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The following reflects the findings of the Department 

of Public Health during an inspection visit: 

Complaint Intake Number. 

CA00319646- Substantiated 

Representing the Department of Public Health: 

Surveyor ID# 27966, HFEN 

The inspection was limited to the specific facility 
event investigated and does not represent the 
findings of a full inspection of the facility. 

Health and Safety Code Section 1280.1 (c): For 
purposes of this section "immediate jeopardy" 

means a situation in which the licensee's 

noncompliance with one or more requirements of 
licensure has caused, or is likely to cause, serious 
injury or death to the patient 

1279.1 Health and Safety Code Section 

(a) A health facility licensed pursuant to subdivis ion 
(a), (b). or (f} of Section 1250 shall report an 

adverse event to the department no later than five 
days after the adverse event1ias been detected. 

1279.1 Adverse Event or Series of Adverse Events 

(b) For purposes of this section, "adverse event" 
includes any of the following: 

(7) An adverse event or series of adverse events 

that cause the death or serious disability of a 
patient. personnel or visitor. 

70223 Surgical Services General Requirement 

(b) A committee of the medical staff shalt be 

I 

: UC D~vi~ Medical Center (UCDMC) respectfully' 

1 submits its Plan of Correction (POC) in response 
, to the Statement of Deficiencies (2567) : 

received on May 23, 2013. This POC • 

: constitutes a summary of UCDMC's compliance1 

• with the cjted regulations. The submission of 1 

this POC Is not an admission, direct or Implied, · 
; of any of the allegations or conclusions set , 
; forth in the 2567. 

' This plan of correction describes the policies 
1 

that were created or revised In order to ensure • 
1 
compliance with regulations accreditatlon 

I I f 
• standards, and accepted medical practice. The 
: plan of correction also descrlbe.s the actions 
1 taken to educale staff about the policies and : 
l procedures and monitor compliance. 
I 

UCDMC disputes that the conduct of the three 
. cases constitutes an immediate jeopardy as 
defined by the California Health and Safety 
Code,§ 1280.l(c): Immediate jeopardy means 0 

situation in which the licensee's noncompliance 
with one or more requirements of /fcensure 
caused, or was likely to cause, serious Injury or 
death to the patient. CDPH Is correct that some 
policies were not followed, but those policy 
violations did not cause, nor were they likely to 
cause, serious injury or death to any UCDMC 

·patients. Thus, a situation meeting the 
definition of "Immediate jeopardy# did not 
~xfst at UCDMC for the following reasor:is: 

1. Policy violations did not result In "immediate 

jeooardv" for UCDMC patients. The three cases 

that were the focus of the CMS survey in 

August 2012 constituted the provision of 
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assigned respons1oihty for-
12) Development maintenance and implementation 
of written policies and procedures m consul1at1on 

w11ti other approp11ate health professionals and 
admm1s1rallon Poltcies shall be approved by the 
governing body. Procedures sllall be approved by 
the admin1strat1on and medical staff where such 1s 

appropriate 

13ased on observauon, staff 1n1erv1ew and record 
review, the hospital fouled to ensure policies and 
therefore processes, govenung surgical care were 
des1gneo implemented and monitored to ensure 

the ach;evement and ma1nrenance of high 
standards of nied1cal practice and patient care for 

Patients 1 2, and 3 as evidt:nced by 

1 The failure to implement a process to verify 

rried1cal staff comphance w11h safety practices for 

research act1v1t1es 1nclud1119 ex per 1m..:nti:ll 
comoass1onate and 1nnovahve treatments 
performed 011 hospital patients and 

2 rh., failure to 011sure physicians and nurses were 
fu1ly eoucated o·l the reql>irements for the approval 

scrieoul1nL1 procurement processing. lariehng 
storage Uh..: and disposal of a 11un-.app1oved 
b101og1c (a prt:par<1tlon prepared by a b1olog1cal 

process1 and 

~ rno failure lO provide pre-opera:1Vt:, 1nrra-opera\1ve 
and pos1-opEHa!1ve surgical care 1n accordance w11h 
tio:.;p1lal pohr~es and a::c.:eptable si::mdards of 

practi1~e 1ncluo1ng those of the nationally 
recogniwd Associauon of periOperallve Registered 

5'201201:.J 

U~l)IJIOE~·s Pl.AN o~ COllRECTli)lj 
(EACI I CUl1RECTIVE ~C~IO!l .>ttOJW> BF CROSS· 

RFFEREt«cEO TO r,.,;= APf'ROP'I;. re: CE~IC1E•ICV1 

lnnov~tive care to patients with grim prognoses 
following the diagnosis of glloblastoma 
mu ltiforme, an aggressive form of brain cancer. 
The purpose of the care that was provided to 
these patients was to give them an infection 
that would trigger an immune response. 
Properly labeling syringes or educating the OR 
staff about their roles in handling the biologic 
should have been done, but the fact that those 
things were not done Is not the reason that the 
patients developed Infections. The infections 
were the Int ended outcome of the innovative 
care. Each of the glloblastoma patients who 
received the innovative care gave their 
inf~rmed consentto have the procedures. The 
patients as well as their families understood 
lhat the circumstances were extremely dire· 
that this was not standard care; that the c;i;e 
had not been approved by the FDA or any other 
state or federal agency; that the procedure 
Involved deliberately infecting the patient's 
brain in order to trigger a localized and 
potentially beneficial immune response to 

attack the deadly form of brain cancer and was 
essentially untested; and that the potential 

outcomes were uncertain. The consent process 
for each case was extensive and detailed. The 
consent forms, which were signed by each 
patient and at least one other family member 
~escribed the proposed treatment ("implant • 
hve gram negative bacteria into the tumor bed 
and In the bone flap" ), and stated there was no 
proof that the treatment might be beneficial 
~nd that the innovative treatment might be ' 
ineffective or even harmful. 

2. Sixteen months before the August 201, 

CMS complaint validsli.on survey. a peer review 
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Nurses (AORNJ for safety and 

4 The fc11lure to conduct a comprehensive 
Investigation, including a root cause analysis. of 
three related incidents within a six month period 
that mot the hospital's wntten criteria for adverse 
and senlinel events (untoward medical occurrences 
that result in actual 01 potential harm to patients) 

rne 'a•lure to recognize violations or hospital 
policies and nationally recognized safety standards 
In the care of Patient 1, who suffered actual harm 
resulted 1n repeated non-compliance which caused 
actual and potent1al harm to Patients 2 and 3 

F1nd1ngs 

During the penod lrom .. to to • 11 two 
neurosurgeon~ (MD 1. MD 2) pertorm~rgery orr 
three patients (Pa1ient~ 1 2 3) with end s1a9e 
g 1oblas1oma rnulltforme (a quickly growing 
c...1ncerous bra1l'I tuMor) In add111on to thr complete 
or panial rernuval or the tumors, Pattents 1 2. and 
3 underwent Implantation of live Enterobacter 
aerogenes bactena (a bactena commonly found 1n 
the gastro1nteslinal ·ract and dP.hned by hosmtal 
pu1ic1es as a b1olog1c1 into the brain and 
surrounding bone 11ssut: with the 1111en\ to Create a 
wourd infenon that wou d al!ac" tumor cells The 
!Jae 1enal agent usad Mel never been tti~lt;!d on 
l1umans and both the lnst11uuomil Review Board 
tlRB-an in!t:1rna univ.:rs1ty committee \hat oversaw 
the proter:c.on of h rma partic pants in rl!!'earch r 
amJ th..- Food and Drug Arlm1nistrailon tFDA-a 
governmt'11I consumer pro\ect1on agency) had not 

Even; 10 tK!i.<11 
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investigation wa~ conducted that prevented 
further cases from occurring, If an lmmediat~ 
ieopardy situation existed at UCDMC it was 
remedied long before the CMS survey and 
more than two years before the CDPH 2567 
was received In May 20U, The neurosurgeons 
who performed t hese three cases were given 
permission to perform the first case by the 
Chief Medical Officer. There is disagreement 
among the involved parties whether 
permission was given to perform the second 
case, and agreement that permission was not 
sought from the Chief Medical Officer or 
Institutional Review Board for the third case. In 
- 2011, when it was discovered that the 
third case occurred and no IRB approval had 
been secured, the UCDMC Medical Staff 
Immediately Issued a cease and desist notice to 
the physicians involved, conducted a peer 
review investigation, and took appropriate 
corrective action. No further cases were 
performed. 

3. To protect patients who are candidates for 

compassionate or innovative care. creatjon of 

an "Innovative Care" policy was initiated jn 

May 2011 to provide a orocess to address care 

tbat is not standard care, but does not fa ll 

under the purview of the IRB. At the time that 

these three cases occurred, UCDMC did not 

have a policy and procedure in place that 

formalized the processes surrounding the 

performance of innovative care. The care 

provided to these patients Involved the 

implantation of an infectious biologic at the 
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formally approv~d its use lr1 lhe treatment of human 

diseases 

MD 1 and MD 2 did not in form the lnvest1gaf1onal 
Pharmacy of their plans to use the unapproved 
biologic and did not seek d1rect1on on the pre- or 
post-operat ive pharmacologic management of 

Palrents 1 2, and 3 

MO 1 and MD 2 did not inform the phys1c1an 
Director of Pen-operat ive Services (DPS) or the 
Operarrng Room (OR) Manager of their plan to use 
the experimental b1olog1c and the b1olog1c agent 

was 1aken into the OR w1tholll proper labeling or 
mslluct•ons for use. handling or disposal 

MD 1 nnd MD 2 had nor prepared a po~t-operat1ve 

plan 101 care which substantially deviated from 
expected post uperauvc: standards and did not 
seek appropriate and timely cons11lts rrom 

Infectious disease spec1alls1s for the management 
of 111e in1enbonally induced u1lect.ollS either befort? 

or after tne 1nfert10'lS developed 

The Manager of Meo1cal Staff Adm1mstratlon (AM 
1) in 1n Entrance Conference on 8127112 al a-45 

a m s1a1ed there had bean no internal 
rnves11gauon ot hospital systems a1'd 1-'rocesses 
fcllow•l"g the su•geries ~I Patrent's 1 2 and 3 The 
AM t stat&d medical staff leadersh1µ had 

de1crm1n.:.d lht~ was a "communtcauons' prcblem 
\~•lh tne uwolvl!d pt1ys1c1ans and hld bet?n 
addressed rn Peer Review ta process by which ;i 

comm11l1:<.:? ol r:hys1c1ans etamrnes lhe work of u 
peer) AM 1 s1at?.r1 rned1<·a stafi teadersh10 hao 

Event llJ I t\!.iX. 11 1\121.l/20 l :J 
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surgical site intended to trigger an Immune 
response that would effectively fight the 
cancer. The fact that the care being provided 
was innovative but not part of an IRB approved 
study set it apart from the standard care or 
clinical research cases that are provided in 
almost all surgical cases at UCDMC. The 
deviations from practice that were an inherent 
part of the innovative care, e.g .. implantation 
of bacteria to cause an infection, as well as 
withholding of antibiotics to allow the infection 
to create an immune response, was not within 
the scope of UCDMC's then-exist ing policies 
and procedures governing standard care and 
human subjects research. 

Therefore, as a centra l part of its plan of 
correction, first submitted in response to the 
CM S survey in August 2012, UCDMC 
established new policies and procedures, and 
revised existing policies, to prevent similar 
unusual occurrences in the future. The 
cornerstone of the plan of correction ls UCDMC 
policy 2516, Innovative Care, that deflnes 
innovative care, describes the process for 
getting approval for innovative care, educating 
staff about the care, and reviewing the process 
to assure compliance. The Innovative care 
application and Frequently Asked Questions are 
attached to the policy. 
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determined there were no patient care or safety 
issues identified 

In an interview with tht:r Acting Manager for Quality 
and Safety (AMOS) on 8129112 at 10 a m . she 
stated her r1rst knowledge of the three surgical 
events was wlton she read at 1n the newspaper on 

7122/12 The AMOS :;lated 1here had been no 
incident report (a report by a staff member of an 
unusual occurrence) filed 1n the coses of Patient 1 

2 ano 3 The AMOS stated she reviewed all 
hospital committee meeting minutes and did not 

find ony d1scus:;1on of the three surgical cases 
She revealed "I was madia aware" Peer Review was 
being conducted and was not asked to conduct any 
~urther 1nvest1gahon as 'nothing bubbled up 

1egard1ng patient care or safety" 

The Chief Patient Care ~r11ces Officer 1CPCSO 
resrons1ble fo1 nursing services throughout tha 

hosp1tal1 m an rn!erview on 8/30/12 at 10 a.m. 
stateo at presMt she had no '<nowledge of Patient:; 

• 2, or 3 oll1e1 than what she had read 111 the 
newspaper The C'PCSO firmly stated. "This 1s 1101 

a quality ot care issue ' 1nd "h 1s c·ear to 1111 1t 1s a 
research medical staff Issue '' 1 M CPCSO stale<J 
tlie. t.:!Va 11 l~ h<1d been reponed 10 the FDA and no 
nursing a ... toon was r~Qu1red Again the CPSCO 
repeateo "w~ only 1:onduc.t in11esL9a11ons 11 

something 1s wrong and there was nolhing wrong " 

Continuing on she further sla ted "This was an 
1n110·1atf\'e tSSJe brought 1n by the physicians and 
nurseR are tll11)' responsible tor [ensuring tM 

pa:.en1 nas) an informed conse11I Only Peer 

Review .,.,.as rn.;es;,al\I The CPCSO stated II was 
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not her expectat1on for the nurses !{1 question the 
procedures performed as nurses are not 
'whrstleblowers ' The CPSCO stated she relt 
strongly these wete not a sentinel or adverse 
events and incident reports did not need to be filed 
The CPCSO however, d d acknowledge these 
events should have been discussed with the 
monthly meeting of the Ouahty Committee 

The current Chief of Neurosurgery (MD 3), 1n an 
ln1erv1ew on 8/27/12 al 3 pm stated there had 
been no departmental review of Patient 1, 2 or 3's 
surgical events MD 3 ;:icknowledged there was no 
mechanism 10 caplure activities which were not 
addressed in research protocols unless reported 
and 'staff must report ,f they see something " 

In an in:erv1ev1 with the Governing Body (GB - tne 
Dean 01 the Sci1001 of Med1one who was also the 
V1co Chancellor 101 Human He.alih Serv1ces1 ori 
8/29112 at 2 p rn the GB acknowledged there had 
been no evaluauon of the systems that 1a1ted 

Review of the mechcal record revesled Patient 1 had 
fa iled conventional treatmenl (suro1cat removal. 
raa•auon and I emolherapy) for a brain tumor 

t)etwf'en - 2010 .. nd _QI:) ln -
2010 Pat1en1 I r.IP.veloped 11ght side weakness from 
the recui rence vi the brain tumor Pallant 1 
conse11:1:1d 10 ar unwed and unproven heatmcnt 
is1irg1cal removal 01 Ill<! lumor ..v1th 1mp1anta11on oi 
hve bowel bactena into t11e bra1nJ to be periorrned 
t:y MD 1 and MD 2 on - 0 Followmg sur9e1v 
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Patient 1 ex:per.enced hfe threatening complications 
and multiple 1nfechons wh•ch compromised critical 
lie lunclions (brea1n1ng circula11on 

consciousness movement) and which were not 
managed 1n accord<1nce w1\h acceptable medical 
prach~s . 

W1lh1n hve hour!' of arrival to tne recnvery room 

Pahent 1 had seizures. became unresponsive and 
needed to have an artificial airway (intubation) for 
suspected bacteria 1n the blood Anllb1ot1cs we1e 

adm1n1stered from -0 to -0 but not 
continued despite a) a dechne in nervous system 
func11on exhibited by an altered level of 
consc1ousness. b) a culture flom the b1a111 cavity 
that grew bacu:ria and Cl an imaging srudy showing 
the p11:1se11c.;i of encephalitis (1nrectroo of the brain) 
On - 10, a request was made for an Infectious 
D1seas~ consult as ci1fferenl li'pes of bactE:!lla had 
be~r i.:ul l tu ~d fro111 u1tnt: lung se1;1e11ons and a 
buttocks wound 

l:le1w1:11:111 - IU and his death on - 10. 
Pa1tent 1 never r~ga1n1:1d mdependenl breatn1ng, 
neur".!IO<JIC or fF-P..11ng fuP(;ltOO~ On - 10 
Patient 1 was de!>Cftl;ed as having septic shock 
(low blood pressure resull1ng from bactena n tlie 
blood ! ()n - 10 the phys1cions confim1ed the 
los:. ol l..ra1n fu11c.llon and Pahenl 1's fam1 1y 
w1thclre.v lrfc suppor Shortly tllereafter Pauent 1 

er.p1rt!d 

Re• •• ., .~ GI ;'1e medu:a rt!cord reve.1led Pa11en1 2 
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was diagnosed with a brain 1umor 1n - 2010 and 
treaload w1tll c.onve11t1onal surgery rad1a11on and 

chernoth1:1rapy In - of 2010, Patient 2 
developed left sided body weakness A t;ra1n 

11nag1ng test showed recurrence of the tumor On _,o MD 1 and MO 2 performed surgery and 
the same procedure was followed ror the 

tmptamatmn of the h ~e bowel bacieria into the brain 

Ounng Pat1em 2's hosp1ta11.ca1ion from - 0 to 

- 0 , the left sided weakness ncreased. On 

- 0. an imaging test showed increased brain 

swell ing and pressure On - 10, fluid was taken 

rrorn ttie t>ra111 cavity and showed the grow1h of the 
implanted bactena Anl1b1oucs we1e not 

adm1n1stered Pa11enl 2 was discharged lo a Skilled 

Nursing Fac1!11y Ounng th is approximate eleven 

month period post dlscnarge increased pressure 1n 

tr1"' brain :md chronic drainage rrom the mfection al 
111e on91nal wourod site rl'.'quired 1dd1tional su1g1cal 

1 nter vem1oos 

Pat1.:nt 3 Date or surgery. I 1 

Review •:>I the n1ed1cal record revealed Pauent 3 
prcsenlt::d to the hosptt<ll emergency room on -11 w11t recent onsel ot stabbing n<:1ck pain 
tr.:ivt::liny Jnw11 the right arm and nghl leg weakness 

rnt•Sing r ilb Ari 1magr119 tes: was susp1c1011s ior a 

l11rq.- nro1n turner MD 1 prov1oed treatrnent 

consullat1on, offerect staru..1..ird and chntcal 1esesrch 

lr1a opt1rons 3S well as the non-standard 

axperirnental 1rea trrent o.:rforrned cm Patients l 

al\Cl 2 On . 11, MD 1 and MO ~ performed 
removal of tne tumr.r ·"''''l 1rnp!anla1Jon o f the bowel 

boc;tend 11110 thr;: brain Pa11em 3 rapidly 

[\,, 1 lD 1K'l.iC l 1 5120001J 
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experienced hie-threatening effects l rom the 
expenmentol t t1atment 

tmmed1a1ely following surgery Pauent 3 oeveloped 
se1.rnres and symptoms of SP.psis (a life threatening 
infection of the t>food) After one week Pallant 3 
experienced breathing cl1fhculty which required 
1ntubat1on On the 12th post operative day Patient 
3 oegan 10 decltne and no longer followed 
commands Patient 3 had mullJple cullures 
(brain/spinal r:u1d blood) that were positive 101 the 

b<1ctena tllat had been implanted Into lhe urain 
cavity Patten! 3 also developed a vlral infection of 
the mouth and a bnc:tenal infection of the urinary 

11acl lnfec;uous Disease consultants provided no 
rationale for treating some infections with 

an11biot1cs and not othe1s On - 11 a drain was 
p•aced 111 the t:>rain to reduce increased pressure 
The swelling could not be redur:ed and Patient ::l 
C!~p1red o - 11 

Failurd tu verify :. edie<tl s:t<iff compliance with 

research act1v1t1<::s 

In an 1nte1v1e11r on 8'. ~, t2 at 10 15 am the 

Ast>oc1atc• Chief Medical Officer (ACMOJ stated llial 
any drugs related to res.::arch m11;;1 be dispensed 
by the lnvesl1ga11onal Drug Pharmacy (IDP) a 

J1v1s1on of ·ri.:: hospital Pharmacy I le statP.cl a 
rrotocol was being devt;luped lor all unus..ial 
innovative or nO'l·Standard treatments The ACMO 

ac"nowl"dger.J ttl<!re was currently no precess to 
1d1.mt.!y non slflndard lrea t1 nenls and verify tRB 
a1oµ1oval 1 ht> Al.MO fur.her stat.:d the med1CCll staff 

curren tly llad 11u p•ans m condL1cl audits \o v1'nfy 

Pi'OVIOEPS PLAll OF 1..0R"ECT • N 
::At H l;01<Rr.::r1ve 4C: 11011 ~HOULO !'Ir r.rmso 

w:O:fP;Et1C!'O rti T-lf APF<lOPRtAlt i;t=TICI[',~( 

Ill. Failure to veri fy medical staff compliance 
with research activities. 

How the correction was accomplished: The 

M edical Staff developed a policy, Innovative 

Core, in March 2012 to provide guidance and 

oversight to Medical Staff members in the 

innovative use of medical therapies, devices 

and/or medicat ions in the treatment of 

patients. The guidelines are intended to 

minimize the potential risk to both patients and 

physicians in the delivery of innovative and 
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IRS or I DA approval for non-standard treatments 

When asked how the l reatmenls would be 

identified the ACMO respoiided, "By common 
sense. someone Wlil recognize such as OR staff" 

MD 3 in an interview on 8127112 at 10.30 am 

acknowledged the brain tumor treatments given to 

Paliem s 1 2, and 3 were nol slandard, had never 

ooen sc1'3nt1fically studied in humans. had not been 

proven to be effective and were "highly 

unprecedented " MD 3 revealed no clear benefit had 

been defu1ed tor Patients 1 2 and 3 and the 

treatment used was vet y high nsk for harm 

MO <1 the phys1c1an Director of Hospita l 

Fp1dem1ulogy ano tnlecuon was rntervieweo on 

8128/12 at 4 15 pm MD 4 111d1cated that the 

mfu:;1on of bac!ena lhat routmely •nl>ab;t the bowel 

bu1 beuoine ha1mlul 1n otner body 1ocal1ons such 

as the nervous !;yi,,tem was not o standard 

treatment for bfam twnors MD 4 stated this 1ype ot 
treatment on humans would oo 11wesligat1onal and 

Sl1b1ect tu formal approvals, protocols and 
pt.bltshPd expenenoo in anunal testmg MD 4 

<1cf,nowledged that research 1n 11uman:; had no1 

been conducted to determine w11etl\er v10 treatment 

wo111c be safe uflect111e or what outcomes were to 

be t:xpected MD 4 further revealed tnere was no 

souro;;; of rer;;. ence fo1 determin1r-g how to 1!'olate 

II 1e 1ntechcin 111 the tm11n 10 prevt"nt the dt:veloprr ent 

or 111fec11om. •n other body loca11ons 

Review of !he Mrct1ca1 Stall 8ylaws m place al lhe 

l•lllf: of treatment of Pauenls 1 2 and 3 defined 

the purpOl:ieS Of the medical Staff f!S "ro provide 

Cvenl Ill I K5X 11 !i/2012013 
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compassionate care, as well as to further 

UCOMC's academic mission. The revised policy 

includes an appl ication that requires the 

applicant to identify the materials that w ill be 

used for Innovative care, including unapproved 

drugs, devices and biologics. The Innovative 

Care Review Committee will consider this 

Information during the approval process and 

will ensure that unapproved drugs, devices, 

and biologics are used safely and in compliance 

wit h UCDMC policies and state and federal 

regu lations. The lnnovative care application 

process includes the development of a plan for 

monitoring and evaluating outcomes The 

policy requi res that the innovative care will be 

monitored by the Chief Medical Officer to 

ensure compliance with the approved 

innovative care plan, minimize or eliminate the 

continued use of ineffective or unsafe 

practices, and ensure that the physician and 

UCDMC meet ethical and legal obligations. The 

process for applying to provide innovative care, 

the details that are included In the application, 

and the oversight of the Medical Staff 

Organization of the delivery of innovat ive care 

that are required 1n the Innovative Care policy 

provide the necessary accountability of the 

Medical Staff to the Governing Body for quality 

of care and compliance with federa l regulations 

and hospital policies. 
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that all patients admitted to thP hospital receive 
quality care and treatment " The bylaws stipulated 
that med1ca staff members were required to 
document their ao11ity lo provide patient care and 
treatment '" accordance with generally accepted 
standards of care The Bylaws defined the 

respons1bihty of the Cflrncal Department Chairs to 
establish an ongoing review process lo evaluate 
pahent care and ensure departrnenl members 
practice within lhe privileges (authonly) granted 
The Bylaws cefmed the Chief of Slaff {COS) or 

Chief Meu1cal Officer's (CM OJ duty to exercise 
authority to a) ensure patient welfare took 
precedence over ;ill other concerns b) to require 

consul1at1ons when deemed necessary and cJ 
require medical staif to comply with the hospital 
and medical staff bylaws rules and regu lations, 
pohc1es and procedures or !ace dlsc1phnary acuon 

The GMO 111 on 111tu1 view 011 8128/ i 2 at J 30 pm , 

acknowledged MD 1 Approached hun for approval to 
uedl Patient 1 in early 2010 as a single 
one time Cl)mpass1011alu use of a non -approved 

b1oloq1c Thu CMO directed MD 1 to obldin a 
consultation lrom the "ethics experts" to concur 1f 
1he treatment was in the patients best interest Trie 

CMO stipulated lhdt thertl be "pec1f1c 
documentation 1n the medical record regard ing MD 
1 s conversations w1tl Uit IRS MO 1 was directed 

to plan w1111 tre pa11al'\: and lam1iy for poss1bre 
comphca t1ol"s in orcicr to agree on lrie scope of 
tr~atmen! and end po111t of care Tt1e CMO revealed 
MD ; 01d not cnrnply Nllh these 1nslfucllons prior rn 
i->a·.ent 1 s surgerv and he 1nst1U..;ted MD 1 not to 
perform liH:i treatment on any other patients unhl 

t v...i1t ID I "5l( l I 5f2Qt20t3 
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The Medical Staff wi ll be educated about the 
Innovative Care policy and the application 
process in at least two ways: electronically via 
an emall that was sent out to all Medical Staff 
and Resident Medical Staff on November 29, 
2012, and at the Medical Staff Execut ive 
Committee, Quality and Safety Operations 
Committee, and clinical department quality and 
safety meetings by the Quality and Safety 
Nurse Analysts. 

The revised policy, new appl ication, and 
frequently asked questions document are 
attached to this plan of correction below. 

Tltle of responsible person: Chief Medical 
Officer 

Description of monitoring process: In all cases 
of Innovative care, all aspects of the innovative 
care will be assessed during the approval 
process by the Innovative Care Review 
Committee and will be monitored when the 
innovative care is provided. The quality and 
safety of care provided to patients and 
compliance with hospital policies and federal 
regulations will be monitored by the Chief 
Medical Officer. This wi ll occur for each case of 
innovative care, but may happen infrequently, 
as Innovative care cases occur infrequently. 

Date of correction: The revised Innovat ive Care 
pollcy was approved by Medical Staff Executive 
Committee on November 19, 2012. Education 
to the Medical Staff began on October 24, 
2012. 

Policy 2516: Innovative Core 
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formal approvals by lhe IRB and approp11ate 
regulatory agencies was oblarned The CMO 

acknowledged MD 1 arranged for Patrenl 2's 

treatment on -0 without his knowledge and 
without complying wuh his instructions lrom the 
prior case The CMO stated he met w rth MO 1 and 
again repeated h!S instructions not 10 perform other 

treatments without approvals The CMO stated he 
was notified by the Director of the Pharmacy 

follo111rng tne thrrd surgery on - 1 and shortly 
lherea~er learned MD 1 had planned to do five more 

cases 

The CMO stated a "l~ntir 01 expectation" was sent 
to MD 1 and MD 2 on 31 17111 whrch instructed MD 
1 and MD 2 to "cease and desist" research 
acuv1t1es The CMO stated Pee1 Review 

(mu1u-01sciplrnary phys11:1an review) was conaucted 
on 4f18111 and the determrnauon was made 1hat 
111e "issue" needed lo go bdc.k to the IRS berore the 

two neurosurgeofls would be autl·onzed to perform 

::.rmllar rest1<orch cases These letters were 
nimnta1ned ,n a "shadow" I.le not 1n the credentials 
r11es of MD 1 And MD 2 

lri an 1nte-v1ew w11h the Manager or Medical Stafl 

Adm1111stral11.111 •AM) 1 on 81::?7/l:>at 1:?45p m 
:;rr stated the Peet Ht:v1ew for the 1hree st1r91cal 
cas.-,s was nresenteo to tte GB a! the Govt-rn1ng 
Adv1sorv Council M~t:hng on I tfl4i11 The AM 1 

ac~,nowleclgeo rhe Peer Rt!l/1ev. was i:.irtii,ented 
,v1rl1oul di::ta1I If' summ;iry 1orm and the d1scuss1on 
• WI!' not 1nc1udcd n tne rnrnutes of rhe mee!r11q 

MD I was lnlerv1ewed on 8130/12 at 11 40 <i m MD 

[ w•1l ID 11',"X 11 
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I. PURPOSE 

To provide guldonce ond oversight to members 
of the University of Colljorhio, Davis Medical 
Center (UCDMC) Medical Stoff in the innovative 
use of medical therapies, devices ond/or 
medications in the treatment of patients. These 
guidelines are intended to minimize the 
potential risks to both patients and physicians 
in the delivery of innovotive ond compassionate 
core, os well os to further UCDMC's ocodemic 
mission. These guidelines are designed to 
protect patients and to support, not Impede, 
physicians In the consideration of core options. 

II. SfTTING 
Medical Center 

Ill. DEFINITIONS 

Innovative Core--is the app/lcotion of o therapy, 
device, or medicotion too patient In o manner 
that deports in o significant woy from standard 
or accepted medico/ practice in order to 

enhance the we/I-being of a specific patient. 
The sole purpose of innovative core is to benefit 
the patient, not to collect do to to support o 
hypothesis or theory. Innovative core includes 
any use of on unapproved drug, biologic or 
device thot is subject to Food and Drug 
Administration (FDA) exponded access 
opprovol. Innovative core olso includes unusual 
or entirely novel off-label uses of FDA opproved 
drugs, biologics or devices, but does not include 
common off-lobe/ use. For the purposes of thfs 
policy, innovative care ond composslonate core 
are synonymous . 

Innovative Core Review Committee: A 
subcommittee of the UCDMC Quality ond 
Sofety Operotlons Committee. Members ore 
a ointed b the Chie o Sta on n d hoc 

J...OUPM 

>S> 
COMPL<.TE 

OAH: 

Page 1;> ot .?O 



050599 9 ..,,,.(i 

NM~I O• RGVll1l HOR 'S• •. l 1PLIER 

>< Crll Sl•Rlr:r 
CD•.' l ::0 

08130/2012 

UNIVERSITY OF CALIFORNIA DAVIS MEDICAL 

CENTER 

2315 Stockton Blvd, Sacramento, CA 958 17·2201 SACRAMENTO COUNTY 

s v~.11.;'"1< <-r•TE11cr,rt'f c-:1c·n~ ... ::S 
(uCt'CTEFI ILll MUST!>~ l'lit'CEECtObHU.l 
Kf·GuLMORv o"ts·::: 1CJE~rn~v1."o "1 vRMAT1,N1 

1 acknowledged formal procedures for tlie 
acqwsrtion. handling, use and disposal of tre 
biologic were nOl followed for Parlents 1 2 and 3 
MD 1 revealed he did not know how much bacteria 
to implant as there were no pnor studies to 

reference to determine this MD 1 revealed no post 
operarive plan had been defined to denote the 
actions to be taken 10 rescue each pahent from 
!tie-threatening adverse effects of the treatment MD 
1 further revealed "we told the nursing staff we were 

going to do this Im tne OR] and "It went against all 
O R rllles" 

2 Failure to ensure reou1red app oval. scneduhng, 

procurement. processing tabelin!J storage, use 
and d1spos13I of a non-appro·1t:d b1olog1c 

MD 1 and MD 2 did not inform 1~112 OR of the use of 
a b1olog1c. whtn scnedullng Patient 1 J and 3's 

brain Sl1rgeries rne brulug11; agent was tta 1sponed 

lro111 a univarsrtv an1ma· rosearc.11 laboratory by a 
u111vers11v Research Assistant IRA) on an u111aoeltd 
vial wnhout 111:;truct1on» tor handling use or 

disposal No'le of tho pe11operat1ve nurses 
111t~rv1ewed slated thei ware lam1ha1 wnh the term 
"rirnbiotli::" (the term l.sed by the nemosurgeon on 
two of the three patient Informed Consents 1 

however thev nevu questi0ned leadership about the 

aef1n1 11on or the handhng use o• disposal or the 
b101091c None or the OR nurses 11terv1ewed who 

had either c1rcul<1'ed or scruboed on ll1e three 
cases cor11:11dered rntormrng the Mana9er of the 
Operauno Room (MOR\ of tht' occurrencr of a 
treJtment and pro1.esse~ outs1oe or established OR 

~.mndartis of care 

[vent IL IKbX 1 t 
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r•E"FEPE.N :i.u TQ Tl-oE APPRCP'lli-TE OEF'IC.:IEMC'f,1 

os1s each time on application for innovative 
cor.e is received ond may include the Chief 
Medical Officer (CMO), Associate CMO, and 
representatives f ram Pharmacy, Clinlcol 
Engineering, Per/operative Services, Patient 
Core Services, Quality and Safety, and the 
Inst itutional Review Boord (/RB). Consultations 
wlll be sought, as needed, from content experts 
depending on the subject matter. 

IV. POLICY 

A. UCDMC recognizes that medico/ 
circumstances arise in which non-stondord 
therapies for treatment or novel uses for drugs 
or dei;;ices may be warranted. This pollcy will 
assist providers in oppropriotely identifying 
innovative care and resolving issues Involving 
planned treatment. 

The primary physician Is responsible for 
determining that a planned treatment Is likely 
to be considered innovative core and to initiate 
the approval process cJescrlbecJ In section V.A. 
1. The Innovative Care Review Committee will 
make the final recommendations regarding the 
Innovative core, seeking consultation from 
et/J ldsts and individuals experienced In both 
cllnicol core ond research, as needed. 

2. Outcomes will be monitored to ensure 
pat ient safety and appropriate use of 
Innovative core. 

C. The patient will be flogged In the EMR as o 
recipient of lnnovot/ve core and the Innovative 
Core Application form (Attachment A) will be 
scanned into the EMR. 

V. PROCEDURE/RESPONSIBIL nY 
A. Physician Responsibility 

33027PM 
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1 acknowledged formal procedures ror lhe 

acqu1s1uon, handling. use. and disposal of t/'11;; 
b1ologrc were not ro11owed for Patrents 1, 2 and '3 
MD 1 revealed he did not know how much bactena 

to implant as there were no pnor studies to 
re ferenct: to de1erm1ne this MD 1 revealed no pos1 
oi:eratrve p lan had been defined to denote the 

actions !O be tahen to rescue eacl't pa1tent from 

llfe-lhreaten1n9 adverse e ffects of the treatment MD 

1 fun her revealed 'we told the nurs ng staff we were 
going to do lh s l•n the ORJ" and "It went aga1ns1 all 
OR rules" 

2 Failure to ensuri:t required appfoval scheouhng 

procurement. processing, labeflng, storage, use 

and disposal of a non-approved biologrc 

MD 1 and MD 2 did not inform the OR of tl1e use or 
a b1olog11: when sched1;ling Patient 1 2 and 3's 
brain surgenes I he 01olog1c ag,;r 11 was transported 

lrom a un1vers1ty animal 1esearch laboratory by a 
unrvers1ly Resea•ch Ass1s1an1 (RA) 1n an unlabeled 

vial w1tt101JI instru<..t1ons for handhng use or 

d1:;posa1 Nt\ne of lhe peno1)erat1ve nurses 
mterv1ew~ sia!ed they were fam11ar w1ln the te m 

"prob1otic" 1lhe !Hrm used by lhe neurosurgeon on 
luu of lhe lh11;;e pa•1ent lnfnrmed Consents). 
howpver iney neve1 quesuoneo leadersh1p about thi; 
defln111011 or the hanoting use 01 01sposal of thP 

b1olog1c None of the OR m11ses 111lerv1ewed who 

t1<1d either circula:ed or scrubt>t:d on tt1e t.nree 

~.aser; 1:om.111eret.i 1nrorm1ng the Manager of th" 

Operat1nq Room (MOR) of the occurrenc:e ot ;:a 

treatment and pro.:esses ouls1c:c of <:!Slabhshed OH 

slUnl'lards of caie 

5i20/2013 

f'ROV1[)ER"S 11 AN OF CORR£C.I 01< 

EACll CORRECT•VE AC' ION SHOL•w SE CROSS· 

RF.FEfitl.·~tU ro T"E t.P"ROPRIA1E oencii;•1cv1 

. Any physician who wishes to provide 
innovative core utll/zlng on unapproved drug, 
biologic or device must first ob to in on IRS 
determination of whether the innovative use 
requires FDA expanded access approval or 
other regulatory opprovol. 

2. To proceed with Innovative core approval, 
the ordering physician will submit a complete 
innovative core oppl/cotion form (Attachment 
A) to the CMO for consideration by the 
Innovative Core Review Committee. 

The opplicotion provides relevant de toils for 
consideration including o description of the 
Innovative core, specific consent including 
unfque risks ond benefits, a care pion and 
course of treatment including triggers for core 
pion changes, and coordinorion with Pharmacy, 
Infection Prevention, Laboratory, Perioperative 
Services, Tumor Boord, Bioethics Consultation 
Committee, Risk Monogement, if appllcable. 
The opplicatlon will clearly address bi/l/ng 
issues, EMR documentation requirements and 
staff /team education to protect patient safety 
and maximize staff competency. Th e 
Innovative care opplicotian will also address the 
pion far monitoring, outcome evaluation 
tracking and reporting. 

3. If the innovative core application is 
approved, the physician will document in the 
medical record the Informed consent of the 
potfent/patient's representative reflecting the 
discussion with the patient or his/her 
representative and the understanding that the 
treatment represents a novel opprooch ond hos 
not been fully tested or approved prior to using 
or administering the innovative core. The 
physician Is also responsible for assuring that 
all staff porticipoting In the care of the patient 

3 30 27PM 

CX!;j 

13b 



E/:L1h .'J. l•Ul'l\I •• lRV r:,.,A r'JI • 

I H 

050599 J'H-1.1 

>< OATt URVE1 
Of.'r ~ :0 

08130l2012 

• mEET A(I"'"=~~. r • 1A 'I: "' <OJF 

UNIVERSITY OF CALIFORNIA DAVIS MEDICAL 

CENTER 

2315 Stockton Blvd, Sacramento, CA 95817-2201 SACRAMENTO COUNTY 

:>t.Pd\:"11 I s~ ... ru.•r11T c' ;)ff IC ('II.ES 

(c-'•ChOH1c1u.~v MU!;irSE FRE~fEOF::ll:!l. J,l 
REvo.JLATOl~Y 01< LSC tOftlTitY1" ; Iii ORM;< 11,-t, 

1 acknowledged formal piocedures for the 
acqu1s111on, handling use and disposal of lllr: 

b1olog1c we1e not followed for Palients 1, 2, and 3 
MO 1 revealed he d1d not know how much bacteria 
to 1rnp1ant as there were no pnor studies to 

reference tCJ detern11ne lh1s MD 1 revealed no posl 
operauve plan had been defined lo denote the 
actions to be taken lo rescue each pa11ent from 
hfe-threalen1ng ;;idverse effects or the treatment MO 
1 further revealed "we 1old the nursing sta ff we were 
going to do th1~ (in lhe OR]" and 'It went against al 
OR rules" 

2 Failure to ensure requtred approval, scneouhng 

procurement processing, labeling storage, use 
and disposal of a non-approved b1olog1c 

MD 1 and MD 2 did not inform lhe OR or tl1e use of 
a b1olog1c wrer sc.reduhnq Patient 1 ? and 3':. 

b1a1n surgenes The 0101<.l<Jlt. ag.:nl was lransponed 

f1om a universi ty animal research laboratory by a 
umvers11~ Research Assistant IRAl 1n an un1abeled 
via l w11hout 1nstruct1011!> tor handling 

disposal No'1e of the per1opera11ve 
1nterv1ewed stated the~ we·e fam1ha1 with 

use or 
nurses 

the tenn 
"prob1ohc" (the terrn 1;sed bv 1t1e neurosurgeon on 
two of the lln11e pallenl lnlorrned Consents) 
however 1h11y never ~ue!.t.oned 1ead.:?rsh1p about lhu 

del1n1t1on or the handling us"' or disposal of the 
b 01091c None ot the OR nurses 1nlerv1ewed who 
hc:10 either c:1rcu.a:eu or scrvboed on the thre.a 

cases, consllhned 1nlorn11r19 the Manaqer of tl1i::' 
Operat 'lq Room MOR) or tht> occurrence .:if a 
t1 .. a1ment and proresses outside <>f estabh>.hed OR 

standards of care 

[Wlllll 1Kt.X 1 1 5,202013 

P!?oVIU l"!l l'lAN OF CORRECT CN 
,£ACH CORH;Cnvt: ACT OI• Sl'IOULO 0( CROSS­

l>Ef(R(:,1.,f,O TO IHE ~P»POPRtA'E OE'1"1£tH;o 1 

ore informed of the innovative core plan and 
understand their roles ln the treatment of the 
patient. 

4. The primary physician wl// oversee the 
prospective monitoring and re trospective review 
of the Innovative core os requlred by the Chief 
Medico/ O/flcer and/or lnnovative Core Review 
Committee. 

8. Chief Medical Officer and Innovative Care 
Review Committee 

The CMO w/11 review the app/lcation for 
completeness and convene the lnnovotlve Core 
Review Committee. 

The Innovative Core Review Committee is 
designed for rapid response and flexibility in 
composition for expertise. The Committee may 
request assistance and input from the UC Davis 
Blosofety Committee, lnstltutionol Animal Core 
and Use Committee (lACUC), Office of Research, 
Bioethics or other individuals with expertise Jn 
ethics, research, and cflnical core. 

If the Committee agrees that the proposed core 
Is Innovative and reasonable, approval may be 
given to proceed. Lfmitotions or modifications 
to the treatment pion may also be Imposed. 

The approved Innovative Core Application form 
w/(( be sent to Health Information Management 
to be scanned into the EMR. The patient's 
record will be /fagged to document that the 
pat ient is receiving Innovative core. 
For o/f approved opplicotlons, the CMO wiff 
ensure that outcomes ore monitored to ensure 
compliance, mlnimlze the continued use of 
ineffective or unsafe practices, and ensure that 
the physician ond UC Davis Health System meet 
ethical and legal ob/fgations. 

INNOVATlVE CARE APPLICATfON Attachment A 
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1 acknowledged formal procedures for me 
acqu1s1tion. nandl1ng use and disposal of the 
b101og1c were noc followeo for Pa11ents 1 2, and 3 
MD 1 revealed he dtd not know how much bacteria 
lo 1mp1ant as there were no prior studies 10 
reference to determine lh1s MD 1 revealed no post 
operative plan had been defined to denote the 
actions to be t::iken to tescue each patient from 
life-threatening adverse effects of tile treatment MO 
1 further revealed "we told the nursing staff we were 
going to do this (rn tne OR)' and "It went ~gamsr all 
OR rules" 

2 Fa1luro: to ensure required approval. scneduhng 
procurernt:nt processing labeling storage use 
ano disposal of a non-approved b1oloq1c 

MD 1 and MD 2 dHJ not inform lno OR of tile use or 

a h1olog1c wile" !'cheduhnq Patient 1 7 and 3's 
bta1n s1irger1es The 01olog1L. agem was 1ransportdd 

from a un1vers1tv animal research laboratory by a 
un1vers11v Research Ass1s1an1 (RM m an unlabeled 

vial w1tno,1t im;trucltom. tor hanohng use or 
d1&posa1 None of the per1operat1ve nurses 
1ntefVldwed sratect they WP.re rarr.11ar with the term 

'prob1011c" 1the lerm used by the neurosurgeon on 
two of the 1hr1;tl patient Informed Consents) 
howf,ver lhey never quesuoneo 1eaoerslup abou• tht: 
d~f1nttt011 or ih~ handling use 01 r.:11sposaf of thP. 
b101og1c None of the OR 11urses interv11:wed who 

nad either circulated or s~rutJbeo on the 111.,.:; 

cases cons1dert:id 111torm1ng the M3naner or lht! 
Opera•mg Rcori tMOR) or the occurrencC" of a 
tr< atnient and proct;S'£es outside ot esrabltshed OR 

standams of ca1e 

l::ve11t ll" IK!JY,1 1 !i2Uf.?iJ13 

ID 
PP£Fo 

TAG 

f'R()VIOEl<'S I l AN OF CORREC 1101; 
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Nome of clinidan or team 

Potient''s name, If opp/icab/e 

Description of innovative use (drug, device, 
biologic, technique, etc.) 

Attach sample consent farm, incfuding unique 
risks and benefits (must consider patient status 
and ability ta give consent) 

Core Plan mapping out course of treatment and 
triggers for changes in pion (e.g., rescue if 
needed, Intubation, code status, etc.) 

Does the proposed innovative care involve the 
use of an lnvestigationol drug, device or 
therapy? 

What is the pion for the acqu1sltion, handling, 
and storage of the ltem(s) needed for the 
innovative core? 

Is a contract or purchasing agreement In place 7 

Pharmacy issues/coordination 

Infection Prevention issues/coordination 

Laboratory issues/coordination 
Per/operative Services Issues/coordination 
Tumor Board communication 
Bioethics consultation 
Risk Management issue 

Biiiing issues 
EMR documentation requirements (description 
of device, biologic, technique, etc.) 
Stoff/team education regarding care 
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1 acknowledged formal procedures for IM 
acqu1s1uon. hanohng use and disposal or tr1;: 
0101og1c were not Followed lor Patients 1, 2 and 3 
MD 1 revealed he did not know how much baclerla 
to implant as there were no prior s1ud1es 10 
reft>rence to determine th is MD 1 revealed no post 
operative plan had been defined to denote the 
actions to be ta~en 10 rescue eacl' pauent from 

111e-1hreaten1ng adverse effects or lhe treatment MD 
1 further revealed "we told the nurs ng staff we were 
going to oo this [in tile ORI" and "11 went against all 

OR rules" 

2 Failure to ensure> reqwred approva.. scheduling 
procuremtlnt processing, label1119, storagl:l, use 
11no cllSposal of a non -approved b1olog1c 

MD 1 and MD 2 did not inform the OR ol the use or 
a biologic when scheduling Pat1en1 1 / and 3's 

brain swgeries Tne b1olug1<. .,9en1 "as 11ansporte<1 

from a u111vers1ty an:mal research laboratory by a 

urnvers1ty Research Assistant !RA) in an unlabelt:d 
vial w1tho111 1ni:>l1uct1ons tor hanol1ng use or 

disposal Norie of lhe µe11oµerative nu1ses 
111t1;11v1eweil staled they wP.<e familiar w1tl1 the tenn 

'prob1ouc'' the term used by lhe neurosu1geon on 
two ol the 1h1.;t:t patumt Informed Consent~\ 

howPver th·~~ ne"er qu~toor ed 1eadersh1p about 1he 
del1n1uon ~r the hano11ng use or Cl1spQsa1 of lhe 
t.10 og1c Nt)ne cl the OR nurses interviewed who 

had e1tner c1rcu.a•ed or scrut'bcd on I 1e- thre'3 
cases c.011s1otted 1nform1119 tht:t Manaoor oi the 
Opera·rnci Roon (MOR of Ille occurienco of a 

tr"'.11ment and pror.esses 011ts1ae of estabh:.oed OR 
standards nl ca1e 

[ Vt:I ,1 10 1 K~.l( 1 I 5i20/201'.l 

TAG 

"RO'/llllll'S 1 lAtl 0F CORRE(.TION 
1E>CH CORRECTl'k Jlt;T or. StiOl)_D i;e CROSS· 

r1EF£:Rfrl• EU rOTl'lC"PPl<Of>~lnEOEF"ICENCV1 

plan/course of core 
Plan for monitoring, outcome evoluotlan, 
tracking, reporting 

Innovative Care Frea11entlyAsked Questions 
~ Attachment B 

Q . .Is what I am doing research or innovative 
care? 

A. Federal regulations define re5earch os a 
systematic Investigation, including research 
development, testing and evaluation, designed 
to develop or contribute ta generalizable 
knowledge. The purpose of research Is primor/ly 
ta seek new knowledge, to reorder existing 
knowledge, or ta apply existing knowledge to a 
new situation. 

In contrast, the primary purpose of innovative 
care Is to benefit a patient(s), not ta collect 
data to support a hypothesis or theory. 
Innovative care is a nan·stanaara praceaure or 
treatment that is solely attempted to enhance 
the wellbeing of a patient. Innovative care is 
sometimes called "nonvalidated" treatment, 
since it hos not been formally evaluated for 
sof ety or elf ectiveness. 

Q. What kind of oversight is required far 
research? 

A. Procedures ond therapies that are 
determined to be research require review by 
the Institutional Review Boord (/RB). If you wish 
to provide innovative care utilizing on 
unapproved drug, biologic or device, you must 
first obtain an /RB determination of whether 
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1 acknowledged formal procedures lor the 
acquisition handling, use ano disposal of the 
biologic were not followed for Patients 1, 2 and 3 
MD 1 revealed he did not know how much bacteria 
to implant as there were no pnor studies to 
reference to determine this MO 1 revealed no posi 
operatrve plan had been defined to denote the 
actions to Ile taken to rescue each pallent from 
life-threatening adverse effects of the trealment MD 
I lurth~r revt:afed "we told 1ne nurs ng staff we were 
going to do this fin the ORI" and 'It went aga1nsl a11 
OR rules 

2 r a1lure lo ensure required approval. scheduhng 
procuremen• processing, labeling storage use 
and u1sposal uf a 11011 approved b1olog1c 

MD 1 ~nd MD 2 did not inform the OR of the use of 
a biologic. wht:m scheduling Pat1e111 1, 2 and 3's 
ora•n surgeries 1hfj 01010911 agfnt ... ·as lra'lsponed 
from a un1vr.rs1ty C1 n1ma• research laboratory by a 
11n1ve1 s•tv Researc11 Ass1stan1 IRAJ 1n an uniauelud 
vial w1thnut mstru .uon<> tor handling use or 
disposal None of &he perioperauve nurses 
1nte1111 ... ved stated thev wP.•e fam111ar with the term 
"prob101tc" 1th11 term used by lhe nourosurgeon on 
1wo of the three µatie111 Informed Consents l, 
however lhev nevtr qt1est1oned leadership about lhe 
def1nit1 on or the hantll1ng use or disposal of tf"u;) 
l:-10 091 Noni: of the OR nursi:~ 1nterv1ewed who 
nad 01tl1er c1rculatod or scruboed on tt1e three 
-:ases considered lnlorm1ng the ManagN oi llie 
Opera? ng Room (MOR) of lht> occurrence of a 
trealint:l\I and ptoc:esses outs10G of establl&hed OR 
stann.:irds of care 

[v.;nt tl' IK' X11 5i;10•.'013 

10 PROVIOLF\':) l All Of ' ,OF/RCCTi(.JI, 

1£>.Cll (,(Jll>{EC llVL ACT ON SHOULD DI! Cl!OSS· 

Fl rRO.CclJ l'Jrt<EA•'<-PCPR'AlEOEl'ICIE,,Cl t 

the innovative use requires FDA expanded 
access approval or other regulatory approval. 

Q. What kind of review and monitoring is 
recommended for innovative care? 

A. Innovative care should be monitored 
prospectively and reviewed retrospectively as 
described in the Innovative Core policy. For 
innovative therapy/procedures that present a 
significant Increase in risk over other acceptable 
alternatives or if the therapy/procedure is so 
novel or unique that It Is not possible to 

evaluate the risk or benefit, the Innovative Core 
Review Committee may be organized to review 
the reasonableness of the proposed treatment 
ond the patient's situation and to make 
recommendations to the Chief Medicof Officer, 
your deportment choir, and you. 

Q. Does every procedure that diverges from 
accepted practice fall under the Innovative 
Care poflcy? 

A. ft depends on the degree of deviation and 
the associated risks. The higher the associated 
risks, and the larger the divergence from 
accepted practice, the more important it 
becomes to consult the /RB and Chief Medical 
Officer as described in the Innovative C11re 
policy. When In doubt, consult. The Medical 
Stoff Organlzotfon, In consultation with the 
appropriate department choir, Is ultimately 
responsible for determining what kind of 
monitoring, suppor t or oversight (if ony) your 
activity requires. 

Q. What If my approved innovative 
treatment/ procedure is successful and I won t 
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1 acKnowledged formal procedures for the 
acqu1s1uon. handling, use and disposal of the 
b1olog1c were not followed tor Patients 1 2 and 3 
MO 1 revealed he did nol know how much bacle1 1a 
10 1mµlan1 as there were no pnor stvd1es 10 

reft'!rence tu determine this MD 1 revealed no µost 

operative plan had been defined lo denote the 
actions to be taken to rescue eacll pa11ent from 
11t .. ·threaten1ng adverse effects of the treatment MD 
1 fu r1her revealed 'we told the nursing staff we were 
going to <Jo this (1n the OR)' and ·•11 wen! against all 
OR rules " 

2 Failure 10 en:;ure required approva scheduling 

procuremt:nl. processing, labehng, storagi. use 
nnd disposal of a non-approved biologic 

MD 1 a11d MD 2 did not inform the OR or the use of 
a biologic- when scheduling Pal1eni 1 2. and 3's 
brain Sur':Jeraes n1e b1ol091c agenl .-.as. 1r0nsponed 

from a university animal resaarch laboratory by a 
un1vers tv Resea1ch Assistant tRA> in an unlabeled 
vial watnout 1nstruct1ons ror hanchng use or 
dlbposal None of tho p~noperatave nurses 
inter 11ewed s:.atect thev WP. e farniuar w11h the term 
problouc' 'the term 1..sed by lhe neurosurgeo11 on 

two of the thrt:e patlel'l t Informed Consent:. ) 
however th.:?y never quest1011ed 1eadersn1p abou1 lht! 

def1niuon or the handlirv.;i use or 01spos!'ll of lhP. 
ti1t1lo91c. None of the OR nurses 111Lerv1ewed who 

tiaJ e1tlte1 circu a'.e'l or scrubb.::d on the three 
cas..,s cm1s1dered 1nrorm1ng thri! Manag..r of tl11; 
Opera11nq Room IMOR) of Uw occurrenc:,,, ot Fl 

t11.:atmenl and orocesses outside of "5tabhsh~d OR 
Stilndards of care 

It.> 
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to repeat It? 

A , If you wont to repeat the treatment beyond 
the number of times lnitiolly authorized, you 
should consult with the Chief Medical Officer, 
who will in turn consult with the Innovative 
Core Review Committee that initially reviewed 
your treatment pion under the Innovative Core 
policy. The Committee will consider whether the 
treatment should no longer be considered 
"Innovative." However, you should continue to 
follow this policy for op pro vol of further 
treatments. Alternatlvely, the Committee moy 
recommend that any further treatments would 
be best undertaken as research carried out with 
/RB approval. 

Q. What If I wont to publish the outcome of 
or describe the procedures I've done in a 
medical journal article? 

A. The Federal Office of Human Research 
Protections (OHRP} hos said that "the intent to 
publish is on insufficient criterion for 
determining whether on activity involves 
research." Planning to publish an account of on 
activity does not necessarily mean that the 
project f its the definition of research. People 
seek to publish descriptions of clinical activities 
that ore not research for a variety of reasons. In 
fact, Kennedy and Eaton (2007) feel that "oll 
innovating physicians should assume o duty ... to 
educate about the impact of their changes on 
patient core." They go on to soy that "If formal 
research ls not conducted ... the least that 
innovating physicians con do Is to collect 
outcome do to on their patients ond use it to 
inform themselves and other physicions." 
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1 acknowledged formal procedures for lhe 
acquis111on. handling use and d•sposnl or the 
b1olog1c were not followed for Patients 1 2, and 3 
MU 1 revealed he did not know how much bacteria 
to imp ant as there were no prior studies to 
reference to determine lh•s MD 1 1eveale:d no post 
operative plan had been defined to denote the 

actions to be ta~en to rescue eacil paLent from 
life-threatening adverse effects of the treatment MD 
1 further r.:vealed "we told tne nursing sta ff we were 
going to do this (in lne OR)' and ·11 went against alt 
OR rules'' 

2 failure to ensure required app•oval, schedutrng 
procurement processing, labeling, storage, use 
and d1spos<1I of a non-approved b1olog1c 

MD 1 and MD 2 d1u no\ 1nfom1 1t1e OR of the use of 
a b1olog1c wher scneduhnq Patient 1 ') and 3's 
brn111 su'ge•1es Tht. b1olog1c agent was transported 

from a university Animal research laboratory by a 

11111vers11y Research Assistant IRAl "' an unlabeled 
vinl wnholfl 1nstruc11011s tor handling ltSe or 
d1$posal None or the petioperat1Vi:l nurses 
111teiv1ewed staleo they .-;e e fam11Ja1 wit, the term 

"prob1ot1c" 1the l<W'1 used by the netJrosurgeon cm 
1wo of Iha ll 111;i::: µal•fnt Informed Consents) 
ho,-.Pver they r.evtr questioned leaoerst11p about the 

aef1n1uon ''r the hnndltrg use or ..:i1sposal of tl1r 
1>101091c. None of the OR nu1ses 111terv1ewed who 

hdd e1tt1er circu.ated or ~crubood on l•1e 111ree 
cases c1>11s11Jer1,,d 111torm1n!J the Managi.;r of th~ 

Opera11ng Room (MOR) JI the occurrence of a 

treatm.:nt an<! orocesses outside of es!abhsl'led OR 
standards of car1:1 

fvent IL' I KSX 1 t 512012013 

f'Jl()'I OLR':'.' L"N u~ CORl<EC T Ni 

1EACH COORECTIVc 1'Cl IOll '.. JLO llE c~os >· 
REFER(N"~U I J n·E :.P?ROPRIATE DE~ICIEl'ICi t 

How the correctiori was accomplished: The 
Research Compliance Coordinating Committee 
has been formed as an oversight.committee 
that includes representatives of the IRS, 
Compliance, and the Medical Staff. The 
multidisciplinary committee will allow for the 
free flow of information related to compliance 
wltih human research safety rules for Medical 
Staff members who conduct research activities 
on hospi tal patients to ensure the safety of all 
patients. In addition, the chair of one of the 
tRBs will serve as a member of the Quality and 
Safety Operations Committee and will provide 
a monthly report of the quality issues 
addressed by the JRBs. 

Ti tle of responsible person: Chief Compliance 
Officer 

Description of monitoring process: The 
ma nager of the Medical Staff, who is a member 
of the Research Compliance Coordinating 

Committee, wi ll monitor t he discusslons held at 
this meeting and track that information is 
shared between the Medical Staff and the IRS 
regarding physician compliance with safety 
rules. 

Dat e of correction: The Research Compliance 
Coordinating Committee met for the first time 
on November 16, 2012. It meets monthly. 
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1 acknowledged formal procedures for the 

acqu1siuon, handling use and disposal of the 

b1olog1c were not followed for Patients 1, 2 and 3 
MD 1 revealed he did not lo.now how much bacteria 

to implant as there were no pnor studres to 

reference 10 determine this MD 1 revealed no post 

operatrve plan had been defined to denote the 

actions to be tahen to rescue each patient from 

hfe·threaten1n9 adverse effects of the treatment MO 
1 further revealed "we told tne nursing staff we were 

going to do this [1'1 the OR]" and "II wenl against all 

OR rules" 

2 Failure to ensu1e required approval. scneouhng 

procurement. processing, laoellng, storage, use 

and disposal of a non-approved b1olog1c 

MD 1 and MD 2 did not 1r1torm the OR or t11e \JSe of 
a orolog1e, whE:r schedultnq Patient 1 2 and 3's 

brain surgenes lhc b1oloyr1:. ago;,nl .-;as lronspo11ed 

lrom a un1vt!rstty animal tcsearch laboratory by a 

u11111ers11y Researc/· Assistant (RA1 1n an unlabuled 

v1nl w1(houl tni:.trucuons for handhng use or 
du;.posal No11e of tht) perioperative nurses 

rnti:rv1e,,..·ed stated 'hey ware ram1131 with lhe term 

"prob10\lc" llhe i.:irm used by the neurosurgeon on 

two of tl1e tttr1:f: patient Informed Consents) 

hov.Pver they never questioned leadership about th• 

1je f1muon or thti handling use or disposal of the 

b101ogic None of the OR nurs1:1:;. 111 te1V1ewed who 

•1ad either orcula:ed or scrubbed O'l the- t'lrd.: 

~ases tor1s1derei.:l 111tonTI1119 the Manager oi ttl1< 

Operating Room rMORl of !he occurrencP of a 
treJlment and processes ouls1oe Jf estabhShed OR 

o.loridaras of care 

F~~r: ID 1K~X11 5.L(Jl.'013 

iD PROVIUU~·::; r ·lAt• ¢' COFl"f\. llOr; 
1EACti c .,llkH"llvt 11c1.ot. !:iHCU~ 0 6E CHOSS­

REFEPHll:EoU T:) Tllf A<-o-Hvf'Rl~ic OEFiC l'rlC<i 

112. Failure to ensure requi red approval, 

scheduling, procurement, processing, labeling, 

stor age, use and disposal of a non-approved 
b iologic 

How the correction was accomplished: 

UCOMC policy 2517, Research and Innovative 
Care: Operative Room Review was developed 
to provide a process to review appropriateness 

of r esearch and innovative care in patients 
undergoing surgery or anesthesia. The pol icy 

provides for communication to Perioperative 
Services staff regarding research and innovative 

care cases, a review process, education of staff 
regarding their roles in the case, 

communication to surgery schedulers, and 

other safeguards to ensure that patient's 
receive safe, approved care and the 

pro fessional standards are met. The policy is 
attached to this document below. 

Tille of person responsible: Director o f 
Perloperative Services 
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In an 1nterv1ew with the RA on Bl2Bll2 a t 10 30 
a m she 1eveatt:d she was asked by MD 2 10 

produce and transport the b1olog1c ma1enal to the 
hospital to be implanted during the surgeries for 
Pullents 1 2 and J The RA indicated she d1d not 
follow any ronnal wntlen protocols or procedures to 
package label and transport the b1olog1c material 

In an nterview wllh tne Director of the Pharmacy 
\00P on 8129112 at 10 a rn ihe DOP 1nd1c.ated 
thul existmg hospital policies required all drugs and 
b1oto91c materials be approved for human use by 
the FDA The DOP staled that b1otog1c agents 
111tended for patient use would be co11s1dered 
invesl1gahonal and would req1.ure review by the IDP 

to ensure the 1ntegn1y secuntv labeling, safety 
.:.nd storage requtremerus 1n accordance w11h the 
rn;:H1ufacturer's recommendations 

In review ot hospital policies 1n pl.ice at the lime of 
111~ treatment of Patients 1 2 and 3. - 10 10 

. , , ) the !allowing was no1e£1 

1-'ohq #1!>U!l t1:l1;:d l11strib1-hon oi tn11est1ga11on;;.I 

01~igs addressej the storagP. and d1striout:on 

1equ1r(:;me11l!o for items ma1ntameJ1 outsitle of the 
Pharmacy t1 ansre1 ano disposal of the 11em anrl 
hr>e mg 1equirernents 

ll1,Jhcy #1509, rulEd En~i>rgenc.y t reatment Use at 

;ir1 111ves11gauona1 Drug Dev1c;, or Biolog1c (FDA 
1egutated produc:sl a Jdrt!:.;sed the requirements for 
use when there -.\C!!\ 1nsuffic11;;nl t1in., to obtain IRB 

:1pnroval before rende11ng an 1nvest1gauona1 01olog1c 

5.120/2013 
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REFFRrNCEO TO THE ArrROPRIAll: Ut~ICIENC'fJ 

Description of monitoring process: The Nurse 
Manager of Perioperatlve Services Is 
responsible for the re-educa t ion of 
Perioperat ive Services staff regarding policy 
2517, and Is also responsible fo r the annual 
competency assessment of Perioperative 
Services nursing staff. Following the 
re-education of nursing staff during the month 
of December 2012, the Nurse Manager will 
monitor e<1ch case of research or innovative 
care in the Perioperative Suites and monitor 
that staff members appropriately advocated for 
their patients and followed professfonal 
pract ice standards. 

Date of correction: December 15, 2012 

Policy 2517. Research p,ru!_l!J_novatlye Care: 
Qo.erating Room Review 

PURPOSE 

Provide process to review appropriateness of 
research and Innovative use In patients 
undergoing surgery or onesthesio. 

SETTING 

UC Davis Medical Center {UCDMC) Operating 

Room 

POLICY 
The principol lnvestigotor {Pl) submits the 
research protocol or the primary physician 
submits the approved Innovative core 
application to the Operating Room Manager for 
review. The review is conducted in consultation 
with the Medico/ Director and Assistant 
Director of Per/operative Services. 
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to save a hfe The same requirements applied for 

dispensing through the JDP and notifying the FDA 
or other oversight agency Ttie poltcy furthe1 

d11ected 1ha1 lnvest1gal1onal drugs and b101091cs 
intended tor the treatment of disease be recognized 

111 the United States Pharmacopoeia (USP) a 
document wmch lists all drugs and b1olog1c 

materials legallf approved for sale and use tn the 

United States The policy further defined innovative 

use as the application of a med1cahon 1n a 

manner that depans 1n a s1gnif1cant way from 
standard or accepted practice and included 
unapproved biologics which had IRB approval In 

ado11Jon, this pohcy sttpulaled an independent 
assessment oy an un1rwolved phvsician must be 

obwmed 

fhe new nospual policy ID 112516 lnnovauve Use 
Pol1<;y p1esented 1n drJf~ Torm, was acknowledged 

oy lhe hospital 10 havt: t.>"'t:n pl<iced 1n IJSe lo 

provide direction for thl' u:.e of an Unapproved Drug 

B c logic, or Device Ho'>pllal leadership 

oc1<nowledgeu Lh1s pollcy had nol been approved as 

yt:l riy lhe governing body This policy was s1m1lar 
t J lhe 01d policy in that •I again directed the 
p11yc;1cran 10 obtain aLio1011al of the use of the 

t>tolog1c from the IRB (or 1n an emergency, from the 

FDA wrlh not1flcat1on to the IRBI The policy 
11owev£;r laired to requ1 e lhe approval process to b.: 

tormally documented 111 wr ting to avoid any 
m1s1nterpretat1on of 111e approval and to provide 

evirlenc;; or approval to staff wori..mg tn the OR In 
add•uon tne pchcy did not address any operational 

issues 1nclt1ding '1ow to acquire store. l1anJle use 
or d1spo::.e or l11e Unapproved Drug or B1olag1c or 

f ,, nl ID lK5X I t 512012013 

"' I ~F.f li< 

TAG 

PRchilCEF"S Pl.All' F < 'lRf;[C. f1Ji1 

!EACh Cl.IHHf;CTIVF. ACTION SHOUllJ Ill! CHUb­

FlEFERF ••CEO TO THE ._f'PRO?RIP TE lltr.,,,IEllC> 1 

If the research or innovative core is appropriate 
for the OR setting and resources ore adequately 
addressed, the Assistant Director (principle) or 
Operating Room Manager (backup) Issues a 
letter of approval. 

The Medico/ Director may provide 
recommendations regarding the safeguarding 
of patients' rights related to the 
research/Innovative core. 

Principal investigator Includes the lerter of 
approval in submission pocket to School of 
Medldne Sponsored Programs as part of the 
lnstitutlonol Review Boord or Contracts and 
Grants submission process. 

Operating Room Manager updates I/st of 
approved research/innovative care projects 
which is referenced when research/innovative 
core patients ore scheduled. Schedulers should 
notify managers of any research 

subjects/innovative core patients on protocols 
that hove not undergone the review process. 

Princlpol lnvestigotor or primary physfcian 
Identifies patients os research/innovative core 
subjects w11en scheduling procedures. 

When the Pl or primary physician is not the 
physician schedullng the case (e.g., the 
anesthesiologist or another physician), then the 
Pl or primary physician must notify the OR 
manager or Charge nurse thot o patient rs, or 
will be, the subject of research or innovative 
core (when the case is scheduled). This must be 
done on each and every patient so identified. 

Operat ing room clinical staff must check charts 
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what processes were needed 10 ensure all 
env1ronmenlal and pauent safely measures were in 

place. 

3 Failure to provide pre-operative. intra-operative 
and oost-operattve care tr accordance w11h hospital 
policies and acceptaole standards of practice 

In an interview with !he MOR on 8/27112 at 10·30 
a m he staled he was not aware of any issues 

rt:>gardmg the use of lhe non-approv1::d b1otog1c unul 
he was called by the Risk Management office 1n 
mid - of 2011 after the third surgery He 
stated he tal~ed with the nurses a1 tha1 ttme and 

" found nursing was nol involved." "they didn't know 
anything about It " AlthOugh he wns concemad lhal 
::.omelhing was brought into the OR without his 
knowledge he did not tonduc1 an 1n1ernal 

1nves119at1on The MOR stated he had 1nlerv1ewed 
the nursal> u1volved and lht:y didn't rn 111ember 

anything changmg hands • He stated "they [the 
neurosurgeons) aid something on the stente field 
thu nursing staff was not 1nvolvecl wrth " The MOR 
st med he d1dn l know what a "prob1ottc" was or why 
the> nurses had not questioned the use of the word 
prob1011c on 1h>" Informed Consent The MOR stated 

Patient 1 2 and :rs cases were never d1s1.ussed a1 
anv hospital comnuttee meetings he anend~d The 
MOR stc1tc:J 11 was his b~11el !here Nas no 
nc<cess1ty It • deve:fop or rev1s., any policies 

H~\J<lrd ing !lie use or un unapproved b10IO!.JIC The 

MOH sliiled he did not fi!e an Incident Report (JR) 
:.~ ht was 1nformea the inc denis Nere being 
11:rndled by Ch1rn.a Affairs The MOR 

11c\..nowledg.,,d he h<1d not conoucted ony etluc<ilton 

Ev" nl ID 11\SX 11 

l"lOVIUE'f<':, f't ><N ( • C;JRRECTl'"1 
1E.A~H !"()HRECTIV!: AC f 101' SHOLILC ee ,-ROSS­

~EFF.RlM;l:JJ TO THE APPllQPr~l".1 1: DEFICIENCY I 

o researc subjeets/innovotive core patients 
for current, signed protocol or innovative care 
Informed consent forms prior ta start of 
procedure. 

PROCEDURE/RESPONSIBILITIES 
Principal Investigator or Primary Physician 

Submits research protocol or approved 
Innovative use application to Operating Room 
Manager for resource review. 

Forwards operating room letter of resource 
approval to the School of Medidne Sponsored 
Programs office (this step is skipped for 
Innovative core cases). 

Identifies research subject or innovative care 
patients when scheduling operating room time. 

Places current, signed protocol informed 
consent forms or innovative care informed 
consent form In the medico/ record for review 

by operating room stof/ prior to start of 
procedure. 

Operating Room 

Manager conducts review of submitted 
protocols or innovative core in consultation 
with Assistant Director and Medico/ Director of 
Per/operative Services. 

Assistant Director or Manager issues letter of 
approval to principal investigator or primary 
physician as appropriate. 

In conjunction with the Office of Research, 
maintains o list of approved protocols and 
Innovative core coses. 
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wha t processes were needed to ensL1re all 
en111ronmen1a1 and patient safety measures were in 
pt ace 

3 Failure to providt- pre-operative intra-operauve 

and oost-operat111e care m accordance with hospital 

policies and acceptable standards of pracuce 

In an interview with !ht! MOR on 8127112 at 10 30 

.i m he stated he was not aware cf any issues 

regarding the use of the non-approved b1otog1c until 

he was called by the Risk Management orilce in 

mid - of 2011 a~er the th ird surgerv He 

stated he talked with the nurses at that time and 

"found nursing was not involved." 'they didn't know 

anything about it" Although he wns concerned that 
something was brought Into the OR without his 

knowledge he d10 not conduct an internal 

1rwes11ga11on The MOR stated he had 1nterv1ewed 

the nurses uwolveo and they didn't remember 

anything ''changing hands " He stated "they [the 

neurosJrgeons) did sorne1h1119 on tne sterile field 

tlK~ nursing staft was not 1nvotvP.d with The MOR 

stilled he rl1dn"! know wnat a "prob101tc" was or whv 

the nurses hAd not ques110'1ed tht: use 01 the word 

prob•otlc on the Informed Cons1:1nt The MOR stated 

Palienl 1 2 and 3·., c:ast=:s were never d1s.;u:.sed at 
any ho~p1ta1 com1111ttee 111eet1ngs he artended The 

MOR state J 11 wal> h1s oeliel !neie .va:. no 
nerf!ss1ty 10 develoo or rt'v1se any P<'hc1es 

reqarding thEi use of .:11 1 unapproved b10IO\:J•C The 

MOH stated he did 1101 file an lnc1denl Report (IR) 

J:, he: w<:1s informed the 1nc1dents 'wer<> being 

t1andled by Ct nic • .il AHa1rs.. The MOR 

ocf\nowledged he hacl 110 1 conducted any educahon 

Ev,.nt D 1KSX 11 
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The OR Manager, in consultation with the 
Pl/Primary Physician, the Assistant Director and 
Medical Director, will determine the 

appropriate education and training of OR 
personnel related to the research/innovative 
core, and will Implement the educational 
program via the OR educators and CN3 af the 
specialty. 

The OR Manager will Identify any deviations 
from standard operating procedures that ore 
necessary to accomplish the research or 
Innovative core and Inform staff of their roles in 
these deviations. 

Surgery Scheduling 
Appropriately identifies those patients who ore 
research subjects/innovative core patients by 
Inf ormotlon entered on the scheduling request 
(see pa/icy related ta innovative care). 

fnsures research/innovative care subjects 
scheduled I or the operating room are an the 
approved protocol/innovative core list. 

Notifies Operating Room Manager and Charge 
Nurse of any non-approved protocols or 
patients. 

Operating Room Clinical Staff 

1. Review operating roam chart for copy of 
current, signed protocol Informed consent form 
far those patients identified os participants in a 
research/Innovative core protocol. Documents 
study coordinator in chart as well as any 
creotment or equipment. 

Office of Researc/1/Schaal of Medicine 
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what processes were needed to ensurl:! all 
envlronmental and paUent safety measures were in 
place 

3 Failure to provide pre-opera11Ve, intra -operative 
and post-operative care: m accordance with hospital 
pohc1es and acceptable standards of pracuce 

In an 1nterv1cw w1lh the MOR on 8127112 at 10 30 
a m he stated he was not aware of any issues 
regarding the use of the non-approved b1olog1c until 
l ie was called by the Risk Management office m 
mid - of 2011 after tne lhtrd surgery He 
stated he tal1<.ed wrth the nurses at that 11me ano 
''found nursing \Vas not involved.' "they didn't know 
anything about It • Although ne was concerned tnar 
something was brought mto the OR without his 
knowledge, he aid net conduct an 1n1emal 
1nves11gat1on The MOR stated he had interviewed 
lhe nurse:; 111volved and tt.ey didn't ri:ma111ber 
anything "chang1r1g hands " He stated "they (the 
neurosurgeons) d•d something on the ster.le lield 
the nursing Slaff was not rnvolveo with •· The MOR 
stoled he d1d11't know whal a "prob1ot1c" was or whv 
the nurse!; nad not quesltoned 1h11 use o• tne word 
prob1otrc on 1hP ln!otmed Consent The MOR staiea 
Parient 1 2 and 3s cases were never discussed at 
arw 11osµ11a1 committee meetings he atiended Th1:1 
MOR stc.ted 11 .vas his beh&' thert Na:. no 
n~cessny de•elop or revr'\f! any pohcres 
regarding the use 01 ari u11approved b1oloy1c The 
M'JK sialed he did not ftle an Incident Report (IR) 
as he was 111lcrmed the incidents "were oemg 
handled by Cl1n1c.al AHa1rs" The MOR 
ar.knowledged he hacl not t::onducted <iny euuca11011 

F*~FFI>' 
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Sponsored Programs 

Check surgical study submission far operating 
room approval letter. 

If opprovol letter 1s absent refer principal 
investigators to the Operating Room Assistant 
Director or Manager. 

Maintain accessible electronic database of 
research protocols 

How the correction was accomplished: 
UCDMC policy 3091, Labeling of Medications in 
the Perioperative and Procedural Areas was not 
followed. The policy was revised to make it 
clear that It applies to biological products, as 
has always been the Intention but was not 
previously elucidated. Perioperative Services 
staff were re-educated about the content of 
the policy at staff meetings and electronically 
via an all-staff electronic "Read Mail" file that is 
required reading for all staff. The "Operating 
Room Documentation Audit Tool" was 
designed and routed for review and approval 
with the audit of appropriate medication 
labeling practtees to begin in early December 
2012. The policy is attached below. 

Title of responslble person: Director of 
Per ioperative Services 

Description of monitoring process: The 
"Operating Room Documentation Audit Tool" 
was designed by the Nurse Manager of 
Perioperative Services and routed for review 
and approval by Perioperative Services 
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what processes were needed lo ensure all 
enwon'Tlental and patJent safety measures were in 

pl.ice 

3 Failure to provide pre-operative, 1ntra·operahve 

ano post-operative care in accordance wrth hospital 
policies and acceptable standards of prac11ce 

In an 1nterv1ew with the MOR on 8127112 at 10 30 
a rn he stated he was not aware of any issues 
regarding the use of the non-approved b1olog1c until 

he was called by the Risk Management office 1n 
mid - of 2011, after the th ird surgery He 
stated he talked wuh the nurses at that lime and 
"found nursing was not rnvolved,' "they didn't know 

anything about at " Although he was conce111ed that 
soineth1ng was brought into the OR w11houl his 
l<nowtedge he ct1d not conduct an internal 
rnvesugallon The MOR stated he had 1nterv.ewed 

lhl:l m11st:s 111volved and lt1ey chcln'l rt: inernbe1 

'lnyth1n9 "c.hanging hands ·• He stated "they [the 

neurosurgeons! dad something or tne Sl(ml"' field 
ll1u nursing staff was not mvotved with ' The MOR 
sta led he dtdn't know what a "prob1otic" was or why 
tt>e nurseo:; had not questioned tho: use 01 the word 
prcb1011c on tt"IP Informed Consent 1 he MOR stated 
Pa1te111 I 2 and 3's cases were never discussed at 
any hospital comm1ttee rneet1ngs he atte11dl:ld The 

MOR stated 1t Nas his bel1et ·here wa::. no 
necessity to develop or revise any pohc;es 

regarcHng the use of an unapproved b1olog1c Tue 
MUI< s1a1er.l he did not Nia an lnc1denl Report (IR) 
as he was rnlor1Tled the 1nc1dent;, "wP.m berng 
handled by Clon1c.il Aflc.WS" Th~ IJ10R 
..id.nowle(l .Jt:d hE' had not conducted any educal1on 

he'll D 1 K5.( 11 
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administration. The audit of appropriate 
medication labeling practices will be conducted 
by the charge nurses in Perloperatlve Services 
and overseen by the Nurse Manager beginning 
in early December 2012. 

Date of correction: December l, 2012 

Policy 113091. Labeling of Medications In the 
Per ioperatlve and Procedural Areas 

I. PURPOSE 

To outline the process for appropriate labeling 
of medications and solutions In the 
per/operative and procedural settings. Errors 
con result when medications and other 
solutions are removed from their orfginol 
containers and placed Into unlabeled 
containers. 

II. SETTING 

Medical Center 

Ill. DEFINITIONS 

A. Medicat1on--lnc/udes any prescription 
medicaclon, sample medications, biological 
products, herbal remedies, vitamins, 
nutriceuticals, over-the-counter drugs, vaccines, 
diagnostic and cantrost agents, radioactive 
medications, respiratory therapy treatments, 
parenteral nutrition, blood derivatives, 
intravenous solutions (plain with electrolytes 
and/or drugs) and any product designated by 
the United States Food and Drug 
Administration (FDA) as a drug. 

Salutians--lncludeschemicals and reagents such 

as formoline, saline, sterlle water, Lugol's 
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wnat processes w1:111:1 needed to ensure all 
environmental and pauent safety measures were 1n 

place 

3 Failure to prov1d1::1 pre-operative. intra-operative 
and post-operative care 1n accordance with hospital 

policies and acceptable standards of pracuce 

In an 1111erv1ew with the MO R on 8127112 at 10·30 

a m he stated he was not aware of any issues 
regaro;ng the use of the non-approved b1olog1c unt1l 

l11ii was c..allt:d by the Risk Management ofrice 1n 

mid - ol 2011, af1er the th rd surgery He 
stated ne 1al1ted with the nurses at that lime and 
"found nursing was not involved • 'they didn't know 

anything about 1L" Although he was concerned that 
someU1111g was brought Into the OR without his 
knowledge he did not conduct an internal 
invest1gat1on The MOR stared he had 1nterv1ewed 

thu nu1!.es Involved and tlley d1r1n'1 reniernbor 
anything changing hands " He stated "they [the 
neurosurgeons! did something on the sterile tied 
the nursing staff was not involveo w1tn " The MOR 

11 lated he didn't l.<now what a "prob1ot1c" was or why 

lhe nurses had rot questio'led lh1:1 use of the word 
prob1ouc on 1he Informed Const?nl The MOR stated 
Patient 1 2 and 3's cases were never d1s1..ussed a t 

any hospital committee meetmgs tie attemJl:ld TI1e 
MOR slate<l 11 was his ue .t!I lhere was no 
ner:ess1ty ti" oev<:lop or rev1s1: any policies 

1~gard in9 the use of o.111 unapproved b1olog1c The 
MOR stated he did not file an lnc1dt:nt Raµo11 (IR ) 
as ns was informed the: me dents 'w i!n> being 

ha11rlled by C in11 .. .:11 Affairs The MOR 
<icl\11<)wleJ':)"d he had not conouctcd ony education 
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8. solution, radiopaque dyes, glutorofdehyde 
ond chlorhex/dlne. 

C. Applicable locations- Any surgical or other 
procedural setting ond Includes pre-, intro, and 
post-operative/procedural components that use 
medications or solutions Including, but not 
l imited to, radiology and other imaging 
services, endoscopy units, patient core units, 
surgical suites, prep areas, pre-operative 
holding and Post Anesthesia Core Unit (PACU). 

D. Immediately-no intervening activity, without 
any break in the process 

IV. POLICY 
A. Labeling occurs when medication or solution 
is transferred from origfnol packaging to 
on other container. It Is unacceptable to 
pre-label empty syringes. 

8. labels muse include the name, strength of 
the medication or solution, and amount (if not 
apparent from the container). Expiration date 
must be Included on the lobe/ when the pr~duct 
is not used within 24 hours or the product 
expires in less than 24 hours. Expiration 
date/times must be placed on products that ore 
prepared and kept ready for emergency coses. 
It is acceptable to use purchased, pre-filled, 
pre-labeled syringes such os on procedure troys. 

C. Expiration time for pro po fol is six hours from 
the time it Is drown up. Products prepared by 
pharmacy In o sterile hood will hove an 
expiration date/ time on the lobe/. Products 
drown up by the onesthesrologist or operating 
room personnel Will be given o 24 hour 
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what p rocesse~ were needed to ensure all 
environmental and patient safety measures were in 

place 

3 Failure to provide pre-operat111e, lntra-operatt11e 
and post-ope1auve care 1n accordance with hospital 
policies and acceptable standards of pra::t1ce 

PROV! El>"> 11 " " (Jf i.;0RRE rrO•· 
tl·\ -M CUHnl:l.11,e A~ 1!Ut• SH()'J~O BE CROSS. 
Rcrcr~~NC!d.I TO THC APPf\OPR 1•.TE OEFICIEl<CV I 

exp1rat1on ote t ime unless the product expires 
In fess than 24 hours. 

0. All labels ore verified both verbally ond 
vlsuolly by two qualified individuals when the 
person preparing the medication Is not the 
person administering the medication. 

E. No more thon one medication or solution is 
labeled at one time. 

F. Any medications or solutions found unlabeled 
ore immediately discorded. 

G. All original containers from medications or 
solutions remain ova/Jobie for reference in the 
perioperotlve/procedural area until the 
conclusion of the procedure. 

H. All labeled containers on the sterile field are 
discorded at the conclusion of the procedure. 

I. At shift change or break relief, all medicotions 
ond solutions both on and off the sterile field 
and their labels are reviewed by entering and 
exiting personnel. 

J, The only exception to the labeling 
requirement is if during the peri-operative or 
peri-procedura/ process, a solution or 
medication (either in the sterile field or out) is 
poured, drawn Into a syringe, or otherwise 
removed from Its original container and 
immediately administered by a qua//fted 
Individual. For example, the onestheslo provider 
may draw up a medlcotfon and immediately 
odminister ond/or dispose of the entire 
contents of the syringe without leovlng the areo 
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In an interview with !lie MOR on 8/27112 at 10·30 

a m . he stated he was not aware of any issues 
rrgarding the use of the non-approved b1otog1c unhl 

tie was ca led by the Risk Management office tn 

mid - of 2011 after the lh1rd surge1y He 
stated he talked with the nurses at that 11n1e and 
"founc nursing was not involved," "they didn't know 

anything about rt." Although he was concerned that 
something was brought into the OR w11nout his 
knowledge he did nol conduct an internal 
1nves119a11on The MOR stated hi; had 1nterv1ewed 
lilt:: nu1sl:!:. 11wolved and they didn't remomber 

anything "changing hands " He stated "they (the 
reuros..irgeons] did somethrng on tne steril.:- lield 
the nurs.ng staff was not involved with The MOR 

:;l il ied Ile d11Jn'l know what a "prob1ot1c" was or why 
tne 11 1rses had not qu1.;:.t1oned 1110: use or the word 
prob1otic on tne tntormed Consent The MOR stated 
Paue11t I "l and 3 s cases wero never d1s ... ussed at 
<rnv hosp11ol cornm11tee meetings tie atlendud Tl1e 

r.10R !:>ta11;:d Nas his belief inere was no 

necrss11v to develop or re111st1 anv policies 

regaro1n~J the use or on unapproved b1ologrc Tl1e 
MOR stated he did not file an Incident Rt!µort (IR) 

1s lie w<ts rnforrned the rnc dents · we1e oemg 
handled by Cl nrca1 Affairs" Thr:: r.10R 
ntknowledged he hao not conducted any educat1011 or moving to another function prior to 
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whm processes were needed to e11su1t:1 all 

environmental and patient safety measures were in 

plclCE: 

3 Failure to provide pre-operative. intra-operative 
and post-operative care m accorde111ce with hospital 
policies and acceptable standards or practice 

Ir an 1nterv1ew with the MOR on 8127/12 at 10·30 

a rn he stated he was not aware of any issues 

regarding the use or the non-approved b1ologtc until 
he was called by the Risk Management ofl1ce 1n 

mid - of 2011, aher the third surgerv He 

stated Ile talked with the nurses al that lime and 
"found nursing was not involved· 'they didn't know 

anythmg about 1t" Although he was concen 1ed that 

something was brought Into the OR without his 
know edge Ile did not conduct an internal 
.n·;es11gahon The MOR sta1ed he had 1nterv1ewed 
tile nu1se~ uwolveo and they didn't r.:imornber 
'lnyt111ng "changing hands ' He stated they {the 
ni:;urosurgeonsj did something Ot'J 111e stente field 

tho nursing stah was nol involved with " The MOR 

:Lated he didn't know whill a "prob1ot1c" was or why 

1he nurses na".i not que~t1oned th., use 01 tile word 
prob1ot1(" ~" thF tnlormed Consent The MOR sta:ed 
P.it1e11t 1 J. and 3's cases wr.re never discussed at 
;my ho~p11al comm1llee meetings he anendcd The 

r.10R slatt.d ·: Na:> his be ref there ·11as no 

n.-c.essuy t'' dt1vE:lop or revise arw pol1c1es 
regard ing tne use or ,111 u11approvtid b1olog1c The 
MOK s:ah:d he did not file an lnr.1den1 Reporl (IR) 

s he was mformed the 111Cldents "wert~ be1119 
handled by Clinical Affairs " The MOR 

acknowledged he h11d not conducted ::any evucallon 
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V. PROCEDURE 
A. Develop area specific procedures that meet 
the labeling requirements outlined In this 
policy. 

B. Verify that staff members follow procedures 
related to labeling of medications and 
solutions. 
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what processes were needed to ensure all 
environmental and pauent safety measures were 1n 

place 

3 Failure to provide pre-operative. intra-operative 
and post-operative care m accordance wtlh hospital 
policies and acceptable standards of practice 

tr1 an interview Wtlh lhe MOR on 8/27112 at 10·30 
a in he s1a1ed re was not aware of any issues 
regarding the use of the non-approvtid b1otog1c until 

lie was call1;d by the Risk Mnnagement office 1n 

mid - of 2011 after the third surgery He 
stated he talked with rhe nurses ai that time and 
"found nursing was not rnvolved" 'ihey didn't know 

anything about 11." Although he was concerned that 
something was brought 1n10 thf' OR without his 
kno1..tedge he did not conduct an internal 

1nJeS1tgat1on The MOR stated he had 1nlerv1ewed 
the nurses uivolved and 1l1ay dlrln't rl 1111;?111ber 

11nyth1ng changing hands ' He slated "they [lhe 
ni::urosurgeons] did something on tne sterile fie!o 

the nursing staff was not 1nvolveo w1111 " The MOR 
staled he d1dn'1 Know what a "prob1ouc" was or why 
the nurses had not questioned !hi; use 01 the word 

prob1ot1c on the Informed Consent The MOR stated 
Patient 1 2 and 3's cases were never d1si.;ussed at 
any hosp1lat com1111ttee meetings he allenuod The 
r.IOP state;-d 11 was his be .ef there was no 
nrcessny 10 develop or revise any pol1c1es 

reqarding rho use or an unapproved b1olog1c The 
MOR s1a1ed he oid noi file an Incident Report 1 IR) 
1.. tie v.as 1nfcrmed the 1nc1dents "v.erC> bemg 

t'andled by Chn1cal Affairs " T he MOR 
acknow!edqed he had not conducted any eJucal1on 

Evern [) I K5X 11 !:JIWrL013 
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#3. Failure to provide pre-operative, 
Intra-operative, and post-operative care in 
accordance with hospital policies and 
acceptable standards of practice. 

How the correction was accomplished: The 
standards of professional practice call for 
providers to act as a patient advocate, seek 
specialized dialogue appropriate to the patient, 
facil itate communication between health care 
professionals to enhance patient outcomes, 
and consult with t he appropriate health care 
providers to determine a need for new 
treatments. UCDMC Nursing Practice 
Committee ensures that the standards of 
professional practice are outlined and 

measured In the nursing competencies that are 
specific to each patient care setting. The 
surveyors did not find deficiencies with 
UCDMC's policies or competencies. The 
correction for this deficiency is re-education of 
staff regarding the expectation that 
Perioperatlve Services staff will advocate for 
patients who are receiving care that Is 
Innovative or part of a research protocol. 
Policy 2517, Research and Innovative Care: 
Operating Room Review, has established a 
process to be followed to provide for 

communicatlon to Perloperatlve Services staff 
regarding research and innovative care cases, a 
review process, education of staff regarding 
their roles in the case, communication to 
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101 U1e nu1s1119 staff on standards or care, practice, 
sa fety or conduct 1n lhe OR following these events 

The Director of Pen-operative Services (DPS), 1n an 
1111e1v1ew on 8129112 at 11 am , stated he first 
learned about the surgenes after the third case The 
OPS stated he made assumptions at the tune that 
tl1is would IJe handled 1n Peer Review The DPS 

stated he never addressed these surgenes as being 
outside of ei.pected OR s1andard!'. of care 

In a subsequent interview conducted with the MOR 
on 8130112 at 8 50 a m he stated he did not recall 

a request from the Comphance Office to review OR 
pohc1es and procedures In review o! tne current OR 
policies and procedures. there wa& no reference to 
a) how staff would venfy the approval of a 

non standnrd. non-approved b1olo9.c. or b) what 
steps staff would take to ensure the safe 
st.heduling, acqws11lon packaging use handling 

anc d1sposc1I of a b1olog1c 

Tllal at!.ernoon after being presc:inted with evidence 
of severdl documented e-mails the MOR recalled a 
rr>eaung neid with twu Compliance staff memoe1s 
C'n 91?-11 • v.hereby lte .vas 1nstruc;ed lo drafl a 

pc•t1cv that would prevent anyonCI from l:lnng111g 1n 
unapproved subsmnces 10 the OR 111 an 1:Hn<1il on 

3112 t .. n months l..1ter the MOR responded he 
mJ tt-e Assistant Manager had ae1errn1n8(l lhe 

"JRB poltcu~s covered llits" and no new policy was 
~1ea1eo 

In an 111terv1vw with the RA 01 8!281 12 a• 10 30 

a ni .. she staled MD 2 h3d told l1t:1 tile ti1olog1c 
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surgery schedulers, and other safeguards to 
ensure that patient's receive safe, approved 
care and the professional standards are met. 

TI tie of person responsible: Director of 
Perioperative Services 

Description of monitoring process: The Nurse 
Manager of Perioperaclve Services is 
responsible for the re-education of 
Pe.rloperatlve Services staff regarding policy 
2517, and is also responsible for the annual 
competency assessment of Perioperative 
Services nursmg staff. Following the 
re-education of nursing staff during the month 
of December 2012, the Nurse Manager will 
monitor each case of research or Innovative 
care in the Perioperative Suites and monitor 
that staff members appropriately advocated for 
their patients and followed professional 
practice standards. 

Date of correction: December 15, 2012 

How the correction was accomplished: The 

Medical Staff developed a policy, Innovative 

Care, in March 2012 to provide guidance and 

oversight to M edical Staff members In the 

Innovative use of medical therapies, devices 

and/or medications in the treatment of 

patients. The guidelines are Intended to 

minimize the potential risk to both patients and 

physicians In the delivery of innovative and 

compassionate care, as well as to further 
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agent had been approved for use on Pattents 1, 2, 
and 3 The RA. who was in the OR for the surgerres 
of Patients 1 and 2 s1ated both surgeons spoke 10 

the surgical team and told them 10 keep the 
bacteria isolated from other "tools" The RA said 
she observed the scrub nurse "clear off the bench" 

and Lhe solullon being poured Into a bawl The RA 

stated the surgical staff asked rer during the 
procedure 1r 1t was safe to tlandle "the material 
She replied ''yes " 1f 11 was handled correctly 

w•thout a spll1 

111 <in interview with t11e Infection Prevention 
Manager (IPM) on 8127112 at 2·53 pm . she 
slated she learned of the three neurosurgeries 

"from the newspaper" She 1den11heo the organism 
as a bactt:irta "rarely seen 1n the hospital " The IPM 
staled no one 11ad aske<.J ner tor any pol1c1es 
procedures or cl;;mficauon either before or after this 
was uuohsned 1 re 1.-'M staled 11 wa:. '\1nlikelt 

(lnfecuon Prev<:!11hon Leadership) "'ould have 
.:1pproved" the u~e or the b1olog1c had advance 
l\11owtedge ol its proposed use been known Tile 
1 PM "hoped" appropria te handling cleaning and 

disposal of the bacteria had b!le11 done: Shi; 
descrtbed sale handhng as needing 10 have 

incl:.ioed guarding the bac1ena's container ·to 
pfevent a spin The IPM 11'1dtcated the lnfecuon 
Prevenrio11 Dt:ipartmenl would have followed the 

post opera11v1: (.hn1cal car& of tile patients. had 
'101Jl1cahon of thf' procedures been received 

MD 4, 111 ::ir 111t~1v•eN on 8128/12 at 4 pm revea·~<J 

he expecied furmally approved research µrotocols 

to b.: estaol1shec.1 prior to any Innovative 1reatmen1 
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UCDMC's academic mission. The UCDMC policy 
on Innovative Core was revised In September 
2012 to include an application with questions 
about contracts, agreements, and the plan for 
acquiring, handling, and storing the items 
needed for Innovative care. The process for 
applying to provide Innovative care, the details 
that are included In th~ application, and t he 
oversight of the Medical Staff Organization of 
the delivery of innovative care that are 
required in the Innovative Care policy provide 
the necessary accountability of the Medical 
Staff to the Governing Body for quality of care 
and compliance with federa l regulations and 
hospital policies. 

Tttte of person responsible: Chief Medical 
Officer 

Description of monitoring process: In al l cases 
of innovat ive cilre, the use of unapproved 
drugs, devices and biologic materials used for 
the innovative care will be assessed by the 
Innovative Care Review Committee during the 
approval process. The acquisition, storage, 
handling, use and disposal of drugs, devices, 
and biologic materials wl ll be addressed. For 
the next four months, all approved innovative 
cases will be reported to the Quali ty and Safety 
Opera tions Committee, including outcomes 
and monitoring reports. Thereafter, It will be 
the responsibi lity of the Chief M edical Officer 
to ensure that outcomes are monitored. This 
will occur for each case of innovative care, but 
may not happen frequent ly, as Innovative care 
cases occur infrequently. 

Date of correct ion: The revised rnnovotive Core 
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111 order to dehne the pre-operative, intra-operative 
and post-operative plan or care mcluding the safe 
use or the b orog1c He expected lreatments to be 

FDA approved channeled through the IDP with 

clear 1nstrucl1ons for the handling use and disposal 
or the product MD 4 acknowledged the three 
surgical cases, all which involved serious 1nfeclion 
had not been discussed a1 any Infection Control 
Comm11tee- meeung 

4 Failure to conduct a compret1ens1ve 1nvesti9a1ton 

fo1 an adverse or sentinel evenl 

In multiple interviews previously referenced hospital 
leaders stated they did noi believe the use of a 
cactenal ageni never tested on t1umans and not 
approved for use 1n the treatment of human 
diseases int1oduced without OR staff prior 
1<.11owledge o• oducalton to 1ntent1onally cause a 

senous inft'Cl tvn w.t'I no post opera! ve plan ro1 

treatment I'll three separate occasions was an 

<'ldverse evi:nt 

In review ot a 
Sertmel Everm, 

liosp11a1 policy ID # '1440 tilled 

dated 5110110 a senunel event 
was defined as "an u11expected occurrence or 
nealth care assoc1atea .nfect1on resulting m death 

or senous physical or psychological 1111ur~ ot Ille 
nsk thereof.. rhe policy fur1her di1ected me 
occurrence be evaluaied with me establlshe1J 
c111e11a oef111e<l wl uch 1ncluC1ed "C There has t..<?en 
more than one t:vont of the saME! type v.ittun d s1,; 

montr period or D The nature of the event couln 
potent1:o1il•f und.,m11l'IE: public 1:ontidence 1n the 

ho1:>p1tal •· ft1e pohcy stipulated the 111u1v1aua1 mo:.I 

l::v1.:ntlU 1K'>X11 S/~012013 
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policy was approved by the Medical Staff 

Executive Committee on November 19, 2012. 

The education of the Medical Staff began on 

October 24, 2012. 

#4 . Failure to conduct a comprehensive 
investigation for an adverse or sentinel event. 

CLARIFICATION: On page 20 of the 2567, it 
read.s "In review of a hospital policy ID: IHS13, 
t itled Reporting Serious Adverse Events, there 
was also definition of specific adverse 
outcomes that would qualify to be reported as 
an adverse event. This included: ·s. Patient 
death or serious disabil ity associated with t he 
use of a .... biologic provided by the hospital."' 

A key element of the descriptive language in 
policy #1513, the word "contaminated," has 
been omitted In the 2567. 

UCDMC policy 1513, Reporting Serious Adverse 
Events, requlfes reporting of an adverse event 
in which the following occurs: "Patient death 
or serious disabi lity associated with the use of a 
contaminated drug, device or biologic provided 
by the hospital." 

The California Health and Safety Code, section 

1279.l(b)(2)(A) identifies this type of 

reportable adverse event as: Patient death or 

serious disability associated with the use of a 
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t.foectly involved wi ll be respons1b.e for reporl lng 
submrtt1ng an incident report The policy further 
directed "If the event •S deierrr1ned lo be a sentinel 
event. a root-caL1se analysis will be conducted " 

In review of a hospital pohcy ID. #1513 lilied 
Reporting Senou& Adverse Events, there was also 
Jefm111on of specific adverse outcomes that woula 
quahly to be reported as an adverse event This 
included "B Product or device evc::ms. including 
the ro;1ow1ng t Patient death 01 senous disability 
associated with the use of iJ b101091c provided oy 
lhe hospital " 

A ran-approved 01olog1c ·"as used on three patrenls 
~11thou1 proper FDA and hosp1lal approvals over a 
s1K montt1 period In accordance with statute and 
per 11osp1tal pol icy to # 15 13, the fac1lt ty failed to 
1dentrfy these surgenes as adverse events and 
lci1to:::d to repon the c:vents in a t•mely mannlflr .is 
required by statute The cumulalive effeci of the 
ra ures 1denttf1ed 111 this cloo.Jment. caused or was 
t1koly to cause, serious in1ury or death to !lie 

patients. 

Tnis rac1111v railed to prevent llw clelic;ency(1es) as 
;$esc11oed ahovt! that caused or is likely to cause. 
serious 1n1ur1 or oeath to the paherH and thi:rt:fo1e 
ccnst1tu1e:s an 1rnmed1ate 1e:opardy w1tl11n the 

n1t!a111ng of li1;atth ano Safety Code Section 
1280. 1(c;/ 
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' ontominqted drug, device, or biologic provided 

by the health facility when the contamination is 

the result of generally detectable contaminants 

in the drug, device, or biolog1c, regardless of the 

source of the contominotion or the product. 

The materials used in these three cases were 
not contaminated and therefore do not meet 
the State or UCDMC adverse event reporting 
criteria. 

How the correction was accomplished: All 
UCDMC patient care staff were re-educated 
about the content of policy 1440, Sentinel 
Events, and policy 1466, Confidentio/ lncldent 
Reports, reminding them to report any 
practices that they observe or learn about that 
they believe are unsafe or depart from what 
they believe are acceptable standards of 
practice. Staff can report events by notifying 
their supervisors or filing an incident report. 
Incident reports can be filed in the electronic 
incident reporting system, or to a supervisor, 
who will create a report on the electronic 
incldent reporting system. Incident reports are 
electronically routed to Risk Management, 
Quality and Safety, and the manager who is 
assigned responsibility for that category of 
incident reports, for review and appropriate 
action. 

Title of responsible person: Chief Medical 
Officer, Chief Patient Care Services Officer, 
Director of Pharmacy, Director of Perloperative 
Services 
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directly 1nvol11ed will be responsible for raporimg 
submitting an incident report The pohcv further 
directed "If the event IS deter!Y'med to be a s~nt1nel 
evem a root-cause analysis will bli! conducted " 

In review of a hospital policy ID #1513 tilled 
Reporting Serious Adverse Events. there was also 
delm1uon of spec1l1c adverse outcomes thal would 
quahly to be reported as an adverse event nus 
included 'B Product or device events including 
tlie following I Patient death or senous d1sab1l1ty 
associated w11 h lhe use ol o. biologic provided by 
the hospital " 

A non-approved 1J1olog1c was used on three patu:nts 
without proper FDA and hosp tal approvals over a 
s1ic month penod In accordance with statute and 
per hosp1lal µolicy ID #1 513, the facilny Farled ID 

1drml1fy these surgenes as adverse events and 
la led to repon tne events '~ a timely •nwuc1.;1 ;..:> 

r1::qu1re<I by statute ~he cumut3ttve effeci of the 
wlures 1dent1heo in this document caused or was 

1 1~cl y to cause serious 1n1ury m death lo tile 
µallents. 

Tn1s facility iatled to prevent t.hE: def1ciency(11:;s) as 
d~cr.bed ;:ibove mat caused O' 1s l;kely to cau~e. 
serious 1n1ury or Cleath to the pahent and therefore 
ronst.tutes an 1mmed1a1e jeopardy w1th111 the 
meaning ol Heallh and Safety Code Si::ction 
1280 Itel 
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Description of monitoring process: UCDMC Risk 
Management oversees the incident reports on 
a daily basis. Monthly, t he Patient Safety 
Events Committee wil l review a report of the 
incident reports from the previous month that 
breaks out the Incident reports into categories, 
and provides detall of all incident reports 
flagged as causing harm to a patient or having 
the potential to cause harm to a patient. This 
activity will allow the Patient Safety Events 
Committee to systematically monitor incident 
reports that may identify practice that is unsafe 
or departs from acceptable standards of 
practice and do further study to ensure that 
u1isafe practice ls addressed and prevented. 

Date of correction: June 1, 2013 
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