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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 subdivision
(a), (b), or (f) of Section 1250 shall report an
adverse event to the department no later than five
days after the adverse eventhas 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 evenis
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 shall be
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UC Davis Medical Center (ucomc) respectfullyf )
submits its Plan of Correction (POC) in response
to the Statement of Deficiencies (2567) e}
- received on May 23, 2013. This POC I
. constitutes a summary of UCDMC's compliance 0
. with the cited regulations. The submission of !

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

' that were created or revised in order to ensure '
' compliance with regulations, accreditation
,standards, and accepted medical practice. The D
; Plan of correction also describes the actions

| taken to educate staff about the policies and

I procedures and monitor compliance. f
]

UCDMC disputes that the conduct of the three
,Cases constitutes an immediate jeopardy as
defined by the California Health and Safety
Code, § 1280.1(c): immediate Jeopardy means a
situation in which the licensee's noncomplionce
with one or more requirements of licensure
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
exist at UCDMC for the following reasons:

Al Lo

1. Policy vialations did not result in * diate

jeopardy” 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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innovative care to patients with grim prognoses
following the diagnosis of glioblastoma
: multiforme, an aggressive form of brain cancer.
assigned responsinility lpr \emerntilion The purpose of the care that was provided to
(2) Develppment maintenance and mp B these patients was to give them an infection
of written policies and procedures In o 5 gnd that would trigger an immune response.
with other appropnate heaith prafess:o:a o Properly labeling syringes or educating the OR
administration.  Policies shall be approve ov:cl 5 staff about their roles in handling the biologic
governing body. Procedures shall be appr - l: should have been done, but the fact that those
the administration and medical staff where suc things were not done is not the reason that the
appropriate patients developed infections. The infections
ord were the intended outcome of the innovative
Based on observation, staff interview and reco 4 care. Each of the glioblastoma patients who
review, the hosptal failed to ensure policies, an received the innovative care gave their
therefore processes, governing surgical care were informed consent to have the procedures. The
designed  implemented and monitoref! to En?‘-”: patients as well as their families understood
the achievement and maintenance  of "? that the circumstances were extremely dire;
standards of medical praclice and patent care for that this was not standard care; that the care
Patients 1, 2, and 3 as evidenced by had not been approved by the FDA or any other
state or federal agency; that the procedure
1 The failure to implement a process to verfy involved deliberately infecting the patient's
medical staff compliance with safety pr aCl'C’B_S ‘ff' brain i{1 order to trfgger a localized and
research aclivities, ingluding  expenmental potentially beneficial Immung respanse to
ssionate and  Innovative  treatments attack the deadly form of brain cancer and was
CHTRANE . . ts. and essentially untested; and that the potential
performed or hospital patents,
outcomes were uncertain. The consent process
2 The failure 10 ensure physicians and nurses were for each case was extensive gnd detailed. The
2 d on the requirements for the approval cortsant forms, which were srgned.by each
fly educate . t  processing, labeling. Patient and at least one other family member,
Mg gt sal of a non-approved described the proposed treatment (“implant
shorege: i B dJS[JO;. ared by a biclogical live gram negative bacteria into the tumor bed
BONgIC (8" PEpRraon | v and in the bone flap”), and stated there was no
process). and proof that the treatment might be beneficial,
3 The falure to provide pre-operative, intra-operative ‘amif that the innovative treatment might be
- Jspont ordance with Ineffective or even harmful.
and post-operalive surgical care in ace “
hospital  policies and acceptable standards T % 8 Bt _—
ractice including those of the nationally C‘ g : e- S
Fm:og nized Assocration of periOperative Registered —BLLMMBHQMMMJJ__&_M
52072013 330:27PM
Event IDV1KEX1]
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Nurses (AORN), for safety and

4  The falure fo conduct a comprehensive
investigation, inciuding a root cause analysis, of
three related incidenis within a six month penod
that met the hospital's written criteria for adverse
and sentinel events (untoward medical occurrences
that result in actual or potential harm to patients)

The falure to recognize wiolations of hospital
palicies and nationally recognized safety standards
In the care of Patent 1, who suffered actual harm
resulted In repeated non-compltance which caused
actual and potential harm to Patients 2 and 3

Findings

Dunng the perod from Oto 1, lwo
neurosurgeons (MD 1, MD 2) performed surgery on
three patients (Patients 1. 2 3) with end stage
gliobiastoma  multiforme (@  quickly  growing

cancerous brain tumor} In addiion to the complete
or partal removal of the tumors, Patients 1, 2, and
Junderwent  Implantation of live Enterobacter
aerogenes bacteria (a bacteria commonly found in
the gastrointestinal tract and defined by hospital
pulicies  as  a bwologic) nto  the bran  apd
surrounding bone tissue with the intent to create a
wound infection that would atack tumor cells The
bactenal agent used had never been tested on
fumans and both the Insttutional Review Board
(IRB-an unversity committee that oversaw
protection of human particpants in research)
and the Food and Drug Administraton (FDA-a
governmen| consumer protection ageéncy) had not

intesrnal

the

investigation was conducted that prevented

further cases from occurring. If an immediate
rdy si n exi uco i

ied long before M and

more than two years before the COPH 2567
was received in May 2013, The neurosurgeons
who performed these 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
I 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, creation of

“Innovativ * was initi i
2011 rovi s to I
that s not standard care, but does not fall

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 invoived the
implantation of an infectious biologic at the
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formally approved its use in the treatment of human
diseases

MD 1and MD 2did not inform the Investgational
Pharmacy of ther plans to use the unapproved
biolegic and did nol seek direction on the pre- or
post-cperative  pharmacolegic  management  of
Patients 1,2, and 3

MO 1and MD 2did not inform the physician
Director of Peri-operative Services (DPS) or the
Operating Room (OR) Manager of ther plan to use
the experimental biologic and the biologic agent
was taken into the OR without proper labeling ar
instructions for use, handling or disposal

MO 1and MD 2 had not prepared a posl-operative
plan for care, which substantially deviated from
expected post-operative  standards. and did  not
seek appropriate  and  timely  consulls  from
infectious disease specialists for the management
of the Intentionally mduced infections either before
or after the infections developed.

Tne Manager of Meadical Staff Administration (AM
1), In an Entrance Conference on B/27/12 at 8:45
am, stated there bhad besn no  imernal
investigaton of hospital systems and processes
following the surgeres of Patient's 1, 2, and 3 The

AM 1 staled  medical  stalf  leadership  had
determined this was a “communications” preblem
wih  the involved physicians and  had  been

addressed n Peer Review (8 process by which a
committee of physicians examinas the work of o
peer) AM 1 siated medical staff leadership had

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-existing policies
and procedures governing standard care and
human subjects research,

Therefore, as a central part of its plan of
correction, first submitted in response to the
CMS 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 is UCDMC
policy 2516, Innovative Care, that defines
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
1ssues identified

In an interview with the Acting Manager for Quality
and Safety (AMQS) on 8/29/12al 10am., she
stated her frst knowledge of the three surgical
evenis was when she read it in the newspaper on
7i22112 The AMQS stated there had been no
incident report (8 report by a staff member of an
unusual occurrence) filed In the cases of Patent 1,
2 and 3 The AMQS stated she reviewed all
hospital committee meeting minutes and did not
find any discussion of the three surgical cases
She revealed "l was made aware” Peer Review was
being conducted and was not asked fo conduct any
further nvestigation as ‘“nething bubbled up
regarding patient care ar safety "

The Chief Patent Care Services Officer (CPCSO -
responsibie for  nursing  services  throughout  the
hospital). in an interview on B8/30M2at 10am.
stated at present she had no knowledge of Patents
t, 2, or 3e¢ther than what she had read in the
newspaper. The CPCSO firmly stated, "This 1s not
a qualty of care issue” and "It 1s clear to me it 15 a
resegarch, medical staff |ssue" The CPCS0 stated
the events had besn reponed to the FDA and no
nursing aclion was regquired. Again, the CPSCO
repeatec "we  only conduct  investigations i
something 1s wreng and there was nothing wrong "
Continuing on, she further stated "This was an
innovative issue brought in by the physicians and
nurses  are  only responsible for  [ensuring  the
patient has] an informed censent Only Peer
Review was necessary.” The CPCSO0 stated it was

Ever I 1KE% 11 812012013
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not her expectation for the nurses to guestion the |
procedures performed as  nurses  are  not
“whistleblowers © The CPSCO stated she felt
strangly these were not a sentinel or adverse
events and incident reports did not need to be filed
The CPCSO., however, did acknowledge these
events should have been discussed with the
monthly meeting of the Qualty Committee.

The current Chief of Neurosurgery (MD 3), in an
interview on B/27/12at 3pm. stated there had
been no departmental review of Patient 1, 2, or 3's
surgical events. MD 3 acknowledged there was no
mechanism to capture activiies which were not
addressed In research profocols unless reported
and “stalf must report If they see something.”

In an interview with the Governing Body (GB - the
Dean of the Scheol of Medicine who was also the
Vice Ghancelior for Human Health Services) on
B/29/12at 2pm  the GB acknowledged there hail
been no evaluation of the systems that falled

Patient 1 Date of surgert_.r-!c

Review of the medical record revealed Patient 1 had
faled conventional treatment (surgical removal,
radialion and chemotherapy) for a brain  tumor
between [N 2010 e~ 2010 In-
2010 Patent 1 developed nght side weakness from
the recurrence of the brain twmor  Patient 1

consented to an untried and unproven treatment
(surgical remavs! of the fumor with implantation of
lve bowel bactena into the brain) to be performed
by MD 1 and MD 2 Qn-ﬂ Following surgery,

Evant (D 1KEX11 512012013
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Patient 1 experenced life threalening complications
and multiple infections which compromised critical
life functions (breathing circulation,
consciousness,  movement) and which  were not
managed in accordance with acceptable medical
praclices,

Within five hours of armval to the recovery room
Patient 1 had seizures, became unresponsive and
needed to have an atificial alrway (intubation) for
suspected bacteria in the blood Antibiotics were
adminstered  from o [Roce oo
continued despite, a) a decline in nervous system
function exhibited by an altered level of
consciousness, b) a culture from the brain cavity
that grew bacteria and ¢) an imaging study showing
the presence of encephaliis (infection of the brain)
On Il 0, 2 request was made for an Infectious
[Jisease consult as different lypes of bacteria had
been cullured from wuring, lung secrelions and a
buttocks wound

Between -1uaﬂd fre  death on -!0,
Patient 1 never regained independent breathing,
neurnlogic  of  feeding funclions. On -'!U
Patient 1 was descnbed as hawing seplic shock
(low bloed pressure resulting from bactena in the
blood) On IRC. the physicians confirmed the
loss of bLran  function and Patient 1's  family
withdrew life suppon  Shorly thereafter Patient 1
axpinad

Patient 2 Date of surge r'y-'l 0

Review ¢f the medical record revealed Patient 2

Event 10 1KSX11 Braomro3
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was diagnosed with a brain tumaor i -2010 and
treated with conventional surgery, radiation and
chemotherapy  In [l of 2010 Patent 2
developed et sided body weakness. A bran
imaging test showed recurrence of the tumor On
B MO 1and MD 2 performed surgery and
the same procedure was followed for  the
implantation of the live bowel bacteria into the brain
During Patent 2's hospitalization, from (O
-0. the left sided weakness increased. On
HlC 27 imaging test showed increased brain
swellng and pressure. On 0. fluid was taken
from the brain cavity and showed the growth of the
implanted bacternia.  Anlibiotics were not
administered Patient 2 was discharged to a Skilled
Nursing Facllity Dunng this approximate eleven
month period post discharge, increased pressure in
the brain ang chrome drainage fram the infection at
the onginal wound site required additional surgical
nterventions

Patient 3 Dale of surgery-n

Review of the medical record revealed Patient 3
sresented  to the  hospital emergency reom  on
11 with recent onsel of stabbing neck pan
traveling down the right arm and nght leg weakness
causing falls. An imaging test was suspicious for a
MD 1 provided treatment
standard and clinical research
well as 1he non-standard
experimental  treatment  performed  on Pabents 1
and 2 11, MD t1and MD 2 performed
removal of the tumer with implantation of the bowel
bactena inlo the brain. Patient 3 rapidly

e
offered
as

large  brain
consultation

lnial opticns

On
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experienced  life-threatening  eflects  from  the

sxpenmental treatment,

Immediately following surgery, Patient 3 developed
selzures and symptoms of sepsis (a life threatening
infection of the blood) After cne week, Patent 3
experienced breathing difficulty  which  required
inubation On the 12th post operative day. Patient
3pegan to decine and no fonger followed
commands Patient 3 had multiple cultures
(brain/spinal fluld, blood) that were positive for the
bacteria that had been implanted nto the brain
cavity Patient 3 also developed a viral infection of
the mouth and a bacterial infection of the urnnary
tracl. Infectious Disease consultants provided no
rationale  for treating some infections  with
antibiatics and not others. On [l a drain was
laced 1 the brain to reduce Increased pressure
The swaling could nol be reduced and Patient 3
copren o I

1 Failure to venfy medical staff compliance with
research activitias

In an interview on BRTMZat 1315am, the
Associate Chief Medical Officer (ACMOD) stated that
any drugs related to research must be dispensed

by the Investgational Drug Pharmacy (IDP) a
division of the hospital Pharmacy He stated a
protocol  was  being developed for all  unusual,

non-standard treatments. The ACMO
acknowledged Ihere was currently no process o
wentfy  non-standard  reatiments  and  verify IRB
approval The ACMO further statzd the medical staff
ctirrently had no plans to canduct audits to verify

innovative or

#1. Failure to verify medical staff compliance
with research activities.

How the correction was accomplished: The
Medical Staff developed a policy, Innovative
Care, in March 2012 to provide guidance and
oversight to Medical 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

Evenl [ 1KSX1)
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compassionate care, as well as to further
IRB or FDA approval for non-standard treatments UCDMC's academic mission. The revised policy
When asksd how the treatments would be includes an application that requires the
identified, the ACMO responded, "By common applicant to identify the materials that will be
sanse, someane will recognize . such as OR staff used for innovative care, including unapproved
MD 3 terview on 8/27/12at 10:30am drugs, devices and biologics. The Innovative
- in an me < K LT, X p p )
acknowledged the brain tumor treatments given to Care Review Committee will consider this
Patients 1, 2, and 3 were nol standard, had never information during the approval process and
been scientifically studied in humans, had not been will ensure that unapproved drugs, devices,
proven to  be . effective  and : wsr:e ;Tlihlj and biologics are used safely and in compliance
unprecedented " MD 3 revealed no clear benefit ha i
been defined for Patients 1, 2. and 3and the with UC_DMC policies and state and federél
treatment used was very high nsk for hamm regulations. The innovative care application
process includes the development of a plan for
MD 4, the physician Direclor of Hospital monitoring and evaluating outcomes. The
| j VIEWE n : g ) ;
Efiiemitkgs: S0, WiScuy, W AEMAEN: 9 policy requires that the innovative care will be
#2812at 415pm  MD 4 indicated that the 4 : A
infusion of bacteria that roulinely inhabit the bowel monitored by the Chief Medical Officer to
but become harmful in other body locations such ensure compliance with the approved
as the nervous system, was nol a standard innovative care plan, minimize or eliminate the
treatment for bram tumors MD 4 stale;:l tl':ls zylpe c: contintied use of ineffective or unsafe
i 3 Id invesligational an . i
treatment it humans would be g ; practices, and ensiire-that the physician and
subject  te formal  approvals,  protocols and o
published experence i animal testng MD 4 UCDMC meet ethical and legal obligations. The
acknowledged that research in humans had not process for applying to provide innovative care,
been conducted to defermine whether the lreatment the details that are included in the application,
would ba safe eaffective or what l:3utv.:?f."m-:*3 we;e .: and the oversight of the Medical Staff
be expected MD 4 further revealed there was n - .
saurce of reference for determining how to isolate Organization of the delivery of innovative care
the Infection n the brain 1o prevent the development that are required in the Innovative Care policy
of infections in ether body locations provide the necessary BCCOUNtability of the
. Medical Staff to the Governing Body for quality
¥ dical Slalf B s in place at the :
SEREU of Ea Hiedionl Sl SpWE: pq. of care and compliance with federal regulations
time of treatmen! of Patents 1. 2, and 3, defined A ’
the purposes of the medical staff as "To provide and hospital policies.
Evert 0 1KEX 11 SI2002015 3:30:27PM
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The Medical Staff will be educated about the
Innovative Care policy and the application
that all patents admitted to the hospital recejve process in at least two ways: electronically via
quality care and treatment" The bylaws stipulated an email that was sent out to all Medical Staff
that medical staff members were required to and Resident Medical Staff on November 29,
document their ability to provide patiert care and 2012, and at the Medical Staff Executive
treatment in accordance with generally accepted Committee, Quality and Safety Operations
standards of care The Bylaws defined the Committee, and clinical department quality and
responsibility of the Clinical Department Chairs to safety meetings by the Quality and Safety
establish an ongoing review process to evaluate Nurse Analysts.
patient care and ensure depaitment  members
practice within the privileges (authority) granted The revised policy, new application, and
The Bylaws defined the Chief of Staff (COS) or frequently asked questions document are
Chief Medical Oficers (CMO) duty to exercise attached to this plan of correction below.
aifienty 16, ‘8 erAUe _patlanl wallers  Joas Title of responsible person: Chief Medical
pracedence over all other concerns, b) to require Officer
consultatons when deemed necessary and c)
require medical staff to comply with the haospital Description of menitoring process: In all cases
end medical staff bylaws. rules and regulations, of innovative care, all aspects of the innovative
policies and procedures, or face disciplinary action care will be assessed during the approval
process by the Innovative Care Review
The GMO, in an interview on 82812 at 330 pm, Committee and will be monitored when the
acknowledged MD 1 approached him for approval to innovative care is provided, The quality and
reat Patient 1in early 2010 a8s a single safety of care provided to patients and
ane fime compassionate use of a non-approved compliance with hospital policies and federal
bislogic. The CMO directed MD 1to obtan a regulations will be monitored by the Chief
consultabion from the "ethies experts" to concur if Medical Officer. This will occur for each case of
the treatment was in the patient's best interest The innovative care, but may happen infrequently,
CMO  slipulated that  there be  specific as innovative care cases occur infrequently.
documentation 1n the medical record regarding MD
1's conversations with the IRB. MD 1 was directed Date of correction: The revised Innovative Care
to plan with the patient and family for possibie policy was approved by Medical Staff Executive
complications in ofder to agree on the scope of Committee on November 19, 2012. Education
frgatimant angd end point of care The CMO revealed to the Medical Staff began on October 24,
MD 1did not camply with these instructions prior to 2012.
Patient 1's surgery and he instructed MD 1rnot to 2516: 1 "
perfarm the treatment on any other patients untl ;
Event I 1KE5X 11 51202013 3:30:27PM
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formal approvals by the |RB and appropuate
requlatory agencies was oblained The CMO
acknowledged MD 1arranged for Patient 2's

rreatment on RO witheut his knowledge and
without complying with his instructions  from  the
prior case. The CMO stated he met with MD 1 and
again repeated his instructions not to perform other
treatments without approvals. The CMO stated he
was notified by the Director of the Pharmacy
following the third surgery on [Ji1and shorly
thereafter learned MD 1 had planned to do five more
cases

The CMO stated a "letter of expectation” was sent
to MD 1and MD 2on 3/17/11 which instructed MD

fand MD 2to ‘“cease and desist’ research
activities The CMO slated Peer Review
(muiti-disciplinary physician feview) was conducted

or 4/18/11 and the determination was made that
the "ssue’ needed lo go back to the IRB before the
two neurosurgeons would be authorized to perierm
similar  research  cases These lefters were
maintained in a "shadow"” file. not in the credentials
Mes of MD 1 and MD 2

In an interview with the Manager of Medical Staff
Administration  [AM)  1on  BR27M2at 12465 pm
she stated e Peer Review for the three surgloal
rases was presented to the GB a! the Governng
Advisery Council Mesting cn 11/14/11. The AM 1
acknowledged the Peer Review was presented
withaut detail in summary form and the discussion
was nol included in the minutes of the mesting

MO 1 was interviewed on B/30/12 @t 1140 a m. MD

I. PURPOSE

To provide guidance and oversight to members
of the University of California, Davis Medical
Center (UCDMC) Medical Staff in the innovative
use of medical therapies, devices and/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 innovative and compassionate
care, as well as to further UCDMC's academic
mission. These guidelines are designed to
protect patients and to support, not impede,
physicians in the consideration of care options.

II. SETTING
Medical Center

Il. DEFINITIONS

Innovative Care—is the application of a therapy,
device, or medication to a patient in @ manner
that departs in a significant way from standard
or accepted medical practice in order to
enhance the well-being of a specific patient.
The sole purpose of innovative care is to benefit
the patient, not to collect data to support a
hypaothesis or theory. Innovative care includes
any use of an unapproved drug, biologic or
device that is subject to Food and Drug
Administration (FDA) expanded access
approval. Innovative care also includes unusual
or entirely novel off-label uses of FDA approved
drugs, biologics or devices, but does not include
common off-label use. For the purposes of this
policy, innovative care and compassionate care
are synonymous,

Innovative Care Review Commiittee: A
subcommittee of the UCDMC Quality and
Safety Operations Committee. Members ore
appointed by the Chief of Staff on an ad hoc

Evernt ID1K5X11

52072013

F30:27PM

State- 2557

Page 12 of 20



CALIFCHREMNIA HEALTH AND FIUMAN SERVILES AGENCY

CEFARTMENT GF PUBLIC HEALTH

AR |y IBENT F S AT NLBES

050599

MULTIFLE dSTROCTION (X3} DATE SURVEY
COMPLETED
w BUNLDING
BLWING 08/30/2012

KAME DF PROVIDER OR SUPPLIER
UNIVERSITY OF CALIFORNIA DAVIS MEDICAL

BTREETAGUREES. CTY, STATE, 2IF CODE
12315 Stocklon Bivd, Sacramento, CA 95817-2201 SACRAMENTO COUNTY

CENTER
Va0 SUMMARY STATEMENT OF DEFICIERCIES (1a] PROVIDER'S PLAN OF CORRECTION (XE)
FREF X (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE CROSS- COMPLETE

TALS REGULATORY OF LSC IOENTIFYING NFORMATION] TAG REFERENUEL TO THE APFROPRIATE DEFICIENCY) PATE
basis each time an application for innovative
care is received and may include the Chief

1 acknowledged  formal  procedures  for  the Medical Officer (CMO), Assoclate CMO, and
acquisition, handling, use and disposal of Ihe representatives from Pharmacy, Clinical
bioingic were not followed for Patients 1, 2, and 3 Engineering, Perioperative Services, Patient
MD 1 revealed he did not know how much bacterla Care Services, Quality and Safety, ond the
to impiant as there were no prior studies to Institutional Review Board (IRB). Consultations
reference (o determine this. MD 1 revealed no post will be sought, os needed, from content experts
operative plan had been defined to denote the depending on the subject matter.
actions to be taken to rescus each patent from
lifa-threatening adverse effects of the treatment MD Iv. poLicy
1 further revealed “we told the nursing staff we were A. UCDMC recognizes that medical
going to do this [in the OR]" and "It went against all circumstances arise in which non-standard
OR rules." therapies for treatment or novel uses for drugs
or devices may be warranted. This policy will

2 Failure to ensure required approval, scheduling, assist providersin oppropriately identifying
procurement,  processing, labeling,  storage, use !r;novaﬁve care and resolving issues involving
and disposal of a non-approved biologic planaed treptment:

. ) The primary physician is responsible for
tM0 1 and MD _2 did not inform the OR of the use "f determining that a plonned rreatme;:t is likely
a biologic when scheduling Patent 1. 2 and 3% to be considered innovative care and to initiate
brain surgeries. The biologic agent was transporied the approval process described in section V.A,
trom a university animal research laboratory by a 1. The Innovative Care Review Committee will
university Research Assistant (RA) mn an uniabeled make the final recommendations regarding the
vial without instiuctons for  handling use or innovative care, seeking consultation from
disposal.  None of fhe perioperative  nurses ethicists and individuals experienced in both
imerviewed siated they were familar with the lerm clinical care ond research, as needed.
"probictic” (the term used by the neurosurgeon on 2. Outcomes will be monitored to ensure
two of the three patent Informed Consents) patient safety and appropriate use of
hawever they never questioned leadership about the innovative care.
definition or the handiing use or disposal of the C. The patient will be flagged in the EMR as a
biologic. None of the OR nurses interviewed. who recipient of innovative care and the Innovative
had either crculaied or scrubbed on lhe three Care Application form (Attachment A) will be
cases, considered nforming the Manager of the scanned into the EMR.
Operating Room (MOR) of the occurrence of a
treatment and processes outside of established OR V. PROCEDURE/RESPONSIBILTIY
standards of care A. Physician Responsibility

Event [0 1K5X 11 52023 33027PM
Siate- /567 Page 130t 20
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DATE

COMPLE

1E

1 acknowledged  formal  procedures  for  the
acquisition, handling, use. and disposal of the
biclogic were not followed for Patients 1, 2. and 3
MD 1 revealed he did not know how much bacteria
to implam as there were no pnor studies to
reference to determine this. MD 1 revealed no post
operative plan had been defined to denote the
actions 'o be taken to rescue each patient from
life-threatening adverse effects of the treatment MD
1 further revealed "we told the nursing s1aff we were
going to do this [in the OR]" and "It went against all
OR ruies "

2 Failure t0 ensure required approval scheduling,
procurement,  processing, labeling, slorage, use
anc disposal of a non-approved biologic

MD 1 and MD 2 did not inform the OR of the use of
a biologic when scheduling Patent 1 2 and 3's
brain surgenes  The biclogic agenl was transported
from a university ammal research laboratory by a
university Research Assistant (RA) in an unlabeled
vial  withou! Instructions  for  handling, use or
disposal None of the  penoperative  nurses
interviewed stated they were famiiar with lhe term
"probigtis" (the term used by the neurosurgeon on
twa of the threa patient Informed Consents),
however thav never questioned leadership abaut the
defintion or the handling use or oisposal of the
biolagic. None of the OR nurses interviewed who
had ether circylated or scrubbed on the three
casés  considéred informing the Manager of the
Operating Reom (MOR) of the occurrence of a
trealment and processes oulside of established OR
standards of care

1. Any physician who wishes to provide
innavative care utilizing an unapproved drug,
biologic ar device must first obtain an IRB
determination of whether the innovative use
requires FDA expanded access approval or
other regulatory approval,
2. To proceed with innovative care approval,
the ordering physician will submit a complete
innovative care application form (Attachment
A) to the CMO for consideration by the
Innavative Care Review Committee,
The application provides relevant details for
consideration including o description of the
Innovative care, specific consent including
unique risks and benefits, a care plan and
course of treatment including triggers for care
plan changes, and coordination with Pharmacy,
Infection Prevention, Laberatory, Perioperative
Services, Tumor Board, Bioethics Consultation
Cormmittee, Risk Management, if applicable.
The application will clearly address billing
issues, EMR documentation requirements and
staff/team education to protect patient safety
and maximize staff competency. The
innovative care application will also address the
plan for monitoring, outcome evaluation
tracking and reporting.
3. If the innovative care application is
approved, the physician will document in the
medical record the informed consent of the
patient/patient's representative reflecting the
discussion with the patient or his/her
representative ond the understanding that the
treatment represents a novel approach ond has
not been fully tested or approved prior to using
or administering the innovative care. The
physician is also responsible for assuring that
all staff participating in the care of the patient

Event IV 1TRSX 11

/2002013

5

3027TPM
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1 acknowledged formal  procedures  for  the
acquisition, handling, use and disposal of the
biologic were not followed for Patients 1, 2, and 3
MD 1 revealed ne did not know how much bactena
to implant as there were no prior studies to
reference to determine this MD 1 revealed no post
operative plan had been defined to denote the
actions to be laken to rescue each patient from
lifa-threatening adverse effects of the treatment MD
1 further revealed "we 1old the nursing staff we were
going lo do this [in the OR]" and "I went agamnst all
OR ruies "

2. Failure to ensure jequired approval, scneduling,
procurement,  processing,  labeling,  storage,  use
and disposal of a non-approved biologic

MD 1and MD 2 did not inform the OR of the use of
a biologic when scheduling Patent 1 2 and 3's
brain surgenes The biologic agenl was transported
from a university animal research laboratory by a
universily Research Assistant (RA) in an unlabeled
vial  without instructions  tor  handling, use or
disposal None of the penoperative nurses
interviewed siated they were famillar with |he term
“probiotic” (the term used by the neurosurgeon on
two of the thiee patient Informed Consents),
however they never questioned leadership about the
dgefimtion or the handiing, use or disposal of the
biotogic. None of the OR nurses inlerviewed who
had either cwculatied or scrubbed on the three
cases, considered informing the Manager of the
Operatng Room (MOR) of ihe occurrence of a
lrc-atrnen; and processes oulside of established OR
standards of care

are informed of the innovative core plan and

understand their roles in the treatment of the
potient.

4. The primary physician will oversee the
prospective monitoring and retrospective review
of the innovative care as required by the Chief
Medical Officer and/or Innovative Care Review
Committee.

B. Chief Medical Officer and Innovative Care
Review Committee

The CMO will review the application for
completeness and convene the Innovative Care
Review Committee.

The Innovative Care Review Committee is
designed for rapid response and flexibility in
composition for expertise. The Committee may
request assistance and input from the UC Davis
Biosafety Committee, Institutional Animal Care
and Use Committee (IACUC), Office of Research,
Bioethics or other individuals with expertise in
ethics, research, and clinical care.

If the Committee agrees that the proposed core
is Innovative and reasonable, approval may be
given to proceed. Limitations or modifications
to the treatment plan may olso be imposed.
The approved Innovative Care Application form
will be sent to Health Information Management
to be scanned into the EMR. The patient’s
record will be flagged to document that the
patient is receiving innovative care.

For all approved applications, the CMO will
ensure that outcomes are monitored to ensure
compliance, minimize the continued use of
ineffective or unsafe practices, and ensure that
the physician and UC Davis Health System meet
ethical and legal obligations.

INNOVATIVE CARE APPLICATION Attachment A

Event IR TKSX 17

5202013
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Name of clinician or teom
1 ackn.ctwledged farmal  procedures  for  the Potient's name, If applicable
acquisition, nhandling, use and disposal of the
biologic were not followed for Patients 1. 2, and 3 Description of innovative use (drug, device,
MD 1revealed he did not know how much bacteria biologic, technique, etc.)
to implant as there were no prior studies (o
reference to determine this. MD 1 revealed no post Attach somple consent form, including unique
pperative plan had been defined to denole the risks and benefits (must consider patient status
actions to be faken to rescus each patient from and ability to give consent)
life-threatening adverse effects of the weatment MD
1 further revealed "we told the nursing staff we were Care Plan mapping out course of treatment and
going to do this [in the OR]” and "It went against all triggers for chonges in plan (e.g., rescue if
OR rules " needed, intubation, code status, etc.)
2 Failure 1o ensure required approval, scheduling, Does the proposed innovative care involve the
procurement. processing, labeling  slorage  use “:E of an investigational drug, device or
and disposal of a non-approved biolegie thercpy?
MD 1and MD 2 did not inform the OR of the use of Wikeetia 0 i fuktiie ox s icrs Woditing
: and storage of the item(s) needed for the
a bologic when scheduling Patient 1, 2 and 3's innovative care?
brain surgenes The biclogic agent was ansporied
from a university anmal research laboratory by a Is a contract or purchasing agreement in place?
university Research Assistant (RA) in an unlabeled
vial  without instructions tor handling, use or Pharmacy issues/coordination
disposal None of the penoperative nurses
interviewed stated they ware familiar with the term Infection Prevention issues/coordination
‘probiatic” (the term used by the neurosurgeon on
two of the thtee patient Informed Consents), Laboratory issues/coordination
however they never questioned leadership about the Perioperative Services issues/coordination
definition or the handing use or dispasal of the Tumer Board communication
binlogic. None of the OR nurses inlerviewed who Bioethics consultation
had either circulated or scrubbed on the three Risk Management issue
cases, considered nforming the Manager of the .
Billing issues
Operating Reom (MCR) of the occurrence of a ) . -
st and. sioossses: BUIRE of aabished OR EMR d‘ocumenta_tmn requirements (description
of device, biologic, technique, etc.)
standards of care Staff/team education regarding care
Event 1L 1KSXA 11 5202013 330 27TPM
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1 acknowledged formal  procedures  for  the
acquisition, hanaling, use, and disposal of the
pioiogic were not followed for Patients 1, 2. and 3
MD 1 revealed he did not know how much bacteria
1o implant as there were no pnor studies 1o
reference to determine this. MD 1 revealed no post
operative plan had been defined to denote the
actions to be taken 1o rescue each patient from
life-threatening adverse effects of the treatment. MD
1 further revealed "we told the nursing stalf we were
going to do this [in the OR]" and "It went against all
OR rules.”

scheduling
use

2 Fallure o ensure required approval,
procurement,  processing,  labeling,  slorage,
and disposal of a non-approved biologic

MO 1 and MD 2 did net inform the OR of the use of
a biologic when scheduling Patent 1 2, and 3's
brain surgenas The biclogic agent was Wansported
frorn s university animal research laboratory by a
university Research Assistant (RA) in an unlabsled
vigl  without instructons  for  handling. use  Or
disposal Nene of the penoperative nurses
interviewed stated they were familar with the term
‘probiotic” [the term used by the neurosturgeon on
two of the threg patent Informed Consents)
however thay never questioned leadership about the
defimtion or the handhing. use or disposal of the

biologie. None of the OR nurses Interviewed who
had either circulgted or scrubbed on Ihe three
cases, consigdered informing  the Manager of the

Operating Room (MOR) of the occurrence of a
treatment and processes oulside ol established OR

standards of care

plan/course of care

Plan for monitoring, outcome evaluation,
tracking, reporting

Innovati re Fi ion.

(FAQs) Attachment B

Q. Is what | am doing research or innovative
core?

A, Federal regulations define research as a
systematic investigation, including research
development, testing and evaluation, designed
to develop or contribute to generalizable
knowledge. The purpose of research is primarily
to seek new knowledge, to reorder existing
knowledge, or to apply existing knowledge to a
new situation,

In contrast, the primary purpose of innovative
care is to benefit o patient(s), not to collect
dota to support a hypothesis or theory.
Innovative care is a non-standard procedure or
treatment that is solely attempted to enhance
the wellbeing of @ patient. Innovative care is
sometimes called “nonvalidated” treatment,
since it hos not been formally evaluoted for
safety or effectiveness.

Q. What kind of oversight is required for
research?

A. Procedures and therapies thot are
determined to be research require review by
the Institutional Review Board (IRB). If you wish
to provide innovative care utilizing an
unapproved drug, biologic or device, you must
first obtain an IRB determination of whether

Event IE- 15X 1
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the innovative use requires FDA expanded
access approval or other regulatory approval.

1 acknowledged  formal  procedures  tor  the

acquisition, handling, use and disposal of the Q. What kind of review and monitoring is

biologic were not followed for Patients 1, 2 ang 3 recommended for innovative care?

MD 1 revealed he did not know how much bacteria

to Implant as there were no prior Sludies to A. Innovative care should be monitored

reference to determine this. MD 1revealed no post prospectively and reviewed retrospectively as

operative plan had been defined lo denote the described in the Innovative Care policy. For

actions to be tsken to rescue each patient from innovative therapy/procedures that present o

life-threatening adverse affects of the treatment MD significant increase in risk over other acceptable

1 further revealed "we told the nursing staff we were afrematives_ or if the theropy/procedure is so

going to do this [In the OR]" and "It went against all novel or unique thot it is not possible to

OR rules.” evaluate the risk or benefit, the Innovative Care
Review Committee may be organized to review

9 Falure fo ensure required approval. scheduling the reasonableness of the proposed treatment
and the patient's situation and to moke

procurement  precessing, labeling, slorage, use _ : :

and disposal of a non-approved biologic recommendations to the Chief Medicol Officer,

" your department chair, and you,

MD 1 and MD 2did not inform the OR of the use of Q. Does every procedure that diverges from

a biologic when scheduling Patent 1, 2. and 3's accepted practice fall under the Innovative

brain surgeries The biologic agent was transponed Care policy?

fram a universily anmai research laboratory by a

umversity Research Assistant (RA] in an uniabeled A. It depends on the degree of deviation and

wial  without instructions for  handling. use or the associated risks. The higher the asseciated

disposal None of the peroperative  nurses risks, and the larger the divergence from

imerviewed stated they were familiar with the term accepted proctice, the more important it

"probiotic” (the term used by the neurosurgeon on becomes to consult the IRB and Chief Medical

two ol the three patemt Informed Conzents), Officer as described in the Innovative Care

however they never guestioned leadership aboutl the policy. When in doubt, consult. The Medical

definition or the handiing use or disposal of the Staff Organizotion, in consultation with the

bisiogic. Nong of the OR nurses interviewed who appropriate department chair, is ultimately

had ether crculated or scrubbed on lhe three responsible for determining what kind of

cases  considered Interming the Manager of (he monitoring, support or oversight (if any) your

Operating Roem (MOR) of the occurrence of a activity requires.

treatment and processes pulside of established OR

iiiotisite oF oare Q. What if my approved innovative
treatment/procedure is successful and | want

5rd0r2013 JI0ZTPM
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1 acknowledged  formal procedures ftor  the
acguisition, handlng, use, and disposal of the
biologic were not followed for Patients 1, 2. and 3
MD 1 revealed he did not know how much bactera
to implant as there were no prior studies o
reference to determine this MD 1revealed na posl
operative plan had been defined o denote the
actions to be taken to rescue each patient from
lite-threatening adverse effects of the treatmen: MD
1 further revealed "we told the nursing staff we were
going to do this in the OR]" and "It went against all
OR rules”

2 Falure 1o ensure required approval, scheduling,
procurement, processing, labeling, storage, use
and disposal of a non-approved biologic

MD 1 and MD 2 did not inform the OR of the use of
a bioclogic when scheduling Patent 1, 2, and 3's
brain surgenes The biologic agenl was transporied
from a university animal research laboratory by a
university Research Assistant (RA) in an unlabeled
vial without instructions for  hanclng, use o
dispusal None of the penoperative nurses
interviewed stated they were familar with lhe term
‘probictic” (the term used by the neurosurgeon on
twa of the three patent Informed Consents)
however thay never guestioned leadership about the
definiion or the handiing use or disposal of the
wmologic. None of the OR nurses inlerviewed who

had either circulared or scrubbed on the three
cases. considered Informing the Manager of the
Operating Room (MOR) of the ogcurrence of a

ireatiment and processes outside ol established OR
standards of carg

to repeat it?

A If you want to repeat the treatment beyond
the number of times initially authorized, you
should consult with the Chief Medical Officer,
who will in turn consult with the Innovative
Core Review Committee that initiolly reviewed
yaur treatment plan under the Innovative Care
policy. The Committee will consider whether the
treatment should no longer be considered
“innovative.” However, you should continue to
follow this policy for approval of further
treatments. Alternatively, the Committee may
recommend that any further treatments would
be best undertoken as research carried out with
IRB approval.

Q. What if | want 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} has said that “the intent to
publish is an insufficient criterion for
determining whether an activity involves
research.” Planning to publish an account of an
activity does not necessarily mean that the
project fits the definition of research. People
seek to publish descriptions of clinical activities
that are not research for a variety of reasons. In
fact, Kennedy and Eaton (2007) feel that “all
innovating physicians should assume a duty...to
educate about the impact of their chonges on
patient care.” They go on to say that “If formal
research is not conducted...the least that
innovating physicians can do Is to collect
outcome dota on their potients and use it to
inform themselves and other physicians.”
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1 acknowledged formal  procedures  lor  the
acquisttion, handling. wuse. and disposal of the
biologic were not fellowed for Patients 1, 2, and 3
MD 1 revealed he did nol know how much bacteria
to impiant as there were no pnor studies to
reference to determine this MD 1revealed no post
operative plan had been defined to denote the
actions to be faken to rescue each patient from
life-threatening adverse effects of the treatment. MD
1 further revealed "we told the nursing staff we were
going to do this [in the OR]" and "It went against all
OR rules "

2 Fajlure to ensuwe reguired approval, scheduling,
procurement,  processing, laheling, storage, use
and disposal of a non-approved biologic

MD 1 and MD 2 did not inform the OR of the use of
a biclogic when scheduling Patient 1. 2, and 3%
brain surgenes The biologic agenl was lransported
from a university animal rasearch lzboratory by a
university Research Assistant (RA) in an uniabeled
vial  without instructiens for  handling. use or
disposzl None of the peroperative  nurses
nterviewed stated they were familiar with the term
"probiatic” (the term used by the neurosurgeon on
twe of the three patient Informed  Conserts),
however thay never guestioned ieadership aboul the
defimition or the handhng wuse or disposal of the
bivlogic. None of the OR nurses interviewed who
nad either circulaled or scrubbed on the three
cases, consdered informing  the Manager of the
Operaing Room (MOR) of the occurrence of a
reatment and processes outside ol eslablished OR
standards of cang

How the correction was accomplished: The
Research Compliance Coordinating Committee
has been formed as an oversight committee
that includes representatives of the IRB,
Compliance, and the Medical Staff, The
multidisciplinary committee will allow for the
free fiow of information related to compliance
with human research safety rules for Medical
Staff members who conduct research activities
on haspital patients to ensure the safety of all
patients. In addition, the chair of one of the
IRBs 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 IRBs.

Title of responsible person: Chief Compliance
Officer

Description of monitoring process: The
manager of the Medical Staff, who is a member
of the Research Compliance Coordinating
Committee, will monitor the discussions held at
this meeting and track that information is
shared between the Medical Staff and the IRB
regarding physician compliance with safety
rules,

Date 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  farmal  procedures  for  the
acquisition, handling, use and disposal of lhe
biologic were nat followed for Patients 1, 2, and 3
MD 1 revealed he did not know how much bacteria
to impiant as thers were no pnor sludies to
reference to determine this MD 1 revealed no post
operative plan had been defined to denote the
actions to be taken 1o rescue each patient from
life-threatening adverse effects of the treatment MD
1 further revealed "we told the nursing staff we were
going to do this [in the OR]" and "It went aganst all
OR rules "
2. Failure to ensure required approval, scheduling, H2. Failure to ensure required approval,
procurement, processing, labeling, storage, use scheduling, procurement, processing, labeling,
and disposal of a non-approved biologic storage, use and disposal of a non-approved
biolegic
MD 1 and MD 2 did not inform the OR of the use of
a bhiologic when scheduling Patient 1. 2. and 3's How the correction was accomplished:
prain surgenes. The biologic agent was fransported UCDMC policy 2517, Research and Innovative
from a university animal research laboratory by a Care: Operative Room Review was developed
university Research Assistant (RA) in an unlabeled to provide a process to review appropriateness
vial  without instructions  for  handling,  use  of of research and innovative care in patients
disposal  None of the penoperative nuises undergoing surgery or anesthesia. The policy
interviewed stated they were familiar with the term provides for communication to Perioperative
"probictic” (the tetm used by the neurosurgeon on Services staff regarding research and innovative
two of the Ihree patient Informed Consents), care cases, a review process, education of staff
however thev never questioned ieadership about the regarding their roles in the case,
definition or the handling use or dispesal of the communication to surgery schedulers, and
biviegic. None of the OR nurses [nterviewed. who other safeguards to ensure that patient's
nad eifher circulated or scrubbed on the three receive safe, approved care and the
cases, considered inferming the Mapager of the professional standards are met. The policy is
Operating Room (MOR) of the occurrence of a attached to this document below.
I:i;::;;?;: r:nfarzmmbms FAREERE b SRt Title of person responsible: Director of
& Perioperative Services
Event D 185411 8/20/2013 33027PM
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Description of monitoring process: The Nurse
Manager of Perioperative Services is
In an interview with the RA on 872812 at 10:30 ;:_?;’::121?“‘;0;:‘::;i:;ii::r::ngpoﬁw
am., she revealed she was asked by MD 210 2517, and Is also responsible for the annual
produce and transport the biologic matenal to the competency assessment of Perioperative
hospital t© be implanted during Ilhe surgarte; for Services nursing staff. Following the
Palients 1, 2. and 3. The RA indicated she did not re-education of nursing staff during the month
follow any formal wotten protacols or procedures to of December 2012, the Nurse Manager will
package. label and transport the biologic material manitor each case of research ar innovative
care in the Perioperative Suites and monitor
In an interview with the Director of the Pharmacy that staff members appropriately advocated for
(DOP) on 8/2912at 10am. the DOP Indicated their patients and followed professional
thal existing hospital policies required all drugs and practice standards.
biologic materials be approved for human use by
the FDA The DOP siated that biclogic agents Date of correction: December 15, 2012
imtended for patient use would be considered
investigational and would reguire review by the IDP Policy 2517, Research and Innovative Care:
to ensure the integrity, Security, labeling, safety Operating Room Review
and f\orage' requlremiems in accordance with the PURBGSE
manufaciurer's recommendations
Provide process to review appropriateness of
In review of hospital policles in place at the time of research_and Innovative use in *?G”e”ts
the treatment of Fatients 1. 2 and 3, (JJicte undergoing surgery or anesthesio.
11) the following was noted. SEFFilG
Malicy #1508, ttled Distribution of Investigational UC Davis Medical Center (UCDMC) Operating
Drugs addressed  the storage and  distribution Room
reagquirements  for  lems mamtained oulside of the
pharmacy, transier and dsposal of the item and POLICY
labeling requirements The principal investigator (Pl) submits the
research protocol or the primary physicion
Policy #1509, titted Emergency Treatment Use of submits the approved innovative care
an Investgational Drug. Device or Biologic (FDA opplication to the Operating Room Manager for
regulated products) addressed the requirements for review. The review is conducted in consultation
use when there was insufficient time to obtain IRB with the Medical Director and Assistant
appraval befare rendering an investigational biologic Director of Perioperative Services.
Everit D 1KSX 11 5/120/2013 300.27PM
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to save a life The same reguirements appled for
dispensing through the IDP and notifying the FDA
or other oversicht agency. The policy further
directed that Investigational drugs and biologics
intended for the treatment of disease be recognized
n the United States Pharmacopoeia (USP), a
document which lists all drugs and biclogic
materials legally approved for sale and use in the
United States The policy further defined innovative
use as the application of a .medcation n 3
manner that departs in 2 significant way from
standard  or accepted practice and ncluded
unapproved biologics which had IRB approval In
addition, this policy stipulated an independent
assessment by an uninvoived physician must be
obrained

The new hospital policy 1D #2516 Innovative Use
Policy. presented in draft form, was acknowledged
ny the hospital to have been placed in use lo
provide direction for the use of an Unapproved Drug
Bivlogic or Device Hospital  leadership
acknowledged this pulicy had not been approved as
yel by the governing body This policy was similar
1o the old policy in that it again direcled the
physician to obtan approval of tha use of the
biologic from the IRE (or, in an emergency, from the
FOXA  with notification o the [RB). The pelicy
however faded to requite the approval process 1o be
formally documented In wrting O avoid any
misinterpretation  of the approval and 1o provide
puidence of approval o staff working in the OR In
addition. the policy did not -address any operational
issues including how to acquire, store. handle. use
or dispose of the Unapproved Drug or Bislogie or

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

The Medical Director may provide
recommendations regarding the sofeguarding
of patients' rights related to the
research/innovative care,

Principal Investigator includes the letter of
approval in submission packet to School of
Medicine Sponsored Programs as part of the
Institutional Review Board or Contracts and
Grants submission process.

Operating Room Manager updates list of
approved research/innovative care profects
which is referenced when research/innovative
care patients are scheduled. Schedulers should
notify managers of any research
subjects/innovative care patients on protocols
that have not undergone the review process.

Principal investigator or primary physician
identifies patients as research/innovative care
subjfects when scheduling procedures.

When the Pl or primary physician is not the
physician scheduling the case (e.g., the
anesthesiologist or another physician), then the
Pl or primary physician must notify the OR
manager or Charge nurse that a patient is, or
will be, the subject of research or innavative
care (when the case is scheduled). This must be
done on each ond every patient so identified.

Operating room clinical staff must check charts

Event 1D 1K5X 1) S(2072013
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what processes were needed 1o ensure all
environmenial and patient safety measures were in
place.

3 Failure to provide pre-operative, intra-operative
and post-operative care in accordance with hospital
policies and acceptable standards of practice

In an interview with the MOR on 8/27/12 at 10:30
am.  he stated he was not aware of any issues
regarding the use of the non-approved biclogic until
he was called by the Risk Management office n
mid I ¢t 2011, afer the third surgery. He
stated he talked with the nurses al thal time and
"found nursing was not involved” "they didn't know
anything about It" Although he was concerned that
something was brought into the OR without his
knowledge, he did nol conduct an  internal
invesngation  The MOR stated he had inlerviewed
the nuses mvolved and  they didn't remember
anything “changing hands.” He staled 'they [the
neurosurgeons] did something on the stenle fieid
the nursing staff was not involved with." The MOR
stated he didn't know what a "probiotic” was or why
the nurses had not questivned the use of the word
protiotic on the informed Consent The MOR stated
Patlent 1. 2, and 3's cases were never discussed at
any hospital committee meetings he attended The

MOR stated it was his behel there was no
necessity o develop or revise any policies
regarding the Use of an unapproved biglogic The

MOR stated he did not file an Inciden! Report (IR)
as he was informed the incidents “were being
handled by Climeal Affairs”™ The MOR
acknowledged he had not conducted any educalion

of research subjects/innovative care patients
for current, signed protocol or innovative care
informed consent forms prior to start of
procedure.

PROCEDURE/RESPONSIBILITIES
Principal Investigator or Primary Physician

Submits research protocol or appraved
innovative use application to Operating Room
Manager for resource review.

Forwards operating room letter of resource
approval to the School of Medicine Sponsored
Programs office (this step is skipped for
innovative care cases).

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

Places current, signed protocol informed
consent forms or innovative core informed
consent form in the medical record for review
by operating room staff prior to start of
procedure.

Operating Room

Manager conducts review of submitted
protocols or innovative care in consultation
with Assistant Director and Medical Director of
Perioperative Services.

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

In conjunction with the Office of Research,
maintains a list of approved protocols and
innovative care cases.
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what processes werg needed to  ensure  all
environmental and patient safely measures were in
place

3 Failure 1o provide pre-operative. intra:operative
and post-operative care in accordance with hospital
policies and acceptable standards of practice

In an interview with the MOR on B/27/12 at 10:30
am, he stated he was nol aware of any issues
regarding the use of the non-approved biologic until
he was called by the Risk Management office in
mid I of 2011, after the third surgery He
stated he talked with the nurses at thal time and
"found nursing was nol involved,” “they didn't know
anything about 1t" Although he was concerned that
something was brought into the OR without his
knowledge. he did not conduc! an  intemal
investigation. The MOR stated he had interviewed
the nurses involved and  they dide't  remember
anything ‘“changing hands.! He stated '"they [the
neurosurgeons] did something on the slenle field
the nursing staff was not involved with” The MOR
stated he didn't know what a “probiotic® was or why
the nurseés had not questioned the use of the word
probictic on the Informed Consent The MOR stated
Patient 1 2, and 3's cases were never discussed at
any hospial committee meetings he attended  The
MOR slaled i was his belie! there was no
necessity to develop or rewvise any polices
regarding the use of an unapproved biclogic The
MOR stated he cid not file an Incident Reporl (IR)
as he was infarmed the incidents “were being
handled by Clinical AHars" The MOR
acknowledged he had not conducted any educalion

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
care, and will implement the educational
program via the OR educators and CN3 of the
specialty.

The OR Manager will identify any deviations
from standard operating procedures that are
necessary to accomplish the research or
innovative care and inform staff of their roles in
these deviations.

Surgery Scheduling

Appropriately identifies those patients who are
research subjects/innovative care patients by
Information entered on the scheduling request
(see palicy related to innovative care),

Ensures research/innovative care subjects
scheduled for the operating room are on the
approved protocol/innovative care list.

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

Operating Room Clinical Staff

1. Review operating room chart for copy of
current, signed protocol informed consent form
for those patients identified os participants in a
research/innovative care protocol. Documents
Study coordinator in chart as well as any
treatment or equipment.

Office of Research/School of Medicine
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Sponsored Programs
what processes were needed to  ensure all Check surgical study submission for operating
environmental and patient safely measures were in room approvaol letter.
place
If approval letter is absent refer principal
3 Failure to provide pre-operative, Intra-operative investigators to the Operating Room Assistant
and post-operative care in accordance with hospital Director or Manager.
policies and acceptable standards of practice
Maintain accessible electronic database of
In an interview with the MOR on 8/27/12at 10:30 research protocols
am, he stated he was not aware of any issues
regarding the use of the non-approved biologic until
fie was called by the Risk Managemem office. in How the correction was accomplished:
mid [l of 2011, after the third surgery He UCDMC policy 3091, Labeling of Medications in
stated he talked with the nurses at that time and the Perioperative and Procedural Areas was not
"found nursing was not involved " “they didn't know followed, The policy was revised to make it
anything abeut it" Although he was concerned that clear that it applies to biological products, as
something was brought ino the OR without his has always been the intention but was not
knowledge, he @d nol conduct 3n intemal previously elucidated. Perioperative Services
investgation. The MOR stated he had interviewed staff were re-educated about the content of
the nurses nvolved and they didn't remember the policy at staff meetings and electronically
anything "changing hands" He stated “they [the via an all-staff electronic “Read Mail” file that is
neurosurgeons] did something on the slerle field required reading for all staff. The “Operating
the nursing stafi was not involved with." The MOR Room Documentation Audit Tool” was
stated he didn't know what a "probiotic” was or why designed and routed for review and approval
the nurses had not questioned the use of the word with the audit of appropriate medication
probiotic on the Informed Consent. The MOR stated Iabeiing practicestobegin in early December
Patient 1, 2, and 3's cases were never discussed at 2012. The policy is attached below,
any hospial committee meelings he aiended The
MOR slated # was his belef there was no Title of responsible person: Director of
necessity to  develop or revise any policies Perioperative Services
regarding the use of an unapproved biologic The i 0
MOR stgled he did net file an Incdent Report (IR) Eoescript‘lon:f manitoring pmcgss: The ’
as he was infermed the incdents “"wete being wa?:;:sti‘;:e dogr UID::quTsi_nrt\:::al::l:lft Tool
handled by Climcal Aftairs” The MOR Perio oS d d =
perative Services and routed for review
acknawledged he had not tonducted any educalion and approval by Perioperative Services
Evarit 1D TKEX 11 520/2013 330.27PM
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what processes were needed to ensure all
environmental and patient safely measures were in
place.

3 Failure to provide pre-operative, ntra-operative
and post-operative care in accordance with hospital
policies and acceptable standards of practice

In an interview with the MOR on B/27/12 at 10:30
am, he stated he was not aware of any issues
regarding the use of the non-approved biologic until
he was called by the Risk Management office in
mid [l o 2011, after the third surgery He
stated he talked with the nurses at that tme and
“found nursing was nol involved.” "they didnt know
anything about it" Although he was concermed that
something was brought into the OR without s
knowledge, he did nel conduct an Internal
investigaton The MOR stated he had interviewed
the nurses Involved and they didnt  remember
anything "changing hands.' He stated “they [the
neurosurgeons] did something on the slerie field
the nursing staff was pot invelved with” The MOR
stated he didn't know what a "prabiotic’ was or why
the nurses had not questioned the use of the word
probiotic on the Informed Consent The MOR stated
Patient 1 2 and 3's cases were never discussed at
any hospital committee mestings he attended The
MOR stated # was his belef there was no
necessity 1o develop or revise any policies
regarding the use of an unapproved biglogic  The
MOR stated he did not file an Incident Repord (IR)
as he was mformed the incidents "were being
handled by Chlinical Affairs"” The MOCR
acknowledged he had not conducted any education

administration. The audit of appropriate
medication labeling practices will be conducted
by the charge nurses in Perioperative Services
and overseen by the Nurse Manager beginning
in early December 2012,

Date of correction: December 1, 2012

# i edil n ti
Perioperative and Procedural Areas
I. PURPOSE

To outline the process for appropriate labeling
of medications and solutions in the
perioperative and procedural settings. Errors
can result when medications and other
solutions are removed from their original
containers and placed into unlabeled
containers,

Il. SETTING
Medical Center

Ill, DEFINITIONS

A. Medication--Includes any prescription
medication, sample medications, biological
products, herbal remedies, vitamins,
nutriceuticals, over-the-counter drugs, vaccines,
diagnostic and contrast ogents, radioactive
medications, respiratory therapy treatments,
parenteral nutrition, blood derivatives,
intravenous solutions (plain with electrolytes
and/or drugs) ond any product designated by
the United States Food and Drug
Administration (FDA) os a drug.

Solutions--Includes chemicals and reagents such
as formaline, salinie, sterile water, Lugol's

Evesd IDr1KSX11

Sr2012013

33027PM
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B. solution, radiopaque dyes, glutaraldehyde
what processes werg needed to ensure all and chlorhexidine.
environmental and patent safely measures were in C. Applicable locations--Any surgical or other
place. procedural setting ond includes pre-, intra, and
) . _ : post-operative/procedural components that
3 Failure to provide pre-operative, intra-operative medications oe;/;spalutians !nc!ud.frg but .'w:1 .~
and post-operative care in accordance with hospital limited to, radiology and oth erim;ging
policies and acceptable standards of practice services, endoscapy units, patient care units
surgical suites, prep areos, pre-operative
In 2n imerview with the MOR on 82712 at 10:30 holding and Past Anesthesia Core Unft(PACU}
am _  he stated he was not aware of any issues
regarding the use of the non-approved biologic until D. Immediately--no intervening octivity, without
e was called by the Risk Management office in any break in the process
md [ of 2011, after the third surgery He
stated he lalked with the nurses at that tme and V. POLICY
“found nursing was not involved” "they didn't know A. Labeling occurs when medication or solution
anything about it" Although he was concemed that is transferred from original packaging to
something was brought into the OR without his another container. It is unacceptable to
knowledge, he did not conduct an intemal pre-label empty syringes.
investigation. The MOR stated he had interviewed )
the purses Involved and they didn't  remember fh Labe; m:{stmcfude the g Sf’fﬂgf’f of
anything “changing hands." He stated "they [the aemrzn:;rgf:r:r:mfrmﬂ Unféﬂr?ﬁu:?tl'gnot
neurosurgeons] did something on the sterle field nf ;at Ly mth a;n:::. ;-" ration date
the nursing staff was not involved with." The MOR 5 hotused u:.‘th‘ Z’th : ;eﬂ H;epmduct
stated he didn't know what a "prabiotic” was or why et dis ﬂ:zn Zdzurs ‘_J"E ﬁpr:a et
the nurses had not questioned the use of the word da?e/t:‘mes i ‘u;‘;’zn xp:.:;:r ":: L
probiotic o the Informed Consent. The MOR stated e proaucys Ligtore
2 ; vk =l prepared and kept ready for emergency cases.
Patient 1. 2, and 3's cases were never discussed at It is acceptable to use purchased, pre-filled,
any hespilal committee meetings he attended The ! : i
y pre-labeled syringes such as on procedure trays,
MOR stated it was his behef there was no e i ”:
necessily to develop or revise any policies C. Expiration time for propofol is six hours from
regarding the use of an unapproved biologic The the time it is drawn up. Products prepared by
MOR stated he did not file an Incident Report (IR) pharmacy in a sterile hood will have an
as he was informed the wadents “were being expiration date/time on the label. Products
handled by Clinical Affairs,” The MOR drawn up by the anesthesiologist or operating
ackhowledaed he had not congucted any educalion room personnel will be given a 24 hour
Event 1D 1K5X11 5202013 J30:27PM
Pags 18 ol 20
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PREF¥

TAG
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(EALH CURRECTIVE ACTION SHOULD BE CROSE- COMPLETE
REFERENGER TO THE APPROPRIATE DEFICIENTY) DATE

what processes were needed o ensure  all
environmental and patient safety measures were in
place.

3 Failure to provide pre-operative, intra-operative
and post-opérative care In accordance with hospital
policies and acceptable standards of practice

In an interview with the MOR on 8/27/12 at 10:30
am, he stated he was not aware of any issues
regarding the use of the non-approved biologic until
e was caled by the Risk Management office in
md [ of 2011 after the third surgery. He
stated he talked with the nurses at that time and
“found nursing was not involved," "they didn't know
anything aboul it." Although he was concerned that
something was brought into the OR without his
knowledge, he did nct conduct an internal
nvestigation. The MOR stated he had interviewed
the nurses  volved  and  they  didn't  remember
anything “changing hands." He stated “they [the
neurosurgeons| did something on the stenle field
the nursing staff was not invaolved with” The MOR
staled he didn't know what a "probiotic” was or why
the nurses had not questioned the use of the word
probiotic on the Informed Consent The MOR stated
Patient 1 2 and 3's cases were never discussed at
any hospital committee meetings be attended The
MOR staled it was his belef there was no
necessity to develop or revise any policies
regarding the use of an unapproved bielogic The
MOR stated he did not file an Incident Report (IR)
as he was nformed the incdents "were being
handled by Clinical Affairs™ The MOR
acknowledyged he had not conducted any education

expiration date/time unless the product expires
in less than 24 hours.

D. All fabels are verified both verbally and
visually by two qualified individuals when the
person preparing the medication s not the
person administering the medication.

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

F. Any medications or solutions found unlabeled
are immediately discarded.

G. All eriginal containers from medications or
solutions remain available for reference in the
perioperative/procedural area until the
conclusion of the procedure.

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

I. At shift change or break relief, all medications
and solutions both on and off the sterile field
ond 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-procedural 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 qualified
Individual. For example, the anesthesia provider
may draw up a medication ond immediately
administer and/or dispose of the entire
contents of the syringe without leaving the areo
or moving to another function prior to

administration or disposal.—

Eveat I TKSX 11

52002013

330:27PM
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V. PROCEDURE

A. Develop area specific procedures that meet
the labeling requirements outlined in this
policy.

what processes were needed o ensure  all
environmental and patient safely measures were in
place

B. Verify that staff members follow procedures
related to labeling of medications and
solutions.

3 Failure to provide pre-operative, intra-operative
and post-operative care in accordance with hospital
policies and acceptable standards of practice

In an interview with the MOR on 8/27/12 at 10:30
am. he stated he was not aware of any issues
regarding the use of the non-approved biologic until
he was called by the Risk Management office In
mid Il of 2011, afer the third surgery. He
stated ne talked with the nurses at thal time and
“found nursing was nol involved ™ “they didnt know
anything about it" Although he was concemed that
something was brought into the OR without his
knowledge, he did not conduct an internal
investgation. The MOR stated he had interviewed
the nurses nvolved and they didn'l remember
anything “changing hands." He stated "they [the
neurpsurgeons] did something on the stenle field
the nursing staff was nat involved with," The MOR
slaled he didn't know what a “probiotic” was or why
the nurses had not questioned the use of the word
probiotic an the Informed Consent The MOR stated
Patient 1. 2. and 3's cases were never discussed at
any hospial commiltee meetings he atended The
MOR stated ¢ was his belief there was no
necessity to  develop or revise any policies
regarding the use of an unapproved biologic The
MOR stated he did not file an Incident Report (IR)
as he was wfomned the incidents “were being
handled by Clinical Affairs" The MOR
acknowladyged he had not conducted any education

Event IDM1KEX 11 50202013 330:27PM
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what processes werg needed to ensure all
environmental and patent safely measures were in
place.
3 Failure to provide pre-operative, intra-operative K5, Fiflsne to providle pre-operative;
and post-operative care in accordance with hospital nt sative, and post-operative caréin
policies and acceptable standards of practice aiton dal nce with hospital policies and
acceptable standards of practice.
In an interview with the MOR on 8/27/12 at 10:30
am, he staled he was not aware of any issues How the correction was accomplished: The
regarding the use of the non-appraved biclogic until standards of professional practice call for
he was called by the Risk Management office in providers to act as a patient advocate, seek
mid [l of 2011, after the third surgery. He specialized dialogue appropriate to the patient,
stated he talked with the nurses at that me and facilitate communication between health care
“found nursing was not involved” "they didn't know professionals to enhance patient outcomes,
anything about it" Although he was concerned that and consult with the appropriate health care
something was brought into the OR without his providers to determine a need for new
knowledge, he did net conduct an  internal treatments. UCDMC Nursing Practice
invesugation. The MOR stated he had interviewed Committee ensures that the standards of
the nurses involved and they didn't remember professional practice are outlined and
anything “changing hands." He slated "they [the measured in the nursing competencies that are
neurosurgeons] did something on the stenle fisid specific to each patient care setting. The
the nursing staff was not involved with" The MOR surveyors did not find deficiencies with
stated he didn't know what a "probiotic’ was or why UCDMC's policies or competencies, The
the nurses had not questioned the use of the ward correction for this deficiency is re-education of
probiotic on the Informed Consent The MOR siated staff regarding the.expectatio? that
Patient 1. 2, and 3's cases were never discussed at Perioperative Services staff will advocate for
any hospital committee meetings he attended The ﬂa:'er;ttswwr“:a"a‘it"e;ei\"insﬁ:fr: “:2:]-‘:: |
MOR stated it was his belief there was no Pol;::: 25:70stea?chat::dinnco:mv:c;e-
necessity 1o develop or rewise any pelicies Dpieiiiting fioam Rt Sor astablistiod a-
regarding the use of an unapproved biclogic The prncess-'tcbehllowedt; ot vide foi
MOR stated he cid not file an IncudenihRapon (IR) communication o Perioperathe Barvlces et
as he was mnfermed the mmderlis wa_rr_- being Sngariliog research andinnovative Cafo bates. a
papdied. by Chniesl ANSHSE  Tee: MR review process, education of staff regarding
goknowlednged he had not canducted any education thelr roles In the case, commuiERtion to
Eyent 1D 1K8%11 520/2013 3:30.27PM
Page 16 ol 20
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for the nursing staff on standards of ca
safety or conduct in the OR following these

The Directar of Peri-operative Services (

surgery schedulers, and other safeguards to
ensure that patient's receive safe, approved

re, practice, care and the professional standards are met,

avents.
Title of person responsible: Director of

DPS), in an Perioperative Services

imerview  on  B/29M12at 11am, stated he first

learned about the surgeries after the third case The
DPS stated he made assumptions at the lime that
this would be handled i Peer Review. The DPS
stated he never addressed these surgeries as being

oulside of expected CR standards of care

In & subsequent interview conducted with the MOR
on B/3D/12 at 850am, he stated he did not recall
a request from the Compliance Office to review OR

Description of monitoring process: The Nurse
Manager of Perioperative Services is
responsible for the re-education of
 Perioperative Services staff regarding policy
2517, and is also responsible for 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 each case of research or innovative

policies and procedures. In review of the current OR care in the Perioperative Suites and monitor
policles and procedures, therg was no reference to that staff members appropriately advocated for
a) how slaff would wverify the approval of a their patients and followed professional
non-standard, ncn-approved biclogic, of b) what practice standards.

steps  staff would take o ensure the safe

scheduling, acquisition, packaging, use, handiing Date of correction: December 15, 2012

and disposal of a biologic

That afternoon, zfter being presented with evidance

of several documented e-mails, the MOR recalled a How the correction was accomplished: The
meatng held with two Compliance staff members Medical Staff developed a policy, Innovative
on 92711 whereby he was instructed 10 draft a Care, in March 2012 to provide guidance and
policy that would prevent anyone from bringing in

unapproved substances 1 the OR In a

ot e oversight to Medical Staff members in the

7113712 ten months later the MOR responded he innovative use of medical therapies, devices
and the Assistant Manager had determined the and/or medications in the treatment of
IRB policies covered (his" and no new pelicy was patients, The guidelines are intended to
SregiRe minimize the potential risk to bath patients and
In an intetview with the RA on 8/28/12at 1030 physicians in the delivery of innovative and
am,, she staled MD 2 had told her the Lieloge compassionate care, as well as to further

Event 1D 1KSX11 s12002013 3:30.27TPM
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UCDMC's academic mission, The UCDMC policy
E on Innovative Care was revised in September
agen! had been approved for use on Patents 1, 2, 2012 to include an application with questions
and 3. The RA, who was in the OR for the surgeries about contracts, agreements, and the plan for
of Patlents 1and 2, stated both surgeons spoke to acquiring, handling, and storing the items
the surgical team and lold them 1o keep the needed for innovative care. The process for
pacteria solated from other “tools". The RA sad applying to provide innovative care, the details
she chserved the scrub nurse 'clear off the bench” that are included in the application, and the
and the solution being poured Into a bowl The RA oversight of the Medical Staff Organization of
stated the surgical stafl asked her during the the delivery of innovative care that are
procedure if it was safe to handle "the matenal” required in the Innovative Care policy provide
She replied, “yes" f it was handled correctly the necessary accountability of the Medical
withoul a spill Staff to the Governing Body for quality of care
and compliance with federal regulations and
In an interview with the Infection Prevention hospital policies.
Manager (IPM) on B/27/12 at 2:563 p.m _ she
slated she leamed of the three neurosurgenes Title of person responsible; Chief Medical
“from the newspaper” She identified the organism Officer
as a bacteria "rarely seen In the hospital™ The IPM
stated no one had asked her for any policies, UE'SCriPﬂOf'l of monitoring process: In all cases
procedures or clarification aither before or after this of innovative care, the i53n of unapproved
was publshed The IPM stated it was ‘“unikely drugs, devirjes and blc?icgtc materials used for
(Infection  Preventon Leadership] would have r::‘;:::?::‘(’:‘:‘:;':vﬂgersﬁedgv 'theth
approved" the use of the biclogic had advance 4 ‘m e LTI TR
5 approval process. The acquisition, storage,
khowledge of s proposed use been known The b % ;
: ! andling, use and disposal of drugs, devices,
iR “heped appmpnatg e 4 c}eaﬂ.lng g.nd and biologic materials will be addressed. For
disposal of the bacteria had been done She ;

f 5 the next four months, all approved innovative
ﬂESCﬂbEU sale handling as nreedlng W ha_vE cases will be reported ta the Quality and Safety
inclided guanding the bacteria’s ‘container "o Operations Committee, including outcomes
preverit a spill” The IPM Indicated the Infection and manitoring reports. Thereafter, it will be
Prevention Depadment would have followed the the responsibility of the Chief Medical Officer
post-operative  clinical  care  of lhe. patients, had 10, ehure that cutcoies are enofitorad. Thid
notification of the procedures been received will occur for each case of innovative care, but

may not happen frequently, as innovative care
MO 4, in an interview on B/28/12 at 4 pm | revealed cases occur infrequently.
he expected formally approved research protocols
to-be established prior ta.any innavative treatment Date of correction: The revised Innovative Care
Evertl I 1K5X11 5/20/2013 F30.27PM
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i order to defing the pre-operative, intra-operative
and post-operative plan of care including the safe
use of the binlogic He expected treatmenis lo be
FDA approved, channeled through the IDP, with
clear instructions for the handling, use and disposal
of the product MD 4 acknowledged the three
surgical cases, all which involved serious nfection
had not been discussed at any Infection Contral
Commiites meehng

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

In multiple interviews previously referenced. hospital
leaders stated they did not believe the use of a
bacterial agent never tested on humans and not
approved for use in the ftreatment of human
diseases.  introduced  without  OR staff  prior
knowledge o education, 1o Inlenticnally cause a
serous infection with no post-operative plan  for
treatment on three separale occasions was an
adverse evemt

I revew of a hospital poliey 1D #1440 titled
Sertingl Events, dated 51010, a sentinel event
was defined as "an unexpecled occcurrence or

healln care associated Infection resulting in death
or sernous physical or psychological injury or fhe
nsk thereof" The policy further direcled the
ocourrence. be  evaluated with  the  established
ertenia defined which included. "C There has been
more than one event of the same lype within a six
month period or D The nature of the eveni could

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
reads “In review of a hospital policy ID: #1513,
titled Reporting Serious Adverse Events, there
was also definition of specific adverse
outcomes that would qualify to be reported as
an adverse event. This included: ‘B, Patient
death or serious disability assoclated with the
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, requires reporting of an adverse event
in which the following occurs: “Patient death
or serious disability associated with the use of a
contaminated drug, device or biologic provided
by the hospital.”

The California Health and Safety Code, section
1279.1(b){2)(A) identifies this type of

potentially  undemine  publc  confdence  In the
hospital * The policy stipulated the individual most reportable adverse event as: Patient death or
serious disabllity associated with the use of a
Event 10 1K5X 11 512012013 330 27PM
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NAME OF PROVINER OR SUPPLIER

UNIVERSITY OF CALIFORNIA DAVIE MEDICAL

STREET ADDRESS. GITY. STATE. 2P COOE

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

CENTER
(ECiR) SUMMARY STATEMENT OF DEFIGC ENCIES [[% PROVIDER'S PLAN OF CORRECTION (RB)
PREF A (EACH DEFICENCY MUST BE PRECEEDED BY FLLL PREFIA {EACH CORRECTIVE ACTION SHOULD BE CROSE COMPLETE
TA0 REGULATORY (O LSC IDENTIFYING INFORMATION) TAG REFERENCED TQ THE APPROPRIATE DEFICHENCY) OATE

contaminated drug, device, or biologic provided

directly invalved will be respansibie for reporting by the health facility when the contamination is

submitting an Incident repart. The policy further the result of generally detectable contaminants

directed "If the event is determined to be a sentinel in the drug‘ device, or biologic, reggrdfes of the

event, a rool-cause analysis will be conducted source of the contamination or the product.

In review of a hospital policy 1D #1513 titled The materials used in these three cases were

Reporting Serious Adverse Events, there was also 'not contaminated and therefore do not maet

defintion of spectfic adverse outcomas that would the State or UCDMC adverse event reporting

qualify to be reported as an adverse event This criteria.

included. “B. Product or device events, Including

the following 1 Patient death or serious disability How the correction was accomplished: All

associated with the use of a biologic provided by UCDMC patient care staff were re-educated

the hospital " about the content of policy 1440, Sentinel
Events, and policy 1466, Confidential incident

A non-approved biologic was used on three patients Repo“rls, reminding them to report any

without proper FDA and hospital approvals over a Pfaﬁlce? that they observe or learn about that

six month period,  In accordance with statute and they believe are unsafe or depart from what

per hospital policy 1D #1513, the facilty falled to they be“";f ?fre acceptable stand;rds of

identify these surgeries as adverse events, and fr::::ﬂce' ? Gan r;:ort e"?“tl*; y notifying

faled to report the evenis in a umely manner as ; ; IRV 5::“ or & “2;‘; i"': h:m; HEpOrt:

required by statute. The cumulative effect of the _nc:d::: :EPU'; tan :! 't' the e ectr.oryc

falures identified in this document, caused. or was MICIEHAS FEPOTTIIE AYSIEM, DI 10'6 SURSIVIGT,

| X ; in an idoath 1o i who will create a report on the electronic

'RT:? tto SRS BRE. e = ' incident reporting system. Incident reports are

RIERMERSS electronically routed to Risk Management,
Quality and Safety, and the manager who is

f > fici % T

Thl‘ﬁm facility failed to prevent til:-:- Liel :‘ nlency { *e"'s,\ as assigned responsibility for that category of

deperibadd shovs that/cased, o | Tty lor Catlen; incident reports, for review and appropriate

senous Injury or death to the patent. and therefore otion

consttutes  an  ammediate  [eopardy  within the

mieaning  of Health ang  Safety Code Ssction Title of rESpOnslble person: Chief Medical

1280.1(c) Officer, Chief Patient Care Services Officer,
Director of Pharmacy, Director of Perioperative
Services

Event 10 1REX 11 S2012u13 330:27P
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OEPARTMENT OF PUBLIC HEALTH
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050599 B WNG 08/3012012
RAME OF PROVIDER &R SHPPLER STREET ADGRESS. CITY, STATE, 1P COOE
UNIVERSITY OF CALIFORNIA DAVIS MEDICAL 315 Stockion Bivd, Sacramento, CA 95817-2201 SACRAMENTO COUNTY
CENTER
(X4yiD SUMMARY STATEMENT OF LEFIC ENCIES 1 PROVIDER'S PLAN OF CORRECTION (55)
BREF (EACH DEFICENCY MUST BE "RECEEDED By FULL PHETIX {EACH CORRECTIVE ACTION SHOULD BE CROSS COMPLETE
TAG FEGULATORY OF LSC IDENTIFYING INFORMATION) TAL: REFERENCED TO THE AFPROPRIATE DEFICENCY) DATE

Description of monitoring process: UCDMC Risk

, : \ Management oversees the incident reports on
directly nvolved will be responsible for reporting a dally basis. Monthly, the Patient Safety

submitting an incident report. The policy funther Events Committee will review a report of the
directed "If the event is determined to be a sentinel incident reports from the previous month that

event, a rool-cause analysis will be conducted " breaks out the incident reports into categories,
_ : : and provides detall of all incident reports
in review of a hospital policy 1D: #1513 tlled flagged as causing harm to a patient or having
Reporting Serous Adverse Events, there was also the potential to cause harm to a patient. This
definition of specific adverse outcomes that would activity will allow the Patient Safety Events
qualify to be reported as an adverse event This Committee to systematically monitor incident
ncluded. "B, Product or device events, including reports that may identify practice that is unsafe
the foliowing 1 Patient death or serious disabilily or departs from acceptable standards of
associated with the use of a. biologic provided by practice and do further study to ensure that
the hospital ™ unsafe practice is addressed and prevented.
A non-approved biologic was used on three palients Date of correction: June 1, 2013

without proper FDA and hospital approvals over a
s month period  In accordance with statute and
per hospital pulicy 1D #1513, the facility failed 1o
identify these surgeres as adverse events, ani
faded to repon the events in a tmely manper as
required by statute The cumulative effect of the
falures dentified in this document. caused. or was
likely to cause, serious nury of death to the
patients

Tris facility failed to prevenl the deficiency(ies) as
described ahove that caused, or is likely to cause,
saeflous injury or death fo the patent, and therefore
constitutes  an immediate  jeopardy  within  the
meaning ol Heaith and Safety Code Section
1280 1{c)

Event 1) 1K5%11 Bl0/2013 330:27PM
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