEF!ClllllC ES 
(Vo.CH DEflCIElr.Y llUST BE PllGCEEOE.D llV flU 
REO\LATOllV Oii UC IOEttll'YIHG IHtOf<.IJAll(IC'I) 

1'' chronic IVJG lh1;1111py may alfei;t IIMi 

ofloctiveness of tho vorlcolla vocclno. 

P0Ut1nt 1 developed redness lo eyes which 
pro1111111sed to blutrcd \llslons and rorel9n 
object sensallon In - 2011 and was rererred 
lo the hospital on - 1 lor possbre Viral 
conjunctlviti11 (infection of the membrAnc lining 
the eyelids) /uveili& (swelling end irritation of 
th& uvea, tho middlo loycr ol the eyo) wllh 
retinal Involvement During Ille hospllal 
cours11, Patient 1 was diagnosed wllh Ullaterol 
(both side) va rlcolla zostor virus reUnltls 
(lnR.irnmatlon of Iha rettna In lhe eye) and 
progressive outer retinal necrosis (the death of 
ce•s In living tissue) wllh blla!eral incr4'Med 
lnlraocular (inside tho eyo) pr8SS\lre. Patient 
l's vtrnl oyo lnfeclon wet lrealed with Iner 
U111rnpy fOf' rolirml dolachmenl anUvlrill lrnplllnt 
In Ille r ight aye, lnJocllon o f an llvlral 
mo<llcalioos Into the eyciu lllld Intravenous (into 
the vein) antivlril medication' Palienl 1 also 
undeiwent multiple eye surgeries ofboth eyes. 

A J(lborotory r<Jp<irt by the Dillision of Virnl 
Dlsoosea ol the Center$ for Disease Control 
and Prevention (CDC) dated mi-11 lndtca\ed 
thot the 1esults of Paiielll 1's vitreous aillure (a 
cullm" ol lho cl&nr oet lhol rills the epece 
btltwoen the lune and lltt1 u1llrl11 of 11111 eyeb11N) 
wus positive for varlcolla zoater vlruc ONA 
(genetic malerlal) by PCR (polymerase cheln 
reaciion, a blologlcal technology). The report 
forthcr Indicated 11\at llio itasler virus (VZR) 
ONA detDctll<l In Patlel11 1's 11>9clrne11 wn 

10 NtOVIOER~ ..VH or COltKt!C-ll(Mt 
JIR(.tfl l( (EACH CORREC1M! MTIOH StlOUlD OE CROSS· 

rAG llEFFRCNCt:D ro TllE N'PROPRt~lf Of.FltEHCl) 

.11'tu t>f C1•1tr(tion: 

'lbt "'IWUIZlllOll Pllto«ll Scm:ftl"' ()larl....iul10, 

..., ... •lol r.. i-h!a Qllll<rrl"'"""'t«lll f.... 
\'llCC1•0 llCl111inisin.1tan, aud ia uJICd by 1uaran w 
SCl"CCl p;lbCArll Oii rwrse only •is11S. A llWM! Oll)f 

v&h k 11 "''ii whcze rile p!lbc:nl 1cu:1YCS ~ 1>1;1v1ck 

0tdet<4 voccma lxll'"" II• n•rI• for rbc VIQ'lflC 

Mlminl•lratlon vi~il The q-1ioi111•~• '""" r•vlllfi! in 

Oclnbw 201 1'1\-ltlt• plan 1<1 l11111k:o•it.:.A1 diaroot i..o 

cbe dcdrauc mcdQJ n:oconl. lfalllCI tra11iq on 

wil~ Ille lrmml!lialioa P•iall Sm:ollas 
Qite\r-n m Ille c:Jc:c:tro,ri~ • ...ii.::at rvcunl .... 
corrdlM.:d 11'1Mftn:h20I2. 1 ho odllCllCIOll cocmiled 

or11vldto10 provide 1rcl11h11110 Ille 1111ra1n111o1~ff on 

.W..:.111,...11 ~ v"'"'"'""' ia At...X "'iJ • •l1..to::c1. On 

.c/t.Jn(J12 lk hnn~l.N:wl l'•d~utSc.-• 
QICSl&,nneire quct:ioos WU! " "" Ill Apel( 
Manhwt111 
r o nuilOI' cornpliMU, • V1cr.11M1 A$.11 ~Oil 

lmiJi• - done by AmbuWo.y duric lmdcnUp 

~lurlric1b.,4f20ll 612011 lll'llCfr;imcanl l'Cl""lal to 
lire An bul,cory PallClll ouo IJlrllOIOt on ~1241l2, 

5/IS/12 mtJ 7/HJ(t:I. Siutu• 1c1mn' wcrr rr•m111cd 10 

rhe l'lillcnt ~ie1y C'ommlt11:c"" IOI.II/I I, 1?113/11 

iUJJ 4.'2\112..r.J 7120/12. 

l!c~porislblo l'urly: faccnlivc Director, A111hulat<1ry 

Sc:rvi"<I 
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(X~JIO £\JMIMOY &Tf\TE!.IEHT ()f OC,flCIENCIES ID 
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identified as tho vncclno otmin which lndlcoltXl 
that the 113rlcell11 zostm virus that P11 tio11t 1 
contractod was tho same slraln' lhat was In lho 
varicela vaccine 

Patient 1 wa s discharged from the nospital on 
11. l'otlo,.. 1's Uischerge m~di<:aUons 

Included inlravonous acyclovir (an entlviral 
medication) ttnd Snow eye drops which tile 
patient was not on prior to contracting tho 
lnrectlon Including brlmonldlne (an eye drop 
for tho munugomont of open·ef19)o " oucoma, 
a condition of lric:ft,:i1ud pron ure Inside lhe 

eye), Cosoi>I ( u cumbinallon eye drop for the 
management ol Increased pressute Inside the 
oyo), homatroplne (&ye drop for the 
management of uveltls), Pfedinlsolore (en 
anti-inflammatory eyo drop), Polylrlm (an 
antibioli:: eye drop) and Xolatcn (an oyo dror 
for tho management or lncroesed prossuro 
Inside the eye) lo< lhe managemtinl or the 
patlenrs cllnk:il condlllon 

A dC>cumt1nl of ft consultation wilh 
Ophlholmol09lst 1 dntod . 1?. Indicated thnl 
Oplllholrnologl91 confirmed lhot Patient I had 
rolinllis In the left oye and loss ol vision In the 
right eye as a result of lhe varlceHa zosmr virus 
lnlecllon. Ophthalmologist 1 also staled that ii 
wn11 poceiblo lhnt Pntlont 1 might develop o 
glauco111a 1: 011dllion (Increase In ocular 
pressure which may lead lo damage to Iha 
opllc nerve) and might require cnl11rsct 
surgories sooner than othoiwise had the 
pntionl not clovolopod lhu inloclloo. 
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PREFIX 

TAO 

SUMMllllY Ufl\lfMENI O> Ut~lClfHCJl!S 
(EACHOEflCll!NCV MUST DE PRECEWEO av F~LL 
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PREFIX 
TAG 

f'flOW>fil'l l"l»I 0- COMf'CTION 
(EACH CORllECrMl ACTIOll SHOULDtlE CROSS­
AU'ERaCID TO THI! ~mATE OfflCIENCYI 

IX&J 
COMPUTE 

OA1E 

During Rn inteiviow al approximaloly 12:05 
p .m. 011 9/9.111 , Administrative Staff 2 slated 
that laboratory losl rosulls confirmed thol 
Patient 1 developed v&1lcella sewl'\dary I<' the 
vartcet:a vacc..ne aclmmterlCI II . 011 . II 
w11& not a oommunlly acquired va rlcellu 
Infection. 

Owfng an i~teNlew ol app1oxlmately 10:10 
a .m. on 9/20/11 In lhe presence of 
A dmlnlslrallve Start 2, Pllystclan 1 stated that 
he wos nol owore of P111ient 1's positlvu 
vatl~I Immunity test dale<! . 2009 when 
he orderad Ille variceUa vaccine on .1 
Physician 1 al'I<> staled that the doci,lon tu 
vaccinate Pallenl 1 wi th vartcella vaccin e 
appeared to 
retrospeclivoty 
recortf. 

be 8 wrono decision when he 
roviowod Patient 1 's dlnkat 

During an intecvlow at approximately 10:30 
a.m. on 91'.l0/11, Admnlatratlvo Staff 1 staled 
that tho hospital did not !lave e wrmon policy 
and pror.odurM w1 lh~ ad111lnlstr11ilon of 
vnccinos in clinics Acmlnlstrslive Steff 1 
a~ed that unl.M mcdlc81lon orders In the 
hospitals, vaccine ordtlrs in clinic Wl!ro not 
required to be reviewed for appropriateness by 
a p/1111macbl ptior lo admlnislra-on. 

During an lnlelv~ al approximalely 10:00 
a.m. on 3127112, l.lcnmsod VocaUom1I Nurao 1 
(LVN 1) of tho odoloscenl and young aduli 
cllntc lJloled that c pullcnt 1creenlng 
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A. W!HG 03/21112012 
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que,liomalre was developed and lmpleme11t"cJ 
effective 8126/11 to scroon pafonl& ror :Miy 
contralncjcelions 10 vaccirmlion. 1.VN 1 added 
Chai prior to tho Implementation of the 
questionnaire, LVNs woro nol required to 
scroon pot.ion!:; for contraindications prior to 

vncclno edminlstrotlon. LVN 1also staled 1h11t 

11ho was nol aware of any hospital pulley and 
procedures on patient screening prior to 
vooclne administration ond she was not familiar 
with the effect or Immunodeficiency on vaccinis 
administration prior to Patient 1'ts lnddeot 

The failure ol the hospltel lo develop and 
hnpleme11t policies Wld procedures to ensure 
the sole and effective use of vaccines resuttod 
In Pollcnt 1 contracting varlcella Infection and 
sulrered lose of vision duff to the admlnlstratlon 
o f verlcoll3 vacelno whllo cllnlcalfy 
conlraindicaled. The vlolotion of liconslng 
requirement had caused sonous Injury to lhe 
pathtnt, and thororore constituted an lmmedl111e 
JuoJJardy within the me11ning ol Heollh ond 
Solely Code eecllon 1280.1 

Thia facility lailod to provcnt the deffc!ency(les) 
as described l'bove tllal caused, 0< Is Ukely to 
cauao, 6orlous Injury or death to tM pal.ent, 

and thererore conslll ul"• an Immediato 
Jeopardy within Iha meaning ol l'lt!aRh and 
Sarety Code Soclion 1280.1(c). 
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