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A 00O INITIAL COMMENTS A 000 ; Submission of this plan of correction is
not an agreement that the facts are

The following reflects the findings of the California correct or an admission that the Hospital
Department of Public Health during a Full violated the rules.

Certification survey conducted October 2 through
October 5, 2007. The Southwest Healthcare
System is comprised of two hospitals under the
same licensure (Inland Valley Medical Center and
Rancho Springs Medical Cenier).

. The CFO and CNO were nolified that Immediate
: Jeopardy was declared on October 2, 2007, at
6:05 p.m. The immediate Jeopardy was
identified due to the facility's failure to ensure the !
safe storage of food to prevent the potential for
food borne iliness in their patients. An acceptable
plan of carrection was received, and the CFO and
CNO ware notified that the Immediate Jeopardy
was abated on October 3, 2007, at 8:25 a.m.

The CFO was nofified that Immediate Jeopardy B
was declared on Qctober 4, 2007, at 5:35 p.m. i -
| The Immediate Jeopardy was identified due to . -
i the facility's failure to ensure the avaitability of an ) -
i adequate supply of emergency medications R
i needed 1o treat Malignant Hyperthermia (a lifa L
i threatening medicat emergency associated with SR R ,
the administration of general anaesthasia) in ST P -
accordance with the standards established by the SR -t
Malignant Hyperthermia Association of the United
States, resulting in the potential for harm and
death in all patients receiving anesthetic agents
known to cause Malignant Hyperthermia. An
acceptable plan of correction was received, and
the Director of QAP was notified that the
Immediate Jeopardy was abated on October 4,
2007, at 7:35 p.m. )

I
j Represenling the Department of Public Health; !
¢ Tina Buchanan, HFEN; X
i Janne Powell, HFEN,;

LABQRATORY DIRECTOR'S OR PROVIDE

I £

TITLE (40) DATE

CEQ cliyfof

Any deficiency statemant ending with an asterisk (") denotes a d‘ﬁc‘nncy which the instRutio may be excused fram correcting providing ifis determined that
other safeguards provide sufficlent protection to the patients. (See instructions. ) Except for nyreing homas, the findlings stated above are disclosable 90 days
foltowing the date of survey whether or not a plan of correction is provided. For nursing hemes, the abova findings and ptans of commection are disclosable 14
days fellowing the date these documents are made available to the facility. If deficiencies are cited, an approved plan of comection s requizile to continyad

program participation.
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Oeanne Martzolf, HFEN,;

Sheldeen Grimes, HFEN;

Morton Kligerman, MD, Medical Consultant;
Shola Ayodele, RD, Nutrition Consultant;

Kari Roosenberg, OTR/L, CHT, Rehabilitation
Consultant

Mark Sanguinetti, PharmD, Pharmacy
Consultant; and

Dongjoon Song, PharmD, Pharmacy Consultant,

The average daily census was 181.
The sample size was 73 patients.

The following abbreviations are found in this
document;

. 2400 - Midnight

ADA - American Diabelic Association
ASHSP - American Society of Health System
Pharmacists

AJQ - Alert and Qriented

BSC - Biolegical Safety Cabinet

CEQ - Chief Executive Officer

CFO - Chief Financial Officer

¢/io - Complaint of

CN - Charge Nurse

CNO - Chief Nursing Officer

CT - Computerized Tomography

DNFS - Director of Nutrition and Food Services
DPO - Directer of Plant Operations

ECG - Electrocardiogram

ED - Emergency Department

EMTALA - Emergency Medical Treatment and
Labor Act

ER - Emergency Room

EVS - Environmental Services

F - Fahrenheit

FDA - Food and Drug Administration

FSM - Food Services Manager

FSW - Food Services Worker
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CEFICIENCY)
A 000| Continued From page 2 A 000
gtt - drop/drip
H/A - Headache
Hg - Mercury
HS -« House Supervisor
IC - Infection Controt

. ICC - Infection Control Coordinator
'ICU - intensive Care Unit
. ISMP - Inslitute for Safe Medication Practices
? IV - Intravenous
. IVMC -'Inland Valley Medical Center
' IVP - Intravenous Push
L&D - Laber and Delivery
i LSLF - Low sodium, low fat
MAR - Medication Administration Record
1 mg - Milligram
MH - Malignant Hyperthermia
MHAUS - Malignant Hypertharmia Association of
tha United States
i ml - Milliliter
: mm - Millimeter
' t NOD - National Dysphagia Dist
NDD 1 - Dysphagia Pureed Diet
{ ' NDD 2 - Dysphagia Mechanically Altered Diet
: NDD 3 - Dysphagia Advanced Diet
i i NIOSH - National Institute for Occupational
i Health and Safety
i NMT - Nuclear Medicine Technician
i NR - No Reaction
i N/V - Nausea and Vomiting
OR - Operating Room
OT - Occupational Therapy/Occupational
Therapist
0z -~ Qunce
PA - Physician's Assistant
PACU - Post Anesthesia Recovery Unit
{ Pl - Performance Improvement
! PM - Preventive Maintenance
| P&T - Pharmacy and Therapeutics
Pt - Patient
PT - Physical Therapy/Physical Therapist
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A Q00| Continued From page 3 A 000
QA - Quality Assurance _
. QAPI - Quality Assurance/Performance E
* Improvement A
| R - Right
i RD - Registered Dietician Ly
RM - Risk Manager T
RN - Registered Nurse S o
RSMC - Rancho Springs Medical Center R
RT - Respiratory Therapist S
SBP - Systolic Blood Pressure T 3 -
SPD - Sterile Procegsing Department e e
ST - Speech Therapist/'Speech Therapy
TEE - Transesophageal Echocardiogram
vs - Versus
A 020! 482.11 COMPLIANCE WITH FEDERAL LAWS A 020 [B. Licensing of Supplemental Services
L
. The hospital must ensure that specific Federal, 1. With respect to licensure of supplemental |10/05/07
; State and local law requirements are met. iservices, the Chief Nursing Officer (CNO)
X completed applications for outpatient
rehabilitation licensure and gave them to the
CMS/DPH surveyor prior to departure from
This Condition is not met as evidenced by: the facllity on 10/05/07.
Based on observation, ifaiview, and record 2. The CNO reviewed and confirmed that  [10/05/07
review, the facility failed to ensure compliance outpatient rehabilitation services were being
with one Federal regulation, and iwo State provided in accordance with requirements.
regulations by failing to;
. 3. To prevent the recurrence of this situation |10/05/07
a. Post a sign in the ER lobby at [VMC notifying in the ?uture, the organization, the COO or
patients of their rights to a medical screening designee will consult with the California DPH
examination on arrival o the ER as required by office to review the hospital's license for any
EMTALA (AD21),; changes that need to be made. This step has
been incorporated into the planning process
b. Ensure all supplemental services were for any new service.
. licensed by the State pricr to offering outpatient
rehabilitation services to patients {A022), and; Please see responses to A021 (ED Signage)
and A022 (General Acute Care beds used for
¢. Ensure general acute care beds ware not ICU patients).
converted to ICU beds without written approval
{(A022).
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A 020: Continued From page 4 A 020
The cumulative effect of these systemlc problems ;
{ resulted in the failure of the governing body and
" CEO to ensure the provision of safe and effective
! patient care, in compliance with Federal and
State laws and reguiations,
A D021] 482.11{a) COMPLIANCE WITH FEDERAL A 021

LAWS

The hospital must be in compliance with
applicable Federal laws related fo the health and
safety of patients.

This Standard is not met as evidenced by:
Based on observation and interview, the facility
failed o ensure posting of a sign in the ER lobby
at 'VMC, in compliance with the federai EMTALA
law, resulting in failure to notify patients of their
right to a medical screening exam upon arrival to
the ER.

| Findings:

| During a tour of the ER at IVMC on Oclober 4,
: 2007, at 11:05 a.m., it was noted there was no
; sign in the lobby (where patients were waiting for
i examination and treatment) informing patients of
 their right to examinalion and treatment of an
i emergency medical condition, including tabar.

| The Director of the ER was present during the
tour, and stated she would get the sign posted,

According to the Code of Federal Regulations, 42
! CFR §485.20(q), the hospital is required to post
conspicuously i any emergency department or in
a place or places likely to be noticed by
individuals entering the emergency
department....a sign....specifying the rights of
individuals... . with respect to examination and

At the time of the survey it was noted 10/04/07
that the sign informing patients of their
rights to a Medical Screening exam was
missing. The Director of Critical Care
investigated and determined that the
sign had been inadvertently removed by
plant operations during construction.
The sign has been placed in a locked 10/05/07
cabinet in the lobby of the Emergency
Department that is visible to all patients.
The Director of Critical Care drafted and |04/04/08
sent a memo to the Facilities Project
Director that in the course of
construction or other maintenance
projects; the Director of Critical Care
must approve any patient information
that needs to be moved or removed.

10/05/07
& ongoing

The Manager of the Emergency
Department (or designee) checks weekly
to be sure that the sign remains posted
in the lobby.
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A 021| Continued From page 5 A021
treatment of emergency medical conditions and Please see response to AJ20 regarding
women In labor. licensure of outpatient services.
A 022 482.11(0) LICENSURE OF HOSPITAL A 022 | jsr oF GENERAL ACUTE CARE BEDS
! The hospital must be licensed; or approved as FOR ICU PATIENTS:

: meeting standards for licensing established by
the agency of the State or locality responsible for

IA: The Hospital is currently expanding its ICU |

icapability.

licensing hospitals.
B. The CNO, CQO, and PI Director reviewed |06/06/08
and confirmed that patients requiring ICU level
jof care must be admitted only to a licensed
CU bed.
This Standard is not met as evidenced by:
3. On October 4, 2007, at 8:30 a.m., a tour of the : The CNO, COO, and PI Director reviewed |06/06/08
ICU at iIVMC was conducted. The Director of ICU nd revised the process so that when a
stated the Unit consisted of eight ICU beds, all of atient requires ICU level of care and there is
which were occupied. 0 bed available in the ICU, the following
ctions are taken:
On October 4, 2007, at 10:10 a.m., during a tour 1. Apatient who presents to the
of 2 East, a 44 bed medical surgical unit, the mergency Department (ED) and requires
grease board used ta indicate room, patient, CU level of care must be held in the ED until
physician and nurse was observed. Three rooms n ;Cl‘kbed y a"a"?.b-'e' . .
(257, 258 and 258) were identified as "ICU," on - A post-operative patient requiring ICU
the grease board. Rooms 257, 258, and 259 evel of care must remain in the Post
were obsarved. The rooms we're si;Tgle nesthesia Unit (PACU) until an ICU bed is
. vailable.
Dcc;parcy rqon:s, (_:tlustered together on the 3. A patient on the Medical-Surgical unit
medical surgicai unit. hose condition changes and requires ICU
evel of care must be held on the
On October 4, 2007, at 10:15 a.m., the Manager dical-Surai it unti i
. ) edical-Surgical unit until an ICU bed is
of 2 East was interviewed. The Manager stated vailable.
. 1CU nurses always came to the med!callsurgbcal
+ floor to care for the ICU overflow patients. . Staffing plan for patients requiring ICU 06/06/08

. During an interview with RN 1 on Oclobar 4,

| 2007, at 10:30 a.m., she stated she was part of

. the ICU fioat pool and was currently assigned to

i the patients in room 257 and 258 (Patients 914

I and 915). Both patients were on portable cardiac
monitors, located in the rooms next to the

patients. RN 1 stated that patient 914 was a

NO/designee must assign an iCU nurse to

re for the patient in either of these areas,
nd that ICU nurse is supported by the ED
nd PACU nursing staff.

evel of care who are not physically located in
he ICU is as follows:
1. The ED and the PACU units are
' nsidered critical care areas. The

It conlinuation shast Fage 8 of 174
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A 022; Continued From page 6 A022| 2. When a Medical-Surgical patient's 06/06/08
multiple trauma secondary to a motor vehicle condition changes so that the patient requires
accident. According to RN 1, patient 914 had a ICU leve! of care, the CNO/designee must
respiratory arrest prior to a previously planned assiqn two ICU-competent nurses to be
surgery, came to the ICU satellite on a ventilator, | physically present on the unit. If more than
was weaned off the ventilator, and waiting to go one Medlca!—SurglcaIRatlent requires ICU
back to surgery. RN 1 stated the patient in room level of care while waiting for an ICU bed to
815 was admitted with a vertebral artery become'avallable, !he_CNOIdfu‘sngnee is
dissection, was in a very fragils neurological rgsponsmle for assigning additional
state, and needed to have the door closed and : L_l-?qmpetent nurses as necessary to
| the lights off. RN 1 stated that when the door Felator 1o e i viate RN-to-patiant ratio
i ;as clnr::ied. she.tcould not visualize the patient or 3. When a bed becomes available in the | 06/06/08
1 the cardiac montior. ICU and patients waiting for an ICU bed are
- RN 2 was interviewed on October 4, 2007, at ﬁ::?gnf;r:gafl?;c%ur?g:g:Ir\‘neecld?cl;i tSht:ff and
1 10:40 a.m. RN 2 stated sha was an ICL) staff Nursing Leadership with support from
member who usually worked in the ICU, but was dministration) work collaboratively to assess
ficated to the ICU satellite unit for the day. RN 2 and prioritize each patient waiting for an ICU
stated the patient in room 259 (Patient 916) was bed. The patient with the greatest clinical
admitted for freatment of a gastrointestinal bleed priority is moved to the open ICU bed.
and had received five units of packed red blood | 4. Should there be an instance when 06/06/08
cells. more than one Medical-Surgical patient
|requires ICU level of care, the CNO/designee
On October 4, 2007, at 11 a.m., during an may have the patients moved closer together
interview with both RNs assigned fo the ICU 0 maximize the use of nursing and
satellite patients, they stated some of the critical quipment resources.
care medications and equipment usad in the ICU 5. The Director of Nurses and Pl Director ;06/10/08
were not available on 2 East, "but we can call the evelope_d a patient tracking tool to monitor
iCU for help if needed.” The RNs stated ICU staff he ongoing efforts taken on behalf of the ICU
cover for lunches and other breaks to ensure atient cared for in a non-ICU setting. This
nurse to nurse to patient ratios are maintained. 0ol is designed to document the ongoing
ssessment of the patient, the patient's
During an interview with the Director of ICU, on \nical condition and the status of ICU bed
October 4, 2007, at 11:40 a.m., she stated when pvallabilty.
the ICU was full patf{tenls were placed in a satellite E The Chief Nursing Officer/designee 06/10/08
ICU on the second floor. pdated the nursing staff on the procedure for
i The facility's ticense to operate was reviewed on xdﬁﬂgnp?ﬁf ?ésuwt::j;n:z ?J:fna foran ICU
. October 4, 2007. The licanse, with an effective - :
' date of September 7, 2008, and an update in . :
! August 2007, indicated the facility was licensed i ;
i |
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A 022| Continued From page 7 I A 022 Monitoring: 06/06/08 &
: for 8 ICU beds and 104 unspecified general acute 1. The CNO, or designee is responsible for | ongoing
{ beds. There was no written documentation that monitoring t_he situation a_nd actions taken
. the Department had approved converting any of when there is an 1CU patient being cared for
, the 104 general acute beds for other uses. Jin a non-ICU setting.

| 2. The CNO provides a monthly report to
the PI/RM Committee, which is responsible

, On October 5, 2007, &1 10 a.m., during an for analyzing the information for any potential

’ wwégm:glha (t:zeoS:oﬂ ! sﬂgﬁt:t?ef,rgi:,hﬁ,?m lopportunities for improvement and for
LA ; identifying follow-up action as appropriate.
medical’surgical unit, as they were alfowed to use The report is also forwarded to the MEC
5% of the bed capacity for a classification other monthly and to the Board of Governors
than designated on the license. quarterly.
According to Title 22, Regulation 70805, spaces The Hospital nevertheless respectfully
approved for specific uses at the time of licensure disagrees that the citation describes a
can not be converted to other uses without the violation of this rule. The Hospital has a
written approval of the Department. license, which is all that is required by this
A 043] 482.12 GOVERNING BODY A 043 jSubsection.
i ) :
| The hospital must have an effective governing A. Action Steps: The Governing Board takes |Ongoing

body lagally responsible for the conduct of the

hospital as an institution. If a hospital does not fts responsibility and accountability for the

nduct of the Hospital as an institution very

have an organized governing body, the persons iously. O . - g
legally respansible for the conduct of the hospital ?r"e%lt’:rg C,Sa ré’gtg'ea?:fgé’gr;:f: rIg;nt
must carry out the functhns specified in this part he Goveming Board with updates to advise
that partain to the goveming body. hem of current operations, proposed

anges and quality/safety metrics. For
xample, Core Measures updates are

This Condition is not met as evidenced by presented to Goveming Board on a
Based on observation, interview, and record i-monthly basis along with drill-downs into
review, the facility failed to ensure the governing pecific areas for improvement and action
body was effective and accountable for the teps to drive that improvement. The results
! conduct of the hospital as an institution, by failing re tracked and trended for Govemning Body
i [ ensure; eview/ discussion, and intervention. As a
esult of these activities the Core Measure
a. Adequate staff and resources were available to esults for SWHCS have demonstrated a
fulfill all managerial functions of the two hospitals ignificant improvement over the last 4
{(ADST); uarters.

b.The development, implementation and
maintenance of an effective QAPI program
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A 043, Continued From page 8 A 043 |B. Monitoring: Bi-monthly Board Ongoing
(AOB4XA267)(A274)(A284){A286)(A315){A316), meetings address the effectiveness of the
. . outcomes related to operations, quality
. €. Patients rights were protected and promoted and safety metrics.
when restraints were used (A156)(A158){A165)
(A168)(A169); Please see responses to A022, AQ57,
. d. The medical staff was accountable for the ADB4, A156, A158, A165, A168, A169,
! quality of care provided to patients in the hospital A267, A274, A284, A286, A315, A316,
| (A347)(AB00); A347, A3B6, A394, A397, A398, A404;
; A438, A453, A500, A505, AS07; A529,
| @. The provision of safe and effective nursing AS537, AB19, AB22, A628, AB30, AB31,
| care (A386)(A394)(A397)(A308)(A404); ﬁﬁ;;ﬂzsj AT7489, A951, A1004, and

f. The provision of safe and effective
pharmaceutical services (A500)(A505)(A507);

g. The provision of safe and effective radiolegical
services (A284){A529)(A537),

h. The provision of safe and effective dietary
services (AG19)(AB22){AB28)(AB30)(ABI1)
(A728);

i. The provision of a safe and sanitary
environment for patients (A749);

| J- The provision of safe and effective surgical i
services (A284)(A537)(A749)A951)(A1004), and;

k. The provision of safe and effective
rehabilitation services (AD22)(A267){A438)(A453)
(AT24)(A1132).

The cumulative effect of thesa systemic problems
resulted in the failure of the goveming body to
operate both campuses of the facility in a manner
that was safe and effective, and met the needs of
the patients.

A 057 482.12(b) CHIEF EXECUTIVE OFFICER A 057
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A 057| Continued From page 9 A 057 | The CEO led reorganization of 01/15/08
The governing body must appoint a chief ) leadership/management structure to
executive officer who s responsible for managing provide higher level manager/leader
! the hospital. presence on the clinical units and in key
ancillary areas. This also reduced
scope-of-personnel-responsibility levels
to a more manageable Jevel that
provides more clear and concise
. . . opportunities for feedback,
This Standard 13 not met as evidenced by: . ) .
Based on interview, the CEO failed to effectively Sramstorming, problem-soling, etc.
manage the facility, by failing to ensure adequate $ a result of the reorganization,
staff and resources were avaliable to fulfilt all Managers are in place on each clinical
managerial functions of the two hospitas. unit to supervise and facilitate initiatives
that relate to all hospital processes,
The CEO held the department directors inciuding but not limited to, Pl and IC
responsibla for the activities of their departments processes. Additionally, Directors have
| at both campuses, with managers at each been relieved of many day to day
! gcampus who reported to the directors. This operational concerns and are more
 Tesulted in a oqmplicatad line of communication available to mentor and oversee
, of patlent care issues from the staff to the initiatives that cross multiple
i diractors, a break down in communication up and departments.
down the administrative chain of command, and
multiple failures in provided services. Please see more detailed responses to
The department directors had responsibilities A263, A315, and A316.
beyond reascnable expectations for a single )
person, resulting in failure to carry out their duties The Hospital has a new CEO. 03/18/08
adeguately. - . X
4 v Monitoring: Effectiveness of leadership  |[Early June
. Findings: structure will be demonstrated by the 2008 &
F annual employee engagement survey, lAnnually
' 1. During the survey, the Director of ER, the which is completed in late May to early
i Director of Surgical Services, the Director of PI, June by the Gallup Corporation. This
. and the IC Coordinator stated they had difficulties survey provides specific information on a
; overseeing their respective sarvices at the two department by department basis of the
. hospitals. employees’ perception of the
organization's success in the foliowin
! 2. The Emergency Department was toured an a,gas: 9
October 3, 2007, at 9 a.m. During the tour, the 1.1k hat'
l RN Director of Emergency Services statad, - Know what's expected of ma at work
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A 057; Continued From page 10 | A057 b | have the materials and equipment to

* although she was a 40 hour a week employee, in |
torder 1o keep up with the work her usual work
hours were 7 a.m. to 8 p.m. every day, and that it
was difficult to manage departments at two
campuses.

et the job done

. F have the opportunity to do my best

. | am recognized for good work

. My manager cares about me

. There is someone who encourages my

evelopment

. At work my opinion seems to count

. The mission or purpose of my
organization makes me feel my job is
important
9. My fellow employees are committed to
idoing quality work
10. | have a best friend at work
11. In the last 6 months someone has
talked to me about my progress
12. This past year | have had
opportunities at work to learn and grow

3. During a tour of the Surgical Suite of RSMC on
Gclober 2, 2007, at 2:30 p.m., the Director of
Surgical Services stated, although she was a 40

i hour a week employes, in order to keep up with

; the work, her work hours were close to 12 hours

; & day. She stated she was not able to perform all
of her duties unless she worked the extra hours.

4. The Director of Pl was interviewed on October
§, 2007, at 10:07 a.m. She stated sha was
responsibie for the Pl activities at the RSMC and
IVMC campuses. When asked about covering all
Pl activities at both hospitals, she stated she "saw

agap in the process.” She stated it was difficult The Hospital nevertheless respectfully

to keep up with two hospitals, and she had so
much to do, she could only get the top pricrities
done. The PI Director stated she was able to get
the required data coliected and entered, and
attend meetings, but she did nat have time to get
i out to the floors in the facilities and network with

' the staff to detarmine if there were QAP issues

: that needed to be addressed.

5. The IC staff (consisting of the CNO and the
ICC), was interviewed on October 5, 2007, at
1:12 p.m. During the interview, the ICC stated
she made dally rounds, attended construction
rounds and meetings, and called for corrective
action when needed at IVMC, but not at RSMC.
The ICC stated the IC activities at RSMC
consisted of review of culture results. The CNOQ
stated they used to have two IC smployees, but
one left the faciiity, and they had not replaced that
position. The CNO stated there was no way one

disagrees that the citation describes a
violation of this rule. Section 482.12(b)
requires the governing body to appoint a
single CEO and delegate to that CEO the
responsibility for managing the Hospital.
Because the Hospital's governing body
has appointed and single CEQ and given
the CEOQ the responsibility to manage the
hospital, this requirement was met.
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The governing body must ensure that the
. services performed under a contract are provided
: in a safe and effective manner.

| This Standard is not met as evidenced by;
Based on observation, interview and record

: review, the governing body falled to ensure that
nuclear medicine, laboratory, and dialysis
services performed under a contract were
undergoing the same QAFI process as cther
hospital services, resulting in the potential for
these services to become unsafe and ineffective.

Findings:

1. The Nuclear Medicine service area of RSMC
was toured on October 4, 2007 at 10:15 a.m.

The area where radio nuclides (substance used
for specialized radlology testing) were stored was
- ingpected. At that time, the technician stated that
i the radio nuclides were supplied and discarded

| through a contract with Cardinal Health. The NMT
| was questioned regarding QA of the sarvice
provided by Cardinal Heaith. The NMT stated the
doses of radio nuclide were tested, by Cardinal
Health, for activity level at each of the two
hospitals. She stated complete QA was

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION L5)
PREFIX (EACH DEFICIENCY MUST BE PREGEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE CW;‘{-T‘;‘W
TAG REGULATORY OR L5SC ICENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)
A 057} Continued From page 11 A 057
person could do complete surveillance at both
| campuses, 5o the IC Coardinator was doing,
“only the essentials," at RSMC.
A 0B4; 482.12(e){1) CONTRACTED SERVICES A 084 |1 CARDINAL HEALTH

A. Administration requested and receiveda | 10/05/07
lletter from Cardinal Health on the date of the
‘survey and provided it to the surveyor. The
:Ietter outlines the quality control procedures
lin ptace at the Cardinal Health nuclear
pharmacy. These quality control procedures
included sterility procedures, purity testing,
and instrumentation quality control.

B. The Director of Imaging collaborated with | Beginning

representatives from Cardinal Health 11/2007
including the Pharmacy Manager {Colton, and
CA) and the Regiorial Zone Director to ongoing.

develop an acceptable plan for Cardinal
Health to provide the hospital with quality
control information on an ongoing basis.

C. The Cardinal Health Regional Zone 05/2008
Director also met with the representatives
from DPH to review requirements as stated in
42 CFR §482.12 (e).

D. On an annual basis, Cardinai Health 06/09/08
provides the hospital with a letter regarding
ongoing quality assurance efforts along with
copies of the following:

a. California Board of Pharmacy
Inspection Reports

b. Retail Pharmacy Permit

c. Sterile Compounding Permit

d. DPH inspection report for radioactive !
materials license !

e. Radiochemical purity testing i
requirements
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AQ84 | Continued From page 12 A084 |Continued from page 12 of 174
E. The Director of Imaging Services is 06/09/08

responsible for reviewing the annual report
received from Cardinal Health and presenting
it for discussion at the Department of Imaging
for analysis, action planning and follow-up as
appropriate.

& ongoing

l

2. MAYQ CLINIC

A. The Director of Laboratory requested
quality reports to be provided on a monthly
basis by Mayo Medical Laboratories. This
report will contain specific quality metrics, the
call log and matrices illustrating the external
proficiency testing results for Mayo Medical
Laboratories.

04/02/08

(Plan of Correction continues on page 13).
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A 0B4| Continued From page 12 A 084 |B. The Director of Laboratory is 04/02/08 8|
performed by Cardinal and supplied a copy of the responsible for reporting on Mayo Ongoing
agreement showing Cardinar's QA policy. No Medical Laboratories' services through
evidence Df. a review of Cardinal's QA as part of the monthly Hospital Department of
the hospital's QA process could be provided. Laboratory committee. Any and all QA

. : . . issues identified will be discussed at the
;SSTD;?:;’ ':: Pls::ssgtt:dw::;eg:rrc;is;mw 4, Hospital Department of Laboratory
provided a I?cens ed service and was responsible meetings and solutions to these issues
for their own QA, and that the hospitaf's QAP x‘g:;;:g;eﬂ;" and documented in
progrant d not recatvs of review this 3. DAVITA DIALYSIS SERVICES 02/28/08
' The Director of Resource Management
| 2. The Laboratory at RSMC was toured on met with Davita Dialysis Services
! October 5, 2007 at 9 a.m. The Director of Clinical representatives to clarify expectations of
Laboratory Services was questioned regarding contracted staff.
QAP activities for contracted laboratory services.
She stated that aithough histology (preparation of The Director of Resource Management (03/07/08
i microscopic slides} was performed at University placed competency binders in each
i of California, Irvine, the QAPI was done at tha two House Supervisor Office for
i hospitais. However, certain specimens were sant competency]"cense]cerﬁﬁcation
to the Mayo Clinic laboratory for analysis, and validation of contracted staff.
QAP! data was not being forwarded 1o the two ciation of con'racte
goso':l:ﬁ:;'a tour of the ICU at RSMC on October The Director of Resource Management  104/02/08
‘2, 2007, 8t 10:32 a.m., an RN was observed in established a new process that
ICU room 3 performing dialysis on a patient. Tha addresses tracking/ signing in of
RN was asked to explain the process he went contracted staff, maintenance and
through when arriving at the hospital to cialyzs a verification of licensure, certifications
patient. The RN stated he signed in at the nurses and competencies. New process
station and got the key to the storage area where establishes ability to provide annual
the dialysis machine was kept. The RN stated he performance evaluations on contracted
did not tel} the nursing supervisor he was in the staff. The process is as follows:
facility, did not show his nursing license ¢ a. A binder is kept in the House
anybody, and had never had his performance Supervisor's office at each site
evaluated by the facility staff. containing copies of licenses,
i . . ) ) certifications and competencies of all
O ey S0 CU S ANNC, s s ooy Gt o
i stated the faéiiity héd a contract \:vith adialysis | i?;mgttig,:?: Hospital to provide dialysis
_ company named Davita. The Director stated the . ; P ’
i H _L
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A 084| Continued From page 13 A 084 |b. A binder of Davita's Policy and
agreement with Davita was to have the nurse's Procedures is kept in the House
licenses and competencies intact The Director Supervisor's office at each site.
stated she had never checked the licenses or ¢. The dialysis nurse must check in with
competencies of the dialysis nurses that came to the House Supervisor when he/she
either facility. arrives and sign in the log book in the
office.
i During an interview with the HS at IVMC on ; N
| Gtober . 2007 i H3 ited every i s e otee Superasar Tue btanan
registry nurse went to aither faciilty, they had to license each time the dialysis nurse
report to the nursing office to check in. The HS to the Hospital g firm th
! stated if the registry nurse was at the facility for comes 1o the Hospital and confirm the
the first time, the HS was responsible for looking presence of current competencies and
at the nurse's credentials, reviewing the evaluation.
competency packet provided by the registry, and e. The primary nurse or lthe charge nurse
verifying the nurse's licensa on line. The HS will complete an evaluation of the
stated the performance of every registry nurse dialysis nurse annually.
was evaluated at the end of every shift by facility f. The nursing staff, Davita manager, and
' staff. The HS slated the dialysis nurses did not House Supervisors were educated on
i check into the nursing office, so the HS on duty this process.
, was not invoived in raviewing their competencies,
: checking their license, or avaluating their The Director of Resource Management  104/08/08
performance. The HS stated she did not know sent facility orientation manuals to Davita
what process the dialysis nurses followed. The Dialysis Services with new process
. HS stated there was no mechanism for the HS on instructions
" duty to know when a dialysis nurse was in the '
facility providing care io a patient, The Director of Resource Management  [04/08/08
During an interview with the CNO at [VMC on or designee |s'respons.ible fO( cqnducting & Ongoing
October 5, 2007, at 1 p.m., the CNO stated the an annual audit of Davita beginning June
dialysis nurses came lo the facility, accassed the 2008, including verifying business
dialysis equipment located in their equipment license, proof of insurance, employee
closet, reponed to the floor where they would ba files for competencies, orientation, HPPA
doing dialysis, checked the physician's order, and compliance, annual physical, and
performed the dialysis treatment. The CNO required licensure and certifications.
stated the facility did nct check the diafysis
nurse's licenses or compelencies, or evaluate The Director of Resource Management  (04/08/08
their performance. The CNO agreed the dialysis is responsible for reporting on services  |& Ongoing
nurses were under a contract fike the registry provided by Davita Dialysis Services to
nurses. The CNO slated she never thought Performance Improvement/Risk '
about monitoring the dialysis nurses like she did Management Committee. :
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A 156

A 084

Continued From page 14
| the registry nurses, then stated, "we certainly
' gan.”

A 115) 482.13 PATIENT RIGHTS

% A hospltal must protect and promote the rights of
i @ach patient.

This Condition is not met as evidenced by:
Based on observation, interview, and record
review, the facility failed to ensure patienis were
allowed fo exercise their right to be free from
unnecessary physical and chemica! restraints, by
failing to;

a. Ensure patients were free from restraints as
means of staff convenience {A158);

b. Ensure restraints were discontinued at the
earliest possible time (A158);

; €. Ensure the least restrictive restraint was used
1 to protect the patient and others from harm

T (A185),

d. Ensure there were written physician's crders
for restraints used on patients (A168);

8. Ensure orders for the use of restraints were not
written on an as needed basis (A169).

The cumulative effect of these systemic problems
resulted in the fallure of the facillty {o ensure the
protection and promotion of each patient's rights
while in the hospital.

482.13(e) PATIENT RIGHTS: RESTRAINT OR
SECLUSION

A 084

A115

A 156

See cormective actions under Tags A156,
A158, A165, A168, and A169.
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A 156| Continued From page 15 A 166 | The Chief Nursing Officer reviewed and | 12/15/08 01
reinforced education on the current w 1o
All patients have the right to be free from restraint restraint policy and directed that the 0 -
or seclusion, of any form, imposed as a means of House Supervisors and the Charge Tlee <
coercion, discipline, convenience, or retaliation by Nurses include discussion of any w2 D 0
| staff. restrained patients (including reason, 0 o DR

I alternatives attempted, type of restraint,

: length of time in restraints) at daily Lhatok
patient care rounds at 0830 and 2030 at | 53¢
each hospital.

The Chief Nursing Officer reviewed and | 04/09/08
This Standard is not met as evidenced by: revised restraint policy and procedure to
Based on observation, interview and record add instructions about the use of
review, the hospital failed to ensure nine of 15 medications and chemical restraints, as
sampled patients in physical restraints (Patients well as to enhance the section describing
; 208, 213, 214, 210, 215, 201, 2085, 207, and 402) alternatives to restraint that have been
were free from restraints as a means of staff tried before imposing restraints. The
; convenience, resulting in the inappropriate use of ! restraint policy and procedure revisions
restraints and violation of the rights of the were approved on 04/9/08
patients.
o The Education Department conducted ~ |04/30/08
Findings: staff education, emphasizing the
The hospitai's Policy and Procedure dated 4/08, ::g::;g;?: gftg:r? ast?\? es s;r;gfand. trylng. less
titled, "Restraints, Application of safety and ; 1afives belore Imposing
behavior restraints,” indicated a restraint could be restraints, of using types of restraint that
used if needed to improve the patient's are the least restrictive intervention
well-being, patient rights and dignity would be possible, of obtaining a physician’s order
respacted and maintained during restraint use, for every restraint, and of discontinuing
! and restraints would not be used as a means of restraints at the earfiest time possible.
! coercion, discipline, convenience or retaliation by
staff. The Chief Nursing Officer is providing 05/30/08

. physician education on the restraint

i 1. On October 3, 2007, at 9 a.m., Patiant 208 was policy at every Medical Staff Department

I abserved in her hospital room at RSMC, sitting in meeting during the 2nd quarter 2008,

| @ chair next to her bed. with attention to the criteria for ordering

Record review for Patiant 208 was conducted on afor ther loss restve allomates
October 3, 2007, at ©:15 a.m. The patient was had been tried, to the prohibition on
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. admitted to the hospital through the emergency

, reom on September 30, 2007, after falling at

‘ horme. The nursing Admission Data Base dated
October 1, 2007, at 12:50 a.m., stated, "N/, fell
at homs, had laceration, forehead, hematoma R
knee, dizziness."

On October 1, 2007, at 8:40 a.m., a nurse
documented, "Pt. confused. Pulled folsy cath
out..." At 10 a.m., the licensed nurse
documented, "... Posey vest placed. P, unstable
on feet and confused. Attemplts fo get OOB." Al
; 10:30 p.m., a nurse documented, "Called

: physician, pt. with perieds of confusion, trying to
get out of bed with ordar may put posey vest,
‘Posey vest applied also by a.m. nurse for safety.”

On the restraint order form dated October 1,
2007, at 10:30 a.m., a licensed nurse chack
marked under Observed Behaviors, Memory
Deficit, Disorientation and Agitation/Combative
Behavior. Under Alternatives/interventions
attempted or considered today, a licensed nurse
check marked, Companionsghip: Family, friend or
volunteer at bedside, educate re: clinical
condition, Supervision: Increased nursing
rounds, monitor call-light / mark for quick
| response. Change or eliminate offending
medications or bothersome treatmants....

There was no documented evidence in the record
that companionship was provided, increased
nursing rounds were provided or an assessment
was conducted for a bothersome treatment such
as a foley catheter, in an effort to keep from
restraining the patient.

On Oclober 2, 2007, at 8:30 a.m., a nurse
documented, "Pt. A/Ox3. Placed in chalr for
...with posey.” At 7:30 p.m., a nurse dogumsnted,

requirement to sign telephone orders
within 24 hours. Additionally, the Chief
Nursing Officer is sending education
information on the restraint policy to each
physician office during April-May 2008.

Monitoring: The PI Director is
responsible for auditing 100% of restraint
episodes to check for compliance with
the restraint policy.

The Pl Director and CNO are responsible
for reporting trends and variances from
restraint policy to P/RM monthly as
indicated.

The Hospital nevertheless respectfully
disagrees with these citations. The
Medicare rule states that a “restraint
does not include devices...to protect the
patient from falling out of bed....” 42 CFR
§ 482.13(e)(1)(C). Because there was
documentation in the medical records
that the cited patients were confused and
trying to get out of bed, and the devices
were ordered to prevent them from
getting out of bed and falling, they do not
constitute “restraints” that are covered by
this rule.
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"Received patient alert, oriented to room and
place with periods of confusion...with posey vest
on.."

On the restraint order farm, dated October 2,
, 2007, at 10:10 a.m,, a licensed nurse check !
- marked under Observed Behaviors, Memory i :

Deficit, Disorieniation. Under !

Alternativesiinterventions attempted or f !
. considered today, a licensed nurse check i
i marked, Supervision: Increased nursing rounds,
! monitor call-light / mark for quick response.

There was no documented avidence at B:30 a.m.,
that Patient 208 had a need for a vest restraint
when she was alert and oriented and there was
no documented evidence that nursing rounds
| were increased, in an effort to keep from !
3 restraining the patient,

{ On October 3, 2007, at 10:05 a.m., the director of
' the unit stated, "We need to documant more.

" The documentation is not showing a good

. g&nough picture”

t 2. A closed record review for Patient 213 was

! conducted at IVMC on October 4, 2007. The

| patient was admitted on September 25, 2007,

l with complaints of weakness, and dementia. At

| 7:30 p.m., a licensed nurse documented,

i “Physician sees Pt. Pt. up walking around room.

f Encouraged to lay in bed while physician will do

: examination. Cooperative/fexam performed per
1 MD." At8:40 p.m,, a licensed nurse documented, |
i "Pt. increased confusion-called physician-orders
. received.” At 8:45 p.m., a licensed nurse '
| documented, "Posey vest applied.....side ralls up I
jx2."

i
| A review of the restraint order form dated
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| September 25, 2007, showad under Observed

" Behaviors, a licensed nurse check marked,
_Memory Deficit, Disorientation and Unable to
follow instructions. Under
Aliernatives/interventions attempted or
considered today, a licensed nurse check
marked, Supervision: Increased nursing rounds,
maortitor ¢all-light / mark for quick response.
Modify Environment; Lighting, noise, room
assignment, bedside commaode, call light. Reality
Orientation / Psychosoclal Interventions: Involve
in conversations, convey sense of ¢alm, explain

; procedures, relaxation techniques, verbally

i redirect behavior. Diversion / Physical Activity: |
'i TV, radio, music, ambulation, involve patientin |
i' ADLs. ;
! On September 25, 2007, 11 p.m., a nurse
documented the patient had a posey vest in place
for patient safety, however there was no
documented evidence that the patient was unsafe
while ambulating around the room. It was unclear
why the posey vast was needed.

A review of the restraint order form dated
September 26, 2007, at B a.m., showed, under
Observed Bahaviors, a licensed nurse check
marked, Memory Deficit, Disorientation, agitated
and unable to follow instructions. Under
Alternatives/interventions attempted or
considered today, a ficensed nurse check
marked, Supervision: Increased nursing rounds,
menitor call-light / mark for quick response.
Modify Environment: Lighting, noise, room
assignment, bedside commoda, call light. Reality
Orientation / P$ychosocial Interventions: involve
in conversations, convey sense of calm, explain

| procedures, relaxaticn techniques, verbally

i redirect behavior. Diversion / Physical Activity;

| TV, radio, music, ambulation, involve patient in

} L
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There was no documented evidenca that the
patient was agitated or unable to follow
instructions, increased nursing rounds were
provided, the environment was modified, reality
orientation / psychosocial interventions were
provided or the patient received diversion /
physical activily, in an effort to keep from
restraining the patient.

On September 27, 2007, at 7:50 a.m., a licensed
nurse documented the patient was alert,
confused, and a Posey vest was on for safetly.

A review of the restraint order form dated
September 27, 2007 at 8 a.m., showad, under
Observed Behaviors, a licensed nurse check
marked, Memory Deficit, Disorientation, unabie to
| follow instructions and disoriented, danger to self,
i unsteady. Under Alternatives/interventions

| attempted or considered 1oday, a licensed nurse
check marked, Companionship: Family, friend or
. volunteer at bedside, education re: clinical

| condition, Modify Environment: Lighting, noise,
room assignment, bedside commode, cali light.
Reality Orientation / Psychasocial Interventions:
involve in conversations, convey sense of calm,
explain procedures, relaxation tachniques,
verbally redirect behavlor. Diversion / Physical
Activity: TV, radie, music, ambulation, involve
patient in ADLs. Creative alternatives: frequent
recrientation to parson place, time,

There was no documented evidence that the
patient was a danger to self or unsteady, or that
companionship, a modified environment, reality
orientation, diversion or creative alternatives were
provided. It was unclear why the posay vest was

: needed, in an effort to keep from restraining the

L
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patient. |

. 3. On October 4, 2007, at 2:30 p.m., an interview

; was conducted with Patient 214's spouse at

i IVMC. The spouse stated, "Nobody talks to me
about too much.”

: The patient was observed laying flat in bed,
bilateral wrist restraints on and bilateral side raits
up. The patient was observed with eyes closed
and snoring.

At 2 :40 p.m., a record review for Patient 214
was conducted. The patient was an 81 year old
admitted to the hospital on September 27, 2007,

i from home.

[

, A review of the patient's record was conducted. A
| licensed nurse documented that Patient 214, had
orders for wrist resiraints from September 28,
2007 through October 4, 2007.

On September 28, 2007, the physician ordered
ativan 0.5 mg, IV to be given every four haurs
. when needed for agitation. On September 29,
t 2007 the physician wrote orders o discontinue
j alivan and ordered haldol 2 mg IV to be given
! every 4 hours when needed for agitation.

. There was no documented evidence in the record

I that the, "Alternatives / interventions atiempted or

I considered today,” were provided by hospital

E staff. And there was no documented evidence

1 that Patient 214 needed wrist restraints while he

 was asleep. It was unclear why the chemical and
physical restraints were needed for this patient.

On October 4, 2007 at 3:35 p.m., an interview
| was conducted with the director of the talemetry
1 unit. When asked about the physician's orders
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for bilateral wrist restraints and haldol 0.5 mg.,
the director did not offar an explanation.

4, The record of Patient 210, a closed record was
reviewed at IVMC on Qctober 4, 2007. Patient
210 was admitted to the hospital on September
22, 2007, due to seizures and an altered level of

: consciousness. Due to another seizure in the ER,
| the patient was intubated and placed on a

i vantilator. By September 23, 2007, at9a.m.,

' Patient 210 extubated herself (removed the

i airway tube) and was placed on oxygen at 2 liters
' per minute via nasal cannula. Throughout the

| notes the patient was identified as agitated,

- confused and not following instructions.

| On Septamber 28, 2007, at 2 p.m., Patient 210

' was transferred to the medical floor. There was a
: restraint order sheet dated September 28, 2007,
The physician signed the order sheet, with no
type of restraints checked. On September 28,
2007, at 10 a.m., a nurse documented, "Palient
out of bed, placed in bad, patient anxious about
wrist restraints.” At 2 p.m., a nurse decumented,
"Patient in room with sitter and posey vesi.”" At 8
p.m., a nurse documented, "Patient pulling at
posey attempting to get out of bed.” There was no
evidence of the patient being unsafe when getting
out of bed. It was unclear why the restraints were
needed, There was no evidence of an attempt to
remove the pasey vast when the sitter was
prasent.

! On October 4, 2007, at 2:45 p.m., the Unit

' Director for 2 East was interviewed. The director
| stated, “Without knowing the situation, it looked
; like the staff was just trying to keep her safe.”

i 5. Patient 215 was admitted to the hospital on
| September 29, 2007, with diagnoses that
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. included hypertension and urinary tract infecticn.
i There were orders for a vest and wrist restraints
| {right & left).

, During the tour of the unit on October 4, 2007, at
2:50 p.m., Patient 215 was observed in bad with
the head of the bed elevated. The patient's eyes
were closed, and had the vest and both wrist
restraints on. The wrist restraints were not lied,
as the patient was receiving passive range of
motion to the lower extremities.

There was a physician's order dated October 3,
2007, at 8:10 p.m., for "Benadryl 12.5mg
{antihistamine) VP times 1 now, may repeat

i every 4 hours 1 time only." A review of the nurses
note dated October 3, 2007, at 8:30 p.m,,
indicated, "Instructed patient not to get out of bed
because she may fall & injure herself. Patient
appears agitated as manifested by her instant
attempits to sit up and head to the edge of the
bed. Dr. notified and ordered Benadryl 12.5mg IV
times one now and may repeat in 4 hours times
che only.” Thera was no evidenca that the
patient was unsafe when getting out of bed. It
was unclear why the restraints were needed.

On Cctober 4, 2007, at 3:40 p.m., the Unit
Director for 2 East, was interviewed. The Director
reviewed the record and stated, "1 do not know
why the doctor ordered the Benadryl, since there
was an order for restraints.”

6. On Cctober 2, 2007, at 10:15a.m., during a
tour of the madical surgical unit at RSMC, Patient
201 was cobserved in bed. The head of the bed
was up and the patient was observed with a vest
restraint on and all 4 side rails up. During this
tour, the unit charge nurse was asked about the
vest restraint and 4 bed rails, and stated, "She is
confused and tries to get out of bed.”

i
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The record for Patient 201 was raviewed on
October 2, 2007. The patient was admitted to the
hospital on September 28, 2007, with diagnoses
that included pneumonia, cardiomycpathy, and

i congestive heart failure. The nursing section of

" the restraint order form indicated the patient had
a memory deficit, disorientation and
agitated/combative behavior. In the section titled
"Clinical justification for and intent of restraint”,
the nurse checked, | have reviewed and concur
with the nursing assessment. Restraints are
indicated for the patient's safety." For tha type of
restraint, 4 side rails, soft limb restraints (left &
right}, and vest were all checked off." As of the
review of the record, the physician had not signed
the orders.

There was another restraint order shee! dated
October 1, 2007, at 11:30 a.m., with an order for
a vest, both wrist restraints and 4 side rails. The

| crder was still not signed by the physician as of

| | October 2, 2007, at 10:45 a.m. There was no

* documentation of an assessmant by nursing
addressing the use of these restraints, or other
tess restrictive mathods that would prevent injury.

On October 2, 2007, at 10:31 a.m., the RM was
interviewed. The RM stated, "The orders ara to
be signed by the physician within & 24 hour
period. | will get the nurse to call the doctor now.”

7. The record for Patient 205 was reviewed at |

; RSMC on October 2, 2007. Patient 205 was |
admltt&d on September 28, 2007, with diagnosas |
| that included dehydration, failure to thrive, and a

| 50 pound weight loss in two months. The patient

f was rgceiving nutrition via a gastrostomy tube

| during the night and was assisted with a regular

| texture diet during the day. The restraint

A 158

FORM CMS

-2567(02-98) Previous Versions Obsolete

aqou

If continuation sheel Page 24 of 174




Printed: 03/13/2008

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0838-0391
STATEMENT OF DEFICIENCIES (X1} PROVIDER/SUPPLIER/CLIA {%2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION {DENTIFICATION NUMBER: A BUILDING COMPLETED
o | oseror o [BOR 10105/2007
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, 2IP CODE
SOUTHWEST HEALTHCARE SYSTEM 25500 MEDICAL CENTER DRIVE
MURRIETA, CA 92562
[X4) 1D SUMMARY STATEMENT OF DEFICIENCIES 1D PROVIDER'S PLAN OF CORRECTION s)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX {EACH CORRECTIVE ACTION SHOULD BE °°"‘§."fé"°"
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE
DEFCIENGY)
A 156; Continued From page 24 A 156

assessment and order sheet dated September

{ 30, 2007, at 7.39 p.m., indicated Patient 205 was
: forgetful. The physician checked the box
indicating he "reviewed and concurred with the
nursing assessment. Restraints are indicated to
prevent the disruption of nacessary patient
treatment and for the patient's safety." The type
of restraint was a vest. Again on October 1, 2007,
at 10:35 a.m., the ohsarved behavior was
"Memory deficit, disorientation and forgetful.” The
area of the vest restraint was checked, due to the
“prevention of the disruption of necessary patient
treatment and for patient safety.” There was no

! indication in the record the patient was unsafe, or
| what assessment led 1o the decision to use a vest
; restraint vs. siderails.

On October 3, 2007, at 9:10 a.m., a vigit was !
! made to the patient's room. The patient was i
noted to have the head of the bed elevated, with
a vest restraint on and all 4 side rails were in the
up position. The unit manager was interviewed
during the tour and stated, “The side rails are
used to keep him safe or from crawling out of
Md.“

8. Patient 207 was admitted on September 28,
1 2007. Record review on Qctober 3, 2007,

- indicated the patient had dementia, and
congestive heart failure.

On October 3, 2007, at 10:20 a.m,, the patient
| was observed in bed with 4 side rails in the up
" position and the vest restraint in place.

p.m., indicated, "Admitted patient from ER, awake
and confused. Reoriented pslient to his room, on
tele and vital signs done. Will continue to
monitor.” At 10:15 p.m., "Patient trying to pull out |

f
The nurse's note dated September 29, 2007, at @ '
|
|
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IV & Foley catheter, patient confused. Paged
doctor."At 10:23 p.m., "Dr. called back and he
ordered restraints.” The nurse's section of the
restraint order sheet dated September 28, 2007,
had check marks on, "Memory deficit,
disorientation and unable to follow directions.”

' The form was not signed, timed or dated by the

! nurse. In the order section, there were check

. marks under, "l have reviewed and concur with
 the nursing assessment. Restraints are indicated
| to pravent the disruption of necessary patient

" care and for patient safety.” Checked on this

| section of the order sheet was, "4 side rails, soft
limb restraints {right and left) and vest restraint.”
Thete was a telephone order dated September
29, 2007, at 10:23 p.m., "Haldol 2 mg
{antipsychotic) IV every 6 hours PRN (as needed)
for agitation.” There was no documentation in the
record by staff of the assessment for the use of
three restraints {(wrist, 4 side rails & vest),
including the medication (Haldol). There was no

| assessment addressing the attempts to use less
; restrictive devices prior to placing the patient in

i three different restraints.

On October 3, 2007, at 10:10 a.m., the risk
manager was interviewed. The Manager reviewed
the record for Patient 207 and stated, "They did
not use the Haldol. | see in the record the staff did
place a 1:1 staff person outside the room.”

8. The record for Patient 402 was reviewed at
RSMC on October 2, 2007. The nurse's notes
dated September 24, 2007, at @ p.m., stated,
"Patient climbed out of bed and was unsleady on
her feet walking to the bathroom. Assistance
given in this acliviy. At her families request, a
posey vest was applied because they said that
she will forgat to call for help and fell last time she
was here. Dr. was informed of this, He ordered
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for a posey vest to be used." The record showed
daily physician's orders for @ vest and bilatera!

; timb restraints due to agitated behavior and

; disorientation,

|

: The nurse's notes, starting September 24, 2007,

- to the date of survey, indicated the restraints were
removed when the husband was at the bedside,
and reapplied when he left. The nurse’s notes
indicated the patient's behavior with the husband
present and the restraints off was, "cooperative.”

During an intarview with the medical surgical unit

CN on October 3, 3007, at 11:22 a.m., the CN

stated the reascn for the restraints was confusion

| and attempts to get out of bed when unsteady.
The CN stated Patient 402 was not restrained

| when her husband was with her,

Resident 402 was observed laying in bed on
October 3, 2007, at 11:25 a.m. The patient was
calm, awake and alert. The PT was at the
bedside attempting to get the patient up for
assistance with ambulation. The Patient was
refusing to get out of bed, stating she would do it
later.

The patient’s hushand was interviewad at that
time, and he stated he wanted the patient to be

The husband stated she was calm while he was
there, but he didn't trust her to stay in bed when
. he wasn't there to watch her.

There was no evidence in the record that the
facility attempted means to keep the patiant safe
other than restraining her, when it was evident
she was calm whean another person was in the
room with her.

482,13(e} PATIENT RIGHTS: RESTRAINT OR

restrained so she wouldn't get out of bed and fall. |-

A 158

A 158
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A 158, Continued From page 27 A 158 iThe Chief Nursing Officer reviewed and {12/15/08
, SECLUSION reinforced education on the current Uh3)eg 10p% am
! restraint policy and directed that the
Restraint or seciusion must be discontinued at House Sspen)r(isors and the Charge oL fo Uirpire bl
the earliest possible fime. Nurses include discussion of any Tle € Mlgne
restrained patients (including reason, Punry (VNP -
alternatives attempted, type of restraint, 00.«\ Drveg, W
length of time in restraints) at daily {,-15-08_Jo[3¢AM
! patient care rounds at 0830 and 2030 at @
! This Standard is not met as evidenced by: each hospital.
| Based on observations, interviews and record | i )
' rgviews, the hospital failed to ensure restraints | The Chief Nursing Officer reviewed and  |04/09/08
 were discontinued at the earliast possible time for revised restraint policy and procedure to
; seven of 15 sampled patients in restraints iadd instructions about the use of
| | (Pationts 213, 214, 215, 415, 417, 402, and 418), | medications and chemical restraints, as
i resulting in the potential for patients to be ! well as to enhance the section describing
| restrained longer than clinically indicated. alternatives to restraint that have been
' tried before imposing restraints. The
Findings: restraint policy and procedure revisions
we d 4
1. On October 4, 2007, a closed record for re approved on 04/9/08
Patient 213 was reviewed at IVMC. The patient The Education Department conducted  {04/30/08
was admittad to the facillty on September 26, staff education, emphasizing the
2007, with complaints of weakness, and \ » empha g ,
dementia. requ!re'ment of assessing and trying less
: restrictive alternatives before imposing
| A licensed nurse documented on September 25, restraints, of using types of restraint that
2007, through September 27, 2007, the patient re the least restrictive intervention
had a Posey vest in place. There was no possible, of obtaining a physician's order
documented evidence the licensed nurse made or every restraint, and of discontinuing
attempts to end the use of restraints at the restraints at the earliest time possible.
earliest possible time.
. . he Chief Nursing Officer is providing 05/30/08
2. On October 4, 2007, at 2:30 p.m., an interview physician education on the restraint
was conducted with Patlent"Z14 8 spouse at L;;lolicy at every Medical Staff Department
IVMC. The SpOl:I'SB stated, "Nobody taiks to me eeting during the 2nd quarter 2008,
: about too much. ith attention to the criteria for ordering
T ptent s s taying e, wi | astrestiths fervenionpossie
1  bilatoral wrist restraints on and bitateral side rai had been tried, to the prohibition on
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A 158| Continued From page 28 A 158 (ordering restraints PRN, and to the
i up. The patient was observed with his eyes requirement to sign telephone orders
i closed and snoring. within 24 hours. Additionaily, the Chief
) . Nursing Officer is sending education

At 2;40&1m.:r: reccta_rd 'rewew fo; :’ahent i;l‘! was information on the restraint policy to each

conducted. Tne patient was an 1 year 0 hysician office during April-May 2008.

admitted to the hospital on September 27, 2007, Py 9 April-May 2008

from home. Monitoring: The Pl Director is October

. " ible for auditing 100% of restraint | 2007 and

A review of the palient's record was conducted. responsi . 4 .

A lensed nurse documentsd Pationt 214 had episodes o chack for compliance with | ongoing

orders for wrist restraints from September 28, e restraint policy.

2007 through October 4, 2007. .

The PI Director and CNO are responsible | 05/08 &
On Septamber 28, 2007, the physician ordered for reporting trends and variances from | ongeing
ativan 0.5 mg, IV to be given every four hours restraint policy to PI/RM monthly as

when needed for agitation. On September 29,
2007 the physician wrote orders to discontinue
ativan and ordered haldol 2 mg IV to be given
avery 4 hours when needed for agitation.

There was no documented evidance in the
nursa's notes that the "Alternatives / interventions
attempted or considered today" were provided by
hospital staff. And there was no documented

while he was asleep, but the restraints were not
discontinued.

On October 4, 2007 at 3:35 p.m., an interview
was conducted with the director of the telemetry
unit. When asked if there was documented
evidence that the hospital made atternpts to end
the use of restrainis at the earfiest possible time,
the director was unable to provide further
information.

3. During a tour of the 2 East at IVMC, on
October 4, 2007, at 2:50 p.m., Patient 215 was
observed in bed asleep, The head of the bed was
elevated and the patient had a posey vest on and

evidence that Patient 214 neaded wrist restraints |

i

‘The Hospital nevertheless respectfully
idisagrees with these citations. The
:Medicare rule states that a “restraint does
inot include devices...to protect the
patient from falling out of bed...." 42 CFR
§ 482.13(e)(1)(C). Because there was
documentation in the medical records
that the cited patients were confused and
trying to get out of bed, and the devices
were ordered to prevent them from
getting out of bed and falling, they do not
constitute “restraints” that are covered by
this rule.

indicated.
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I

| indication that, on these dates, the staff was
; observing for a changa in the patient's status that
i would lead to the discontinuation of restraints.

wrist rastraints (untied) on both wrists. The PT
was providing passive range of motion to the
patient.

A review of the record for Patient 215 was done |
on October 4, 2007. Patient 215 was admitted to |
the hospital on September 29, 2007, with
diagnoses that included hypertension and urinary
tract infection. The restraint order form dated
Qctober 3, 2007, had orders for wrist restraints
(left & right) and vest, due to patiants inability to
follow directions. There was a physician's order
dated October 3, 2007, at 9:1C p.m. for, "Banadryl
12.5mg (antihistamine) VP limes one now and
repeat every 4 hours times cne enly.” Tha nurse's
progress note dated October 3, 2007, at 8:30
p.m. indicated, "Instructed patient not to get out of
bed because she may fall and injure herself.
Patient appeared agitated manifested by her
instant attempts to sit up and head to the edge of
the bed. Dr. notified and ordered benadryl 12.5mg
IV times one and repeat times one only. .......
Patient is incontinent of urine and on air mattress.
Two point soft restraints and posey are on for
patiant’s safety. Patient less agitated after i
benadryl 12.6mg IV given., but remains still a little !
restless. Restrainls and posey remain for patient
safety."

There was no documentation in the record the
staff attempted to discontinue the use of
restraints.

4. The record for Patient 415 was reviewed at
RSMC on October 3, 2007. The restraint order
forms dated June 23, 27, and 30, and July 1, 6,
13, and 14, 2007, did not include when the
rastraints could be discontinued. There was no
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5. The record for Patient 417 was reviewed on
Qctober 3, 2007, at RSMC. The restraint order
forms dated July 14, 15, 16, and 17, 2007, did not
include when the restraints could be discontinued.
There was no indication that, on these dates, the
staff was observing for a change in the patient's

! status that would lead 1o the discontinuation of

restraints.

6. The record for Patient 402 was reviewed on
Cctober 2, 2007, at RSMC. The restraint order
forms dated September 25, 26, and 28, 2007, did
not include when the restraints could be
discontinued. Thare was no indication that, on

' these dates, the staff was obsaerving for a change

in the patient's status that would lead to the

- discontinuation of restraints.

: 7. The record for Patient 418 was reviewed on

October 4, 2007, at WMC. The restraint order
forms dataed September 12, 16, 17, and 18, 2007,
did not include when the restraints could be
discontinued, Thera was no indication that, on
these dates, the staff was observing for a change
in the patient's status that would lead to the
discontinuation of restraints.

482.13(e)(3) PATIENT RIGHTS: RESTRAINT
OR SECLUSION

The type or technique of restraint or seclusion

' used must be the least restrictive intervention that
: will be effective to protect the patient or others

from harm.

A 158

A 165

he Chief Nursing Officer reviewed and  |12/15/0&
reinforced education on the current 07
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Supervision: Increased nursing rounds, monitor
call-light / mark for quick response. Modify
Environment: Lighting, noise, room assignmant,
bedside commode, call light. Reality Orientation /
Psychosocial Interventions: Involve in
conversations, convey sense of calm, explain
procedures, relaxation techniques, verbally
redirect bahavior. Diversion / Physical Activity:
TV, radio, music, ambulation, involve patient in

physician education on the restraint
policy at every Medical Staff Department
meeting during the 2nd quarter 2008,
with attention to the criteria for ordering
the least restrictive intervention possible
after other less restrictive alternatives
.had been tried, to the prohibition on

[
|

{X4) ID SUMMARY STATEMENT OF DEFICIENCIES o PRQVIDER'S PLAN OF GORRECTION 1X5)
PREFIX {EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE cmgfg 10N
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A 165! Continued From page 31 A 165 | restraint policy and directed that the
This Standard is not met as evidenced by: House Supervisors and the Charge
Based on observation, interview and record Nurses include discussion of any
review, the hospital failed to ensure the use of the restrained patients {including reason,
least restrictive type of restraining device needed alternatives attempted, type of restraint,
to protect the patient or others from harm for six length of time in restraints) at daily
of 15 sampled patients in restraints (Patients 213, patient care rounds at 0830 and 2030 at
214, 402, 415, 417, and 418}, resulting in the each hospital
potential for patients to be restrained more than pital.
clinically indicated. The Chief Nursing Officer reviewed and {04/09/08
| Findings at IVMC: revis.ed rest!'aint policy and procedure to
i add instructions about the use of
i 1. A closed record review for Patient 213 was medications and chemical restraints, as
- conducted on October 4, 2007. The patient was well as to enhance the section
admitted on September 25, 2007, with complaints describing alternatives to restraint that
of weakness, and dementia. At7:30p.m., a have been tried before imposing
licensed nurse documented, "Physician sees Pt. restraints. The restraint policy and
Pt. up walking around room. Encoursged to lay in procedure revisions were approved on
bed while physictan will do examination. 04/9/08
Cooperative/axam perform per MD. At 8:40 p.m.,
the licensed nurse documented, "Pt. increased The Education Department conducted ~ |04/30/08
. <B:o4n5fusuon-<1::lierd phys;clan-orc:gcs receura:. At staff education, emphasizing the
| 543 p.m., ihe licénsed nurse cacumeniad, requirement of assessing and trying less
| » " =
i Posey vest applied.....side rails up x 2. restrictive alternatives before imposing
| On the restraint order form dated September 24, restraints, of using typef.s of restrgint that
2007, under Observed Behaviors, the licensed are “,"e least restrictive mterv_e_nt:c,m
nurse checked, Memory Deficit, Disorientation possible, of obtaining a physician's order
and Unabile to follow instructions. Under for every restraint, and of discontinuing
Alternatives/interventions anempted of restraints at the earliest time possible.
considered today, the licensed nurse checked,
The Chief Nursing Officer is providing  [05/30/08
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A 165! Continued From page 32 A 165 [ordering restraints PRN, and to the
| ADLs. requirement to sign telephone orders

' From September 25, 2007, through September

i 27, 2007, when the patient was discharged home,

| it was documented the patient had a posey vest
. in place for patient safety. There was no
 documented evidence that the patient was

. unsafe, and in need of restraints.

There was rio documented evidence that
increased nursing rounds were provided, the
environment was modified, reality orientation /
psychosocial interventions were provided or the
; patient receivad diversion / physical activity to

{ ensure the least restrictive means of restraints

. wera usad.

' 2. On QOctober 4, 2007, at 2:30 p.m., an interview
- was conducted with Patient 214's spouse. The
: spouse stated, "Nobody talks to me about too

> mueh.”

The patient was observed laying flat in bed, with
eyes closed and snoring.  Bilateral wrist
restraints were observed on and bilateral side
rails were up.

At 2:40 p.m., a record review for Patient 214 was
conducted. The patient was a 81 year old

i admitted to the hespital on September 27, 2007,
from home.

; A review of the patient's record was conducted.
A licensed nurse documented that Patient 214,
had orders for wrist restraints from September
28, 2007 through October 4, 2007,

On September 28, 2007, the physician ordered
ativan 0.5 mg, IV to be given every four hours
when needed for agitation. On September 29,

within 24 hours. Additionally, the Chief
Nursing Officer is sending education
information on the restraint policy to
each physician office during April-May
2008.

Monitoring: The Pl Director is
responsible for auditing 100% of restraint g(%gb:;d
episodes to check for compliance with

the restraint policy. ngoing
rosponsibio fo reportng tands and 01088
; iy ongoing

variances from restraint policy to PI/RM
monthly as indicated.

The Hospital nevertheless respectfully
disagrees with these citations. The
Medicare rule states that a “restraint
does not include devices...to protect the
patient from falling out of bed....” 42
CFR § 482.13(e)(1)(C). Because there
was documentation in the medical
records that the cited patients were
confused and trying to get out of bed,
and the devices were ordered to prevent
them from getting out of bed and falling,
they do not constitute “restraints” that
are covered by this rule.
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A 185 Continued From page 33 A 165! |

2007, the physician wrote ordsrs to disconiinue i

, ativan and ordered haldol 2 mg iV to be given
! every 4 hours when needed for agitation.

There was no documented evidence in the
nurse's notes that "Alternatives / interventions
attempted or considered today" were provided by
hospital staff to ensure the least restrictive means
of restraints would be provided. And there was
no documented evidence that Patient 214 needed
wrist restrainis while he was asleep.

. On October 4, 2007 at 3:35 p.m., an interview

. was conducted with the director of tha telemetry

- unit. When the surveyor asked about the

! physician's orders for bilateral wrist restraints and
haldol 0.5 mg., the director did not offer any i
explanation.

3. The record for Patient 402 was reviewad at
RSMC on Qctober 2, 2007. The nurse's notes -
dated September 24, 2007, at 9 p.m., stated,
"Patient climbed cut of bed and was unsteady on
her feet walking to the bathroom. Assistancs
given in this activity. At her families request, a
posey vest was applied because they said that
she will forget to call for help and fell last tima she
was here, Dr, was informed of this. He ordered
for a posey vest to be used." The record showed
daily physician's orders for & vest and bilateral
limb restraints due to agitated behavior and
disorientation.

The nurse’s notes, dated September 24, 2007,
through the date of survey, indicated the
restraintg were removed when the husband was
at the bedside, and reapplied when he laft. The
nurse’s notes indicated the patient's behavior with
the husband present and the restraints off was,

| "cooperative.
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During an interview with the medical surgicat unit
CN on October 3, 3007, at 11:22 a.m,, the CN
stated the reascn for the restraints was confusion
and attempts to get out of bed when unsteady.
The CN stated Patient 402 was not restrained
when her husband was with her.

Resident 402 was observed laying in bed on
October 3, 2007, at 11:25 a.m. The patientwas
calm, awake and alert. The PT was at the
bedside attempting to get the patient up for
assistance with ambulation. The Patient was
refusing to get out of bed, stating she would do it
later.

The patient's husband was interviewed at that
time, and he stated he wanled the palient to be
restrained so she wouldn't get out of bed and fail.
' The husband stated she was caim while he was |
! there, but he didn't trust her to stay in bed when
he wasn't there to watch her.

Thara was no evidence in the record to indicate
why two different forms of restraint had to be
used on Patient 402,

There was no evidence in the record that the
facility attempted means to keep the patient safe
other than restraining her, when it was evident
she was caim when another person was in the
room with her.

3

: 4, Tha record for Patient 415 was reviewed on
October 3, 2007, at RSMC. The restraint order
forms daled June 25, 26, 27, and 29, and July 10,
12, 13 and 14, 2007, indicated orders for soft imb
restraints and a vest restraint. There was no
evidence in the record o indicate why two
different forms of restraint had to be used on
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. Patient 415. There was no evidence in the record
! indicating the facility was attempting to use the

; least restrictive means of restraint needed to

‘ provide care to the patient.

I 5. The record for Patient 417 was reviewed on
October 3, 2007, at RSMC. Tha restraint order
form dated July 13, 2007 indicated 4 side ralls,
saft limb restraints, and a vest restraint were o
be used. There was no evidenca in the record to
indicate why three different types of restraint had
to be used on Resident 417.

The restraint order forms dated July 14 and 15,
2007, indicated soft limb restraints were to be
used. There was no evidence indicating why two
different types of restraint had to be used on
i Patient 417. There was no evidence in the record
indicating the facility was attempting to use the
least restrictive means of restraint needed to
provide care to the patient.

8. The record for Patient 418 was reviewed on
October 3, 2007, at IVMC. The restraint order
form dated September 13, 2007 listed 4 side rails,
soft limb restraints, and a vest restraini to be
used. There was no evidence in the record to

i indicate why three different types of restraint had

i 1o be used on Rasident 418. Thears was no

; evidence in the record indicating the facility was

i altemnpting to use the least restrictive means of
restraint needed to provide care to the patient

482.13(e)(5) PATIENT RIGHTS: RESTRAINT
OR SECLUSION '

‘The use of restraint or seclusion must be in

| accordance with the order of a physician or other
licensed independent practitioner who is

responsible for the care of the patient as specified

» under §482.12(c) and authorized to order

A 165

Y

A 188

Plan of Correction begins on next page.
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restraint or seclusion by hospital policy in
accordance with State law.

This Standard is not met as evidenced by:
Findings:

Based on observation, interview and record
review, the hospital failed to ensure there were
written physician's orders for restraints for eight of
15 sampied patients in restraints (Patients 208,
201, 210, 913, 416, 417, 415, and 418), resulting
in the potential for patients to be restrained
inappropriately, without the knowledge or consent
of the physician.

The hospital's Policy and Procedure dated 4/06,
titled: "Restraints/Application of safety and
behavior restraints”, indicated, "Only on ordar
from a physician or cther licensed independent
practitioner can a restraint be instituted... Should it
be necessary, a registered nurse may place a
patient in restraints and get a telephone crder
subsequent to placing the patient in restraints.”
The policy indicated the restraint order form was
used for all restraint orders, and the physician's
order was renewed at least every 24 hours and
the physician must sign telephone orders within
24 hours,

1. A review of the record for Patient 208 at RSMC
on October 3, 2007, at 9 a.m., indicated Patient
208 was admitted to the hospital on September
30, 2007, for complaints of feeling dizzy and
falling four times at homa.

Patient 208 was observed sitting up in a chair

The Chief Nursing Officer reviewed and
reinforced education on the current
restraint policy and directed that the
House Supervisors and the Charge
Nurses include discussion of any
restrained patients {including reason,
alternatives attempted, type of restraint,
length of time in restraints) at daily
‘patient care rounds at 0830 and 2030 at
each hospital.

The Chief Nursing Officer reviewed and
revised restraint policy and procedure to
add instructions about the use of
medications and chemical restraints, as
well as to enhance the section describing
alternatives to restraint that have been -
tried before imposing restraints. The
restraint policy and procedure revisions
were approved on 04/9/08

The Education Department conducted
staff education, emphasizing the
requirement of assessing and trying less
restrictive alternatives before imposing
restraints, of using types of restraint that
are the least restrictive intervention
possible, of obtaining a physician’s order
for @very restraint, and of discontinuing
restraints at the earliest time possible.

The Chief Nursing Officer is providing
physician education on the restraint
policy at every Medical Staff Department
meeting during the 2nd quarter 2008,
with attention to the criteria for ordering
the least resfrictive intervention possible
after other less restrictive alternatives

%\Lﬁfmfﬁ
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had been tried, to the prohibition on
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A 168| Continued From page 37 A 168 jordering restraints PRN, and to the
next to her bed. requirement to sign telephone orders
within 24 hours. Additionally, the Chief
A review of the physician's orders for Nursing Officer is sending education
non-behavior restraints dated October 1, 2007, information on the restraint policy to each
?aqgm?ger: ?h :g?:é gdlcated the physician physician office during April-May 2008.
. Monitoring: The PI Director is October
A review of the nurse's notes datad October 1 . - .
Y v responsible for auditing 100% of restraint | 2007 and
2%:‘ 32;?:;%‘;?;‘3‘ 2007, indicated the was in a episodes to check for compliance with ongoing
posey ) the restraint policy.
| g ggé?gpifﬂ,’,'tnggziggifmﬁnﬁ?ﬁﬁ: ' The PI Di.rector and CNO are responsible !05/0§ &
I i head of the bad was raised, with all 4 side rails up for reportlng_ trends and variances from ongoing
| and a vest restraint was on. According to the Unit restraint policy to PI/RM monthly as
Charge Nurse, Patient 201 was confused and indicated.
had made attempts to get out of bed.
- |The Hospital nevertheless respectfully
Patient 201 was admitted to the hospital on disagrees with these citations. The
September 28, 2007, with diagnoses that Medicare rule states that a “restraint
included congestive heart failure, pneumonia and does not include devices...to protect the
cardiomyopathy. The record for Patient 201 was patient from falling out of bed....” 42 CFR
reviewed on October 2, 2007. There was a § 482.13(e)(1)(C). Because there was
physician's order sheet dated September 29, documentation in the medical records
! 2007, at 7.50 a.m., signed by the nurse far, “4 that the cited patients fused and
| side rails, soft wrist restraints (left & right) and troi patl b dwerc; czn used an
vest Posey."” There was no physician signature on rying to get out of bed, and the devices
the order sheet. were ordered to prevent them from
getting out of bed and falling, they do not
3. The closed record for Patient 210 at IVMC was constitute “restraints” that are covered by
reviewed on October 4, 2007. Patient 210 was this rule.
admitted through the ER dua to an onset of
seizures. While in the ER, Patient 210 when into
respiratory distress, requiring intubation and
ventilator assistance.
The restraint order sheet had physician's orders
dated Septermnber 22, 2007, for soft wrist
! restraints, which had not been signed by the
physlclan ;
FORM CMS.25687{02-99) Pravious Versions Obsolete BQOUMN H continuation sheet Page 38 of 174




Printed: (03/13/2008

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES QMB NO. 0538-0381
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2} MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A BUILDING COMPLETED
050701  [BWING.—. - 10/05/2007
NAME QF PROVIDER QR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
SOUTHWEST HEALTHCARE SYSTEM 25800 MEDICAL CENTER DRIVE
MURRIETA, CA 92662
%4 1D SUMMARY STATEMENT OF DEFICIENCIES 0 PROVIDER'S PLAN OF CORRECTION {X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE W&'»fg"’"
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY) |
A 168[ Continued From page 38 A 168 i

The order sheet dated Saptember 23, 2007, at6
a.m., had check marks chacked for, "Soft wrist
restraints” which were not signed by the
| physician.

1

H

: The restraint order sheet dated September 24,
2007, at 6:30 p.m., for "4 side rails and soft wrist
restraints” was not signed by the physician.

4. On Qclober 4, 2007, at 8:30 a.m., the [ntensive
Care Unit {{CU) at Inland Valley Hospital was
toured. Patient 913 was observed in bed with soft
restraints in place to both wrists.

On Qclober 4, 2007, the clinical record for Patient
913 was reviewed. The record contained
numerous restraint order forms which were
reviewed. The following was noted:

i a. A form dated October 1, 2007, at 9:30 a.m.,

: had no documentation in the section for observed
| behaviors. In addition, the section to be

| completed by the physician contained check

i marks for progress notes, and type of restraints,
but was unsigned by the physician.

b, A form dated October 2, 2007, at 9:30 a.m.,
contained check marks in the sections for
progress notes, type of restraint and when to
discontinue restraint, but was unsigned by the
physician.

! ¢. A form dated October 4, 2007, at 6 a.m.,

| contained check marks in the sections for

| progress notes, type of resiraint, and when to

| discontinue rastraini. The form was unsigned by
the physician and the form lacked the name of
the nurse who cbtained the telephone order and
the physician who was contacted.
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During an interview with the Director of ICU on
October 4, 2007, at 10:10 a.m., she stated the
physician must evaluate the patient and sign
avery 24 hours. The Director stated it was not
unusual for the RN to check the boxes which
were to be completed by the physician.

5. The record for Patient 416 was reviewed at
RSMC on October 3, 2007. The restraint order
forms dated July 11 and 12, 2007, did not have a
| physician’s signature.

. 8. The record for Patient 417 was reviewed at

| RSMC on October 3, 2007. Tha restraint order
: forms dated July 3, 16, and 17, 2007, did not

i have a physician's signature.

! 7. The record for Patient 415 was reviewed on

! Qctober 3, 2007. The rastraint order form dated
June 22, 2007, was not signed by the physician
until after the patient was discharged from the
hospital (July 14, 2007), The restraint order was
authenticated by the physician slectronically on
August 14, 2007,

{

, The restraint order form dated June 25, 2007,

: was not signed by the physician until after

| discharge (July 14, 2007). The order was

- authenticated by the physician electronically on
: August 3, 2007,

; The restraint order form dated June 28, 2007,
was not signed by the physician. The order was
authenticated by the physician electronically on
August 14, 2007.

The restraint order form dated July 3, 2007, was
signed by.the physician on July 5, 2007, 2 days
later.

1
i
L
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A 168; Continued From page 40 A 168 | The Chief Nursing Officer reviewed and 12/15/08 o1
8. The record for Patient 418 at IVMC was reinforced education on the cumrent restraint | ¢ g Chongle P
: reviewed on October 4, 2007. The restraint order policy and directed that the House LT Mrbee
form dated September 12, 2007, was not sighed Supervisors and the Charge Nurses include ¢ <
by the physician. . discussion of any restrained patients %:i\"ﬂb.b” 0)
. (including reason, altemnatives attempted, = Dhvan
A 1681 482.13(e)(8) PATIENT RIGHTS: RESTRAINT A 168 type of restraint, length of time in restraints) !
OR SECLUSION at daily patient care rounds at 0830 and 2030 {(,-3-0 %
at each hospital. 103K AL
i Orders for the use of restraint or seclusion must @
. never be written as a standing order or on an as The Chief Nursing Officer reviewed and 04/09/08
needed basis (PRN). revised restraint policy and procedure to add

instructions about the use of medications and
chemical restraints, as well as to enhance the
section describing alternatives to restraint
that have been tried before imposing
restraints. The restraint policy and procedure

This Standard is not met as evidenced by: revisions were approved on 04/9/08

Based on interview and record review, the ! .

hospita! failed to ensure orders for the use of 1The Education Department conducted staff ~ |04/30/08
- restraints were not written on an as needed basis reducation, emphasizing the requirement of

assessing and trying less restrictive
alternatives before imposing restraints, of
using types of restraint that are the least
restrictive intervention possible, of obtaining a

. for one of 15 sampled patients in restraints
! (Patient 210}, resulting in the potential for the
: patient to be restrained unnecessarily and

. inconsistently. physician's order for every restraint, and of
- . discontinuing restraints at the earliest time
2 Findings: possible.
OCIObe.l' 4, 2007. The Policy, entitied, 'NUR.° R1: physician education on the restraint policy at
Restraints, Application of Safety and Behavior every Medical Staff Department meeting
Restraints,” stated, “If an order is written as during the 2nd quarter 2008, with attention to
PRN order, the physician I8 immediately the criteria for ordering the least restrictive
contacted and advised that any restraint order intervention possible after other less
must be specific: and time-limited." restrictive altemnatives had been tried, to the
i prohibition on ordering restraints PRN, and 1o
: The record of Patient 210, a closed record at the requirement to sign telephone orders
| IVMC, was reviewed on October 4, 2007. Patient within 24 hours. Additionally, the Chief
210 was admitted to the hospital on September | Nursing Officer is sending education
22, 2007, for seizures and an altered fevel of information on the restraint policy to each
consciousness. Due to another seizure in the physician office during April-May 2008.
Emergency Room, the patient was intubated (a .
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A 168| Continued From page 41 A 169 |Monitoring: The PI Director is October
| tube placed into the mouth and down the trachea responsible for auditing 100% of restraint | 2007 and
. to assist with airway management) and placed on episodes to check for compliance with | engoing
: a ventilator. By September 23, 2007, at 9 a.m., the restraint policy
 Patient 210 extubated (pulled the tube out) ’
herself and was placed on oxygen at 2 liters par | . .
. minute via nasal cannula. The patient remained ;I'he P Er)tr_rector and CNO are responsible | 05/08 &
) agitated, confused and was not following or reporting trends and variances from |ongoing
b " restraint policy to PI/RM monthly as
instructions. o
indicated.
The patient was transfared to 2 West on .
September 28, 2007. There was a restraint order The Hospital nevertheless respectfully
sheet dated September 28, 2007, at 10 a.m. The disagrees with these citations. The
physician dated, timed and signed the order form. Medicare rule states that a “restraint does
On this order form there was no area checked by not include devices...to protect the
the physician as to the type of restraint to be patient from falling out of bed...." 42 CFR
used. § 482.13(e)(1)(C). Because there was
) i documentation in the medical records
ghg‘zgwe;ga%’g; Rs?::fa:ét g:;; |fr?t; m datetd that the cited patients were confused and
@ , » Show wefe lo trying to get out of bed, i
be used, "For Patient Safety.” The order was e oored 16 arovent tham o 2
signed by the physician with the date and time. In getting out of bed and falling, they do not
the upper right area of the order, it was writlen, constitute “restraints” that are covered b
*PRN," and signed by the physician. . y
this rule.
On Oclober 4, 2007, at 2:45 p.m,, the Unit
Director for 2 East was interviewed. The Director
stated, "Without knowing the patient and the
situation, it looked like the physician
misundersiood the situation.”
A 263| 48221 QAP! A 263
The hospital must develop, implement and ‘ .
maintain an effective, ongoing, hospital-wide, See corrective actions under Tags A267,
data-driven quality assessment and performance A274, A284, A286, A315, A316, A529,
improvement program. A537,
The hospital's governing body must ensure that
the program reflects the complexity of the
hospital's organization and services; involves all
hospital departments and services (including
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A 283! Continued From page 42 . A 263

those services furnished under contract or
arrangement); and focuses on indicators related
to improved health outcomes and the prevention
and reduction of medical errors.

The hospital must maintain and demonstrate
, evidence of its QAPI program for review by CMS.
|

i !
: b
.

1

1

This Condition is not met as evidenced by:
Based on observation, interview and record
review, the facility failed to ensure the
development, implementation, and maintenance
of an effective QAPI program, by failing to;

a. Develop, track, and report on quality indicators
for the Rehabilitation Services of PT, OT, and ST
for 9 months {A267);

| b. Ensure Pl activiies of the Dietetic Services
were submitted to the Pl committee (A274);

¢. Ensure policies for decontamination of surglcal
instruments were followed {A284);

d. Ensure there was a system In place that
supplies used for cardiac and radiological
procedures were not outdated and unsafe for use
' (A2B4)(A537);

l e. Track madicat erors and adverse patient

i | events through the Pl process, with no

' mechanism for tracking ED misreads of x-rays
; (A286) (A529);

| L

FORM CMS-2587(02-99) Pravious Versions Obsalete aqou1t H continuation sheet Page 43 of 174




Printed: 03/13/2008

| assess processes of care, hospital services and
operations.

This Standard is nol met as evidenced by:
Based on staff interview and review of the
facilities' poticies and procedures and
performance improvement committee meeting
minutes, health system Failed to develop, track
and report on quality indicators for the
rehabilitation services of physical therapy,
occupational therapy and speech therapy during
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A 263| Continued From page 43 A 263 |
[l
| |. Ensure adequate resources were allocated for
measuring, assessing, improving, and sustaining
safe and effective performance of patient care
(A318), and;
g. Ensure adequate resources were allocated for
reducing risk to patients (A316),
The cumulative effect of these systemic problems
resulted in the failure of the goveming body to
ensura the Pl program focused on safe and
effective patiant care, improving health outcomes,
and preventing and reducing medical errors.
A 267! 482.21(a}{2) QAPI QUALITY INDICATORS A 267
i The hospital must measure, analyze, and track . _
i quality indicators, including adverse patient !A.  Action Plan:
' events, and other aspects of performance that | {The Rehabilitation Manager has 01/01/08

developed, tracked and reported clinical
indicators for PT/OT and Speech
Therapy. The clinical indicators have
been developed, tracked, and reported.
Pl indicators include review of whether
the following actions have been done for
each patient: assessment of pain;
PT/OT/ST interdisciplinary plan of care
performed; PT/OT/ST plan of care
signed by MD prior to treatment; and
PT/OT/ST goals are objective and if not
achieved, the reason is documented.

Responsible Party: Rehabilitation

the 8 monthe preceding the survey. Manager
Findings:
During an interview begun at 3:13 pm......... on
October 3, 2007 the director of physical therapy
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i stated that he had becomae the director in April

: 2007. The director stated that data regarding
physical therapy and occupational therapy
documentation had been collected since that
time. The diractor was unaware of any speech
therapy performance Improvement activities. The
! director stated that he participated in a

i subcommittee of the performance improvement
committee on a quarterly basis and was to report
data at those meetings. The director stated that
he had not reported performance improvement
data for physical therapy, occupational therapy or
speech therapy to the committee since becoming
the diractor in April 2007.

Review of the system's performance
improvement plan revealed, "The Goveming
Board requires the medical and organization's
staff to implement and report activities for
identifying and evaluating opportunities to
improve patient care and services throughout the
i organization.”

| During an interview begun at 3:35 pm...... on
October 3, 2007, the director of quality stated that
each department was responsible for developing
their own performance improvement projects.
The performance improvement committee was

| responsible to monitor the quality of performance
I improvement projects initiated by each
department.

During an interview begun at 4:20 pm...... on
Octlober 3, 2007, the direcior of quality stated that
physical therapy, occupational therapy and
speech therapy had not reporied any data on
quality improvernent indicators the the
performance improvement committee during
calendar year 2007,

! The Director of Quality/Performance
improvement confirms that each
Fepartment has developed, tracked and
reported clinical indicators. If a
epartment does not have indicators, the
Director of Quality/Performance
Improvement works with the Director and
Fepartment staff to assure appropriate
ndicators are developed, tracked and
reported. The Department head is
responsible for reviewing the results of
QAPI reviews monthly and the
department head reports on a quarterly
basis at the Operational Performance

These results are then reported to the
Govemning Board as part of the core

Improvement Committee (OPIC) meeting.

measures and drill downs as appropriate.

Ongoing
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A 267| Continved From page 45 A 267
During an interview begun at 10:04 am. on
October 4, 2007, speech therapist 1 stated that
she was tracking documentation-related
performance indicators. Speech therapist 1
stated that all data collection was verbal and no
» records of data were maintained. Speech
therapist 1 stated that the process for reporting
performance improvement data to the committee
was "vague".
A 274 482.21(b){1} QAPI PROGRAM DATA A274
The program must incorporale quality indicator - .
data including patient care data, and other I;.ir;rcT;rF:r?: :gg dNSutntl_on hSAerwce 04/01/08
: relevant data, for example, information submitted develoned p ﬂervnce ?nager
o, or received from the hospital's Quality deve oped a quarterly report for QAPI
! Improverment Organization (QIO). ata that the Fogd and Nutntu_:m Service
! : :gathers concerning the following: i
i a. Diet Order Accuracy Study !
b. Patient Test Tray Audit (Menu
accuracy, temperature, and taste)
c. In-house patient satisfaction survey
This Standard is not met as evidenced by: d. Timeliness of Nutrition Assessment by
Baged on interview and record review, the the dietitian
hospital failed to ensure the dietetic services P1 e. Refrigerators/Freezers temperatures
dala and ectivities were reported to the Pl with recording devices on freezers
Commities, resulting in the potential for quality of f. Cafeteria food Temperatures
cara issues to go unracegnized by the facility. g. Tray line Temperatures
Findings: h. Dish machine Temperatures
i Finaings: i. Final Rinse Temperatures on Dish
' AReview of the Pl Committee Minutes on machine . -
October 3, 2007, for January, 2007 to date J- Sanitizing Solution Concentration in
: inciicated no reports had been received from the the Pot Sink
i dietetic services department,
The Food and Nutrition Service Director |Ongoing
The DNFS stated the department had on-going and Food Service Manager review the
aclivitios. She stated she had not reporied any of results of these QAP| activities monthly
the department activities because there were and report the results to the CPIC
always other agenda items that prevented her committee quarterly, which in turn reports
from reporting. |
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A A 274 | continued from page 46
' to the Governing Body. All QAP!
activities and progress are further
discussed and tracked during the
Department’'s monthly leadership
meetings held monthly on the third
Friday of the month,
04/01/08 .
The Diet Crder Accuracy Study and
Patient Test Tray Audit have been
: transitioned to quarterly random audits
i because the Department achieved 99% ;
! jcompliance for the last six months. '
i | |
| i |
i
|
\
|
4
i
| .
1
{ABORATORY DIRECTOR'S OR PROVIDERISUPPLIER REPRESENTATIVE'S SIGNATURE TITLE 0X8) DATE

Any deficiency stalement ending with an asterisk (") dencies a deficiency which the inatitution may be excusad from correcting providing R is determined that
other safeguards provide aufficient protaction 1o the patiants. {See instructions.) Except for nursing homas, the findings stated above are disclosable 80 days
following the date of survey whether or not a plan of correction is pravided. For nursing homes, the above findings and plens of camection are disciosabile 14
days fellowing the date these documents are made availeble to the facility. If deficiencies are chted. sn approved plan of corection Is requisite 1o cantinued

program padicipation,

FORM CMS-2567(02-89) Previous Vearsions Obsolete

800U

1t continuation sheet Page 465 of 174py



Printed: Q3/13/2008

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES MB NO. 0938-0381
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA {X2) MULTIPLE CONSTRUCTION (%3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A BUILDING COMPLETER
050701 B. WING . 1010672007
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
SOUTHWEST HEALTHCARE SYSTEM 25500 MEDICAL CENTER DRIVE
MURRIETA, CA 92582
x4y ! SUMMARY STATEMENT OF DEFICIENCIES 0 PROVIDER'S PLAN OF CORRECTION (xs)
PREFIX | (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMFLETION
TAG | REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE
| DEFICIENCY)
A 284| Continued From page 46 ‘ A 284
A 284, 482.21(c){1) QAPI IMPROVEMENT PRIORITIES A 284
The hospital must set pricrities for its A. Action Plan:

performance improvement activities that focus on
high-risk, high-volume, or problem-prone areas;
consider the incidence, prevalence, and severity
of problams in those areas; and, affect health
cutcomes and quality of care.

This Standard s not met as evidenced by:
Based on observation, interview and record
review, the hospital's performance improvement
plan failed to set priorities for its improvement
activities that focused on high risk, high volume,
or problem prone areas. There was no system in
place to ensure that policies for decontamination
of surgical instritments were being followed in the
| OR at RSMC. There was no system in place to

" ansure that supplies used for ¢ardiac and

i radiological procedures at RSMC and IVMC were
! not outdated, and safe for use. Thase failures

i resulted in the potential for injury and infection in ;
patients undergoing surgical, cardiac and
radiological procedures.

Findings:

1. The SPD at RSMC was toured on October 2,
2007, at 3:20 p.m. Tech 1 was observed washing
instruments, and was interviewed about the
procedure she followed, The tech staled the
washing sink held about six quarts of water, and
when she mixed the solution for decontamination
i of surgical instruments in this sink, she added, "a !
- few squirts,” of Ultrazyme cleaner to the water.
- The tech stated there was no measured amount |
)

4

The Director of Perioperative Services
changed the Gl tech and SPD Tech job
specific competencies to reflect that all
enzymatic cleaners must be diluted per
manufacture instructions using exact
measurements of water and enzymatic
cleaner. All Gl techs, SPD techs and RN
Gl staff at both facilities have signed the
revised job description competency. All
Gl and SPD personnel were updated on
the enzymatic cleaner changes at the
October 2007 staff meetings and OR
board meetings. The policy on SUR #C7
Centralize Service; Cleaning and
Sterilizing Equipment and Supplies was
revised to reflect “all enzymatic cleaners
are diluted per manufactures instruction.”
: Random audits are currently done to

i check the validity of this practice.

I All SPD and Gl staff at Inland Valley and
Rancho Springs Medical Centers were
updated on the policy and procedure
revision with an acknowledgement form
signed to indicate they had read and
understood the content of the revised
SUR #C7 Centralize Service; Cieaning
and Sterilizing Equipment and Supplies.

Director of Perioperative Services or
designee is conducting random audits to
ensure compliance. Results of the
raudits are reported to the OPIC

|

i

10/31/07

10/31/07

10/31/07
& ongoing
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A 284| Continued From page 47 A 284 \Committee to assure that comective
; of solution added lo the water, sometimes she action is sufficient to assure staff comply
addad more, and sometimas she added less. A lwith requirements.
revuew of the manufacturer's recommendations
“on the Ultrazyme bottle indicated one ounca {one
; pump) of cleaner should be added to each galion £D|rector of Imaging / Lead RN Cardiac  {10/27/07
f of water. iCath reviewed and revised the policy and
The tech was not aware of the need to accurately P :gg:gufreh;efégg gl\f trenll'::tm""c’f TEE
! measure the amount of enzymatic cleaner to be P orv for ot evth sra ;
added to a known amount of water. She stated [nventory for outdates on the first week o
she could not recall being educated about this, or each month. In addition, the Imaging
having her competency checked at her last skills Managers conduct bi-weekly random
day or evaluation. inspections that include a review of
‘ . expiration dates. The Imaging
" The Clinical Lead for Surgical Services and Department maintains a log to confirm
* Charge Nurse § were interviewed during the tour. hat the require audits are conducted and
: They both stated that the mixing of the cleaner |!l[|e results of checking the expired items.
| was not part of the annual competency evaluation he Director of Imaging reviews the log
 for the SPD technicians. at least quarterly to confirm that the
. . equired inventories and random
2. During the tour, the other side of the instrument nspections are occurring and the resuits
pre wash area was identified as the area for ij the inventories and reviews.
washing TEE probaes (used to do a cardiac |
e e i oty e o | Prysica Inventory nspecion g and 102707
for cleaning these instruments, The tech stated nventory rgport from inventory computer |{& ongoing
Cidex was used as the enzymalic cleaner for this ystem reviewed weekly by Lead RN.
rocedure. The tech identified a bottle of test
= gt:iJ;s used to venﬁ: the concentration of the the C_)ardio Manager revised the TEE 04/02/08
' cleaner after mixing. The date on the bottle of test leaning logbook to include a column
! strips indicated they had expired, ; equmng documentation of Cidex test
strlp expiration date, which is to be filled
! The hospital policy on cleaning TEE probes was in prior to use of the Cidex. Policy and
| reviewed on October 2, 2007. The policy rocedure has been revised to reflect this
indicated the probes should be cleaned with one ractice. All staff involved in the cleaning
to two ounces of enzymatic cleaner per galion of f TEE equipment have been educated to
water. However, the bottle of Cidex specified one his new procedure. The Cardio Manager
ounce of cleaner per gallon of water. The tech eviews the log book on a monthly basis
stated the old cleaner was mixed with one to two o assure compliance with the new
ounces of solution per gallon of water, and the rocedures
' _ .
FORM CMS-2567(02-99) Previous Versians Obsolete 8LOUM # continuation shee! Page 430t 174



DEPARTMENT OF HEALTH AND HUMAN SERVICES

Printed: 03/13/2008
FORM APPROVED
OMB NQ. 0938-0391

budget to purchase a new ona. In the meantime,
the scopes ware stored in this manner. The !
clinical lead agreed that endoscopes shouldbe |
 stored in an upright hanging position to ensure
- that moisture from condensation doas not collect |
. In the chambers, forming a place for microbes to |
. grow. She stated, we have to wait for a new |
|

cabinat, there is no other place to put them.

4. The Endoscopy Lab (used for scoping
procedures of the stomach and calon) at IVMC
was toured on October 4, 2007, at 3:30 p.m. The
Endo technician was guestioned regarding the
cleaning of the endoscopes. The tach stated the
first step involved soaking the scopes and
cleaning them with an enzymatic cleaning
solution. The cleaner presant in the ¢leaning area
was V. Mueller Dual Enzy Clean, and the
instructions called for one to twoe pumps (ounces)
per gallon of water. The technician described he
would fill the sink with water and add about 10
pumps of solution to the sink water. He stated he
did not remember hew he was taught the mixing
procedure. He stated he did not recall having this
part of his job checked with his annual
competencies or his evaluation.

5. The CT unit and the Radiology Special
Procedures/Cardiac Catheterization suite at

i RSMC were toured on October 3, 2007, at 10
i a.m. There were multiple wrapped

| anpiocatheters and other aquipment, for use in i
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A 284} Continued From page 48 A 284 \The Cardio Manager added this item as a
policy was outdated. quality indicator under the Pl Program
and results of the reviews are reported t

3. In the same area, a cart was placed with a the Pl Committee. poried o

towal on top. The clean endoscopes were

obsarved curled up on the towel. The clinical lead ; . ’

for Surgical Services stated the old cabinet for Responsible Party: Cardio Manager

hanging the endoscopes had to be discarded, N

and they were awaiting approval of the capital Monitoring: Checked rnqnthly gnd added 04!02!0_8

to Pl program as a Quality Indicator & ongoing
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A 284/ Continued From page 49

: the Special Procedures/Cardiac Cath suite,
stored in the CT rocm and the special procedures

room. Examination of the supplies in the CT

room revealed three Cordis & french angiocaths

that had expired three months prior to survey.

! Examination of the supplies in the Special

| Procedures room revealed six Cook 5 french

: angiocaths, four expired 8 months prior to the

survey, and the other two expired 5 months prior

to the survey.

The Lead Clinical Nurse for the Special

i Procedures/Cardiac Catheterization room was

| present during the tour, and could not explain the
presence of expired supplies available for use.

8. The Radiology Suile at IVMC was toured on
October 4, 2007, at 2 p.m. Examination of the

I supplies in the ropm revealed one Vista 8 french
- endovascular catheter with an expiration date of
* September 2007, indicating that the period for
safe use had ended 4 days prior. Three biliary
stants (used to catheterize the gall biadder) were
also expired September 2007. The staff was
unable ta explain why the expired instruments
were stored with the supplies for patient use.

A 286| 482.21(c}{(2) QAPI TRACKING

Performance improvement activities must track
medical errors and adverse patient events.

This Standard is not met as evidenced by:
Based on interview and record review, the facility
failed to track medical errors and adverse patient

A 284

A 288

Physician representatives from the
Departments of Imaging and Emergency
and the Pl Director reviewad the policy,
‘Patient Contact after Discharge from the
ED" (ED P#16) the decision was made to
draft a new policy specific to the Medical
Staff concerning variances in x-ray
readings between Emergency Physicians
nd Radiologists. The new policy
stablishes a process to identify when
here is a variance in the interpretation
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A 286! Continued From page 50 A 286 1 imaging studies. When such a
: avents through the P| process, with no variance is identified:
mechanism for tracking ED misreads of x-rays. 1. Appropriate action is taken to alert a
; ;rr:)lrsslrcei::I;efdr;%gtgéslﬁzgrgggt}grﬂtro%?73 physician when a variance is identified
that could i ient’
sampled palients (Patients 411 and 414), and the carecou impact the patient's plan of
potential for inappropriate diagnosis and : . .
treatment of all patients receiving x-rays in the ED 2. Thg Medical St‘i'ff' as part of thel_r
after radiology hours ongoing efforts to improve the quality of
) care provided, review each variance on a
Findings: 'regular basis to identify opportunities for
improvement.
The two hospitals used separate Emargency o
Medicine Medical Groups to staff the two ED's. On 12/10/2007, the hospital implemented | 12/10/07

1. The Emergency Department for RSMC was
toured on October 3, 2007, at 9 a.m. During the
tour, the ED Director was questioned regarding
the follow up of x-rays read after hours when a
radiologist was not available. The Director stated
all diagnostic x-rays were read by the ED
physician after hours, and the radiologist would
read them the next morning and contact the ED
physiclan if there was a discrepancy. The
Dirsctor stated the ED physician would then be
responsible for following up with the patient. She
stated there was no tracking system to ensure

1 that each discrepancy was followed up. She

, Stated there was no tracking of the readings for

| QAPI purposes to look for trends. She stated
there was a quarterly meating in which some of
the cases were reviewed, but could not provide
documentation of QAP activities at that meeting.

Radiologlst 1 was interviewed during the tour. He
was askad about the QAP! process for ED x-ray
rereads. He stated that there was no formatl
process. :

A physician from the Medical Group covering the
ED at RSMC was interviewed by phone on

a digital imaging system referred to as
“PACS" that provides hetter capabilities
to track the variance.

Under the new process:

1. The ED physician or PA reviews the
exam and enters in PACS an internal
note of their findings for each exam
reviewed. Treatment is initiated as
appropriate and the
patient/representative is advised of the
preliminary findings.

2. The radiologist reviews the exam for a
final interpretation and result reporting.
a. If the Radiologist reading is different
than the preliminary ED read, the
Radiologist informs the on-duty ED
physician about the variance so

appropriate clinical action can be taken if .
necessary. |
b. The Radiologist documents the
variance (where the official interpretation
differs from the ED preliminary finding) in
the final dictated report, and who was
notified.
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A 286| Continued From page 51 A 288 (¢, The Radiologist copies the case

Qctober 4, 2007, at 1 p.m. He stated that there

was a system In place for patient follow up when

there was a discrepancy in the reading of an

x-ray, but it was an informal process. He stated

that there was no organized QAP process for

x-ray rereads, but he knew his staff was having
no problems In this area.

2, A physician from the Medical Group covering !
the ED at IVMC was interviewed In person on
October 4, 2007, at 11:55 a.m. He explained at
IVMC there is a formal process whereby the
radiologist contacts the ED physician, or sends
the rereads to the ED. The PA is scheduled to
come in one hour before baing scheduled Io sge
patients, and the PA reviews all of the x-ray
rereads, determines if the course of freatment
should be changed, contacts the patient, and

+ documents these actions in the record. The ED
physician stated the process was documented in
gach patient's chart, but not in any form for use In
the QAPI process.

3. The palicy govemning both facilities titlad,
"Patient Contact After Discharge From the ED,"
was reviewed on Oclober 3, 2007. The policy
"stated the following;

a. The ED physician would note a preliminary
reading on films taken when the radiologist was
off duty;

| b. The ED physician's preliminary reading would

i be kept with the films, available for the radiologist

1 to see what the ED physician concluded;

; c. After the radiologist reviewed the film and

, rendered a final report, clinically significant
discrepancies would be brought to the attention of
the ED physician on duty;

information to the ED - QA Worklist in
the PACS system. This worklist serves
as the tracking log for potential ED
“misreads.”

3. The on-duty ED physician reviews the
patient's chart and takes appropriate
clinical action to.

a. Contact the patient or their
representative to inform them of the final
interpretation and any change in their
plan of care.

b. Document the action taken in the
patient's medical record.

4, The variance readings are tracked by
ED physician and type of exam to
address trends and identify areas for
improvement or change in practice. i
5. Variance rates and results of the
reviews are reported to ED Committee,
OPIC Committee and the Governing
Board at part of the QAP process.

he PACS software company was 04/01/08
contacted in February to assist in
configuring the system to enable the
required ED — QA Workiist tab. The

ACS software company configured the
abs for the ED-QA Worklist. The
unction was tested and found to be i

unctioning. The ED physicians and
adiologists were given reminders of the
evised process. Additional written
eminders were posted in the physician
reas in the ED and imaging
departments.
|

epartment Chairs

Fesponsible Party: ED and imaging
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A 286| Continued From page 52 | A28 1. The ED Department Chair (or 04/01/08
i

! return receipt, and,

d. For films with a positive diagnostic finding that
did not have an ED preliminary reading noted,
they would also be brought to the attention of the
ED physician on duty;

e. The physician would complete the, "Patient
Contact ARter Discharge from the ED." form, for
three reasons:

1. Documentation in the patient's medical
racord,

2. Serves as a log for performance
improvement aclivities, and,

3. Can provide feedback to the initial ED
physician;

f. The physician would document the attempts
made to contact the patient, and if unable to
make contact, would initiate a lettar, then:

1. The physician would give the latter io the
ED Director or designee,

2. A copy of the letter would be attached to the
patient's medical record,

3. The original letter would be mailed certifiad,

4, When the ED Director received the return
recaipt, it would be attached to the patient's
medical record.

During an interview with the ER Diractor on
October 3, 2007, at 1:10 p.m., the Director stated
a form was used by the physicians at IVMC, buta
dictation and a stamp were used at RSMC. The
Director stated she does not receive letters from
physicians at either campus. She stated she
thought the physicians maliled the letters
themselves. The Director stated, “Obviously, we

need to change our policy."

I
: During an interview with the Director of Pl on |
. Octeber 3, 2007, at 1:17 p.m,, the Director stated |

daesignee) provides oversight to the
review of variances to consider trends or
clusters of:

a. Variance involving the same provider.
b. Variances of similar types of exams.
2. The ED physicians review the
variances to identify opportunities for
improvement. Significant variances will
be routed to the ED committee for
discussion and action as appropriate.

3. Routine variance reporting will be I
incorporated into the ED Department
peer review process for analysis and
Ifollow-up action as indicated. At a
|minimum, this will be done twice

nnually,
E. Variance reviews are incorporated into
he provider's reappointment profile.
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she did not recelve any forms from either campus
regarding x-rays in the ED.

4, During a review of records in the radiglogy
room on October 3, 2007, at 3:10 p.m., the

: following was noted;

1

" a. Palient 411 was seen in the ER on October 2, |
( 2007, and had an ankle x-ray. The ED physician
i did not document a preliminary reading, and the
radickgist documented a positive dlagnostic
finding (orricle vs. fracture).

b. Patient 412 was seen in the ER on October 2,
2007, and had x-rays of an elbow, an ankle and a
wrist, The ED physician did not document a
preliminary finding. The radiologist had a

{ negative finding.

! c. Patient 413 was seen in the ER on Oclober 2,
12007, and had an x-ray done. The ED physician
did not decument a preliminary finding. The
radiologist had a negative finding.

d. Patient 414 was seen in the ER on Qctober 2,
2007, and had a ches! x-ray done. The ED
physiclan did not decument a praliminary finding,
and the radiclogist documented a positive
diagnostic finding (bilateral infiltrate vs.
atelectasis}.

During an interview with the radiologist who

i reviewed these x-rays on October 3, 2007, at

* 3:18 p.m., he stated if the positive finding was

| obvious, and there was no preliminary finding

| documented by the ED physician, they

| {radiclogists} worked on the assumption that the
| ED physician read the x-ray comrectly, so they,

| “Didn't bother the ED physician.” The radioiogist

j stated if the positive finding was subtle, 'and there
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| was no preliminary finding documented by the ED
| physician, they {radiclogists) would tell the ED
! physician who was on duty. The radiologist
stated he did not notify the ED physician on duty
about Patient 411 or Patient 414 because the
findings were obvious, and he assumed the ED
physician treated the patients comrectly. The
radiologist stated they told the ED physicians all
the time to write their preliminary finding, "but they
gel 30 busy, it isn't their priority."
A 315; 482.21(e)(4) EXECUTIVE RESPONSIBILITIES A 315
 The hospital's governing body (or organized iThe Executive responsibility and N/A

* group or individual who assumes full legal
authority and responsibility for operations of the
hospital), medical staff, and administrative
officials are responsible and accountable for
ensuring that adequate resources are aliocated
for measuring, assessing, improving and
sustaining the hospital's performance.

! This Standard is not met as evidencad by:

| Based on observation, intarview and record

i review, the governing body and medical staff
failed to assure adequate resources were
allocated for measuring, assessing, improving,
and sustaining the hospital's performance,
resulting in failure to notify the ER physiclan of
radiology misreads for two of 73 sampled patients
(Patienie 411 and 414), the potential for
inappropriate diagnosis and treatment of all

Eaccountability to ensure adequate
resources are allocated for QAPI are
taken very seriously. During the last six
imonths, the Governing Board, along with

he Senior Administrative Team, has
planned for and restructured leadership
positions to ensure appropriate front line
management with a span of control that

ill facilitate accomplishing the goals safe

and effective patient care. As a result of
the reorganization, Managers were put in
iplace on each clinical unit to supervise
and facilitate initiatives that relate to all
hospital processes, including but not
limited to, Pl and IC processes.
)Additionally, Directors, have been
relieved of many day to day operational
concerns and are more available to
mentor and oversee initiatives that cross
multiple departments.

Person Responsible: Governing Board,

; patients raceiving x-rays in the ED after radiology CEO
, hours, and infection for surgical and radiology
* patients at both hospitals, and all patients at
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l RSMC. ill address the effectiveness of the
N Eutcomes related to operations, quality
| Findings: nd safety metrics.

| During the survey, it was noted the Director of , ,

'ER, the Director of Surgical Services, the Director o o0 cormactive actions under Tags
' of PI, and the IC Coordinator had difficulties ’ ! ! ’
; Bverseeing their respective services at the two
hospitals, as evidenced by:

1. The Emergency Department was foured on
October 3, 2007, at 9 a.m. During the tour, the
RN Director of Emergency Services statad her
usual work hours were 7 a.m. to B p.m. every day,
and that it was difficult to manage departments at
two campuses.

I
| The two hospitals used separate Emergency
+ Medicine Medical Groups to staff the two ED's.

. toured on October 3, 2007, at 9 a.m. During the

i four, the ED Director was questioned regarding
the follow up of x-rays read after hours when a
radiologist was not available. The Director stated
all diagnostic x-rays were read by the ED
physician after hours, and the radiologist would
read them the next moming and contact the ED
physician if there was a discrepancy. The
Director stated the ED physician would then be
responsible for following up with the patient. She
stated there was no tracking system to ensure

i that each discrepancy was foliowed up. She

i stated there was no tracking of the readings for

1 QAPI purposes to look for trands. She stated
there was a quarterly meeting in which some of
the cases were reviewed, but could not provide
documentation of QAPI activities at that mesting.

i
! The Emergency Department for RSMC was f
i
!

F Radiologist 1 was interviewed during the tour. He
!
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. was asked about the QAP process for ED x-ray
. frereads. He stated that there was no formal
i process.

A physician from the Medical Group covering the
ED at RSMC was interviewed by phone on
October 4, 2007, at 1:00 p.m. He stated that
there was a system in place for patient follow up
when there was a discrepancy in the reading of
an x-ray, but it was an informal process. He
stated that there was no organized QAP! process
for x-ray rereads, but he knew his staff was

! having no problems in this area.

A physician from the Medical Group covering the
i ED at IVMC was interviewed in person on

i October 4, 2007, at 11:55 a.m. He explained at
IVMC there is a formal process whereby the
radiologist contacts the ED physician, or sends
the rereads to the ED. The PA is scheduled o
come in one hour before being scheduled to see
pallents, and the PA reviews all of the x-fay
rereads, determines if the course of treatment
should be changed, contacts the patient, and
documents these actions in the record. The ED
physician stated the process was documented in
j each patient's chart, but not in any form for use in
i the QAP process.

The policy govemning both facilities titled, "Patient
| Contact After Discharge From the ED." was
reviewed on October 3, 2007. The policy stated
the following;

a. The ED physician would note a preliminary
reading on fitms taken when the radiologist was

off duty;

b. The ED physician's preliminary reading would
be kept with the films, available for the radiologist
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to see what the ED physician concluded:

c. After the radiclogist reviewed the film and
rendered a final report, clinically significant
discrepancies would be brought to the attention of
 the ED physician on duty;

. d. For films with a positive diagnostic finding that
: did not have an ED preliminary reading noted,

| they would also be brought to the attention of the
! ED physician on duty;
i

e. The physician woukd complete the, "Patient
Contact After Discharge from the ED," form, for 3
reasons:

1. Decumentation in the patient's medical
record,

2. Serves as a log for performance
improvement activities, and,

3. Can provide feedback to the initial ED
| Physician;

!
! f. The physician would document the attempts
; made to contact the patient, and if unabls to
make contact, would initiate a letter, than:

1. The physician would give the letter fo the
ED Director of designee,

2. A copy of the letter wouki be attached to the
patient's medical record,

3. The original letter would be mailed certified,
return receipt, and,

4, When the ED Director received the retum
| receipt, it would be attached to the patient's
{ medical record.

| During an interview with the ER Director on

. October 3, 2007, at 1:10 p.m., the Director stated
i a form was used by the physicians at IVMC, but a
. dictation and a stamp were used at RSMC. The

i Dirsctor statad she does not receive letters from
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: physicians at either campus. She stated she

j thought the physicians mailed the letters
themselves. The Director stated, "Obviously, we
heed to change our policy.”

During an interview with the Director of P} on
October 3, 2007, at 1:17 p.m., the Director stated
she did not receive any forms from either campus
regarding x-rays in the ED.

During & review of records in the radiology raom
on October 3, 2007, at 3:10 p.m., the following
was noted;

a. Patient 411 was seen in the ER on October 2,

2007, and had an ankle x-ray. The ED physician
did not document a preliminary reading, and the

radiologist documented a pasitive diagnostic

' finding (orricle vs. fracture).

| b. Patient 412 was seen in the ER on October 2,
2007, and had x-rays of an elbow, an ankle and a
wrist. The ED physician did net document a
preliminary finding. The radiclogist had a
negative finding.

c. Patient 413 was seen in the ER on October 2,
2007, and had an x-ray done. The ED physician
did not document a preliminary finding. The
radiologist had a negative finding.

d. Patient 414 was seen in the ER on October 2,
2007, and had a chest x-ray done. The ED
physician did not document a preliminary finding,
and the radiologist documented a positive
diagnostic finding (bilateral infiltrate vs.
atelectasis).

During an interview with the radiologist who
. Teviewed these x-rays on October 3, 2007, at
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3:18 p.m,, he stated if the positive finding was
obvious, and there was no preliminary finding
documented by the ED physician, they
(radiologists) worked on the assumption that the
ED physician read the x-ray corectly, so they,
"Didn't bother the ED physician." The radiologist
: stated if the positive finding was subtle, and there
was no preliminary finding documented by the ED
physician, they (radiologists) would tell the ED
physician who was on duty. The radiologist
stated he did not notify the ED physician on duty
about Patient 411 or Patient 414 because the
findings were obvious, and he assumed the ED
physician treated the patients correctly. The
radiologist stated they told the ED physicians all
the time to wrile their preliminary finding, "but they
get so busy, it lsn't their priority."

2. During a tour of the Surgical Suite of RSMC on
Oclober 2, 2007, at 2:30 p.m., the Director of
Surgical Services stated her work hours were
ciose to 12 hours a day, and she was not able to

perform al! of her duties unless she worked the
| extra hours.

The SPD at RSMC was toured on October 2,

2007, at 3:20 p.m. Tech 1 was observed washing

instruments, and was interviewed about the

procedure she followed. The tech stated the

washing sink held about six quarts of water, and |

I when she mixed the solution for decontamination |

- of surgical instruments In this sink, she addsd, "a

| few squirls,” of Ultrazyme cleaner to the water.

i The tech stated there was no measured amount

; of solution added to the water, sometimes she

i added more, and sometimes she added less. A

! review of the manufacturer's recommendations

1on the Uitrazyme bottle indicated one ounce (one

’ pump) of cleaner should be added to each gallon
of water.
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The tech wes not aware of the need to accurately

measure the amount of enzymatic cleaner to be

- added to a known amaunt of water. She stated

| she could not recall being educated about this, or
having her competency checked at her last skills

day or evaluation, .

The Clinical Lead for Surgical Services and
Charge Nurse S were interviewed during the tour.
They both stated that the mixing of the cleansr
was not part of the annual competency evaluation
for the SPD technicians.

 During the tour, the other side of the instrumant

i Pre wash area was identified as the area for

: washing TEE probes (used to do a cardiac

; ultrasound from inside the esophagus). The SPD
i tech stated the cardiology techs were respansible
, for cleaning these instruments. The tech stated

; Cidex was used as the enzymatic cleaner for this
! procedure. The tech identified a boltle of test
sirips usad to verify the concentration of the
tleaner after mixing. The date on the botile of test
strips indicated they had expired.

The hospital policy on cleaning TEE probes was
reviewed on October 2, 2007. The policy
indicated the probes shoukd be cleaned with one
ta two ounces of enzymatic cleaner per gallon of
water. However, the bottle of Cidex specified one
ounce of cleaner per gallon of water. The tech

: stated the old cleaner was mixed with ane to two
" ounces of solution per gallon of water, and the
policy was outdated.

in the same area, a cart was observed with a
towel on top. Clean endoscopes were observed
curled up in the towel. The clinical lead for
Surgical Services stated the old cabinet for

!
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: hanging the endoscopes had to be discarded,
and they were awaiting approval of the capital

i budget to purchase a new one. In the meantime,
i the scopes were stored in this manner. The

' clinical lead agreed that endoscopes should be
stored in an upright hanging position 1o ensure
that moisture from condensation does not collect
in the chambers, forming a place for microbes to
grow. She stated, we have to wait for a new
cabinet, there is no other piace to put them.

|
{ The Endoscopy Lab (used for scoping
procedures of the stomach and colon) at IVMC
was toured on Qctober 4, 2007, at 3:30 p.m. The
Endo technician was questioned regarding the
cleaning of the endoscopes. The tech stated the
first step involved soaking the scopes and
cleaning them with an enzymatic cleaning
solution. The cleaner present in the cleaning area
was V. Mueller Dual Enzy Clean, and the
instructions called for one to two pumps (ounces)
per gallon of waler. The technician described he
would fill the sink with water and add about 10
| Pumps of solution 1o the sink water. He stated he i
did not remember how he was taught the mixing
, Procedure. He stated he did not recall having this
« part of his job checked with his annual
: competencies or his evaluation. 1

3. The Director of Pl was interviewed on October
-5, 2007, at 10:07 a.m. When asked about
covering all Pl activities at both hospitals, she
stated she “saw a gap in the process.” She
stated it was difficult to keep up with two
hospitals, and she had so much to do, she could
only get the top priorities done. The PI Director
! stated she was able 1o get the required data
i collected and entered, and attend meetings, but
. she did not have time to get out to the floors in

the facilities and network with the staff to

i
'
i | '
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determine if there were QAP issues that needed
; to be addressed.

4. The IC staff (consisting of the CNO and the
ICC), was interviewed on October 5, 2007, at
1:12 p.m. During the interview, the ICC stated
she made daily rounds, attended construction
rounds and meetings, and called for corrective
action when needed at IVMC, but not at RSMC.
The ICC stated the IC activities at RSMC
consisted of review of culture results. The CNO
stated they used to have two IC employeess, but
one left the facility, and they had not replaced that
position. The CNO stated there was no way ang
person coukd do complete surveillance at both

| Campuses, so the IC Coordinator was doaing,

. "only the essentials,” at RSMC.

. The CT unit and the Radiology Special

: Procedures/Cardiac Cathelerization suite at
RSMC were toured on October 3, 2007, at 10
a.m. There were multiple wrapped
angiocatheters and other equipment, for use in
the Special Procedures/Cardiac Cath suite,
stored in the CT room and the special procedures
foom, Examination of the supplies in the CT
room revealed three Cordis B french angiocaths
that had expired three months prior to survey.
Examination of the supplies in the Special
Procedures room revealed six Cook 5 french
anglocaths, four expired 8 months prior to the

; survey, and the other two expired 5 months prior
i to the survey.

| The Lead Clinical Nurse for the Special

: Procedures/Cardiac Catheterization room was

| present during the tour, and could not explain the
; presence of expired supplies available for use.

! The Radiology Suite at IVMC was toured on

§

|
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October 4, 2007, at 2 p.m. Examination of the

supplies in the room revealed one Vista 8 french

endovascular catheter with an expiration date of

September 2007, indicating that the period for

safe use had ended 4 days prior. Three biliary

stents (used to catheterize the gall bladder) were

| also expired September 2007. The staff was
' unable to explain why the expired instruments
were stored with the supplies for patient use.
A 316| 482.21(e)(4) EXECUTIVE RESPONSIBILITIES A 318
The hospital's governing body (or organized See corrective actions under Tags A267, |

1
|

|
i

|

|
|
l

I clinical departments, frack ED rereads for

group or individual who assumes full legal |
authority and responsibility for operations of the i
hospital), medical staff, and administrative |
officials are responsible and accountable for
ensuring that adequate resources are aliocated
for reducing risk to patients.

This Standard is not met as evidenced by:
Based on observation, interview, and record
review, the governing body and medical staff
failed to ensure adequate resources were
aliocated for reducing risk lo patients, by failing to
allocate adequate resources for management of

diagnostic x-rays after hours, ensure the correct
procedure was followed for cleaning surgical
instruments, and ensure IC surveillance was
done regularly at both facilities. These failures
resulted in the potential for injury in patients
receiving x-rays in the ED after hours, and
infection in surgical and radiclogy patients at both
facilities, and all patients at RSMC.

A274, A284, A286, and A315. !
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i
j Findings: !
- 1. During the survey, it was noted that the
 Director of ER, the Director of Surgical Services, i
! the Director of Pl, and the IC Coordinator had i ’
i

 difficulties overseeing their respective services at
the two hospitals.

2. The Emergency Department was toured on
Qctober 3, 2007, at 9 a.m. During the tour, the
RN Director of Emergency Services stated her
: usual work hours were 7 a.m. to 8 p.m. every day,
and that it was difficult to manage depariments at
two campuses.

! The two hospitals used separate Emergency
! Medicine Medical Groups to staff the two ED's.

The Emergency Department for RSMC was
toured on Oclober 3, 2007, at 9 a.m. During the
tour, the ED Director was questioned regarding
the follow up of x-rays read after hours whan a
radiclogist was not available. The Director stated
all diagnostic x-rays were read by the ED
physician after hours, and the radiologist would
read them the next moming and contact the ED
Physician if there was a discrepancy. The
+ Director stated the ED physician would then be
‘ responsible for following up with the patient. She
stated there was no tracking system to ensure
that each discrepancy was foliowed up. She
stated there was no tracking of the readings for
QAP! purposes to look for trends, She stated
there was a quarlerly meeting in which some of
the cases were reviewed, but could not provide
documentation of QAP activities at that meeting.

Radiologist 1 was interviewed during the tour, He
was asked about the QAPI process for ED x-ray
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rereads. He stated that there was no formal
process.

A physician from the Medical Group covering the
ED at RSMC was interviewed by phona on
October 4, 2007, at 1 p.m. He stated that there !
, Was a system in place for patient follow up when y
 there was a discrepancy in the reading of an !
x-ray, but it was an informal process. Me stated
that there was no organized QAP! process for

; X-ray rereads, but he knew his staff was having
F no problems in this area.

LA physician form the Medical Group covering the
ED at IVMC was interviewed in person on

October 4, 2007, at 11:55 a.m. He explained at : e
IVMC there is a formal process whareby the R R

radiologist contacts the ED physician, or sends FR
the rereads to the ED. The PA is scheduled to Sl

i come in one hour before being scheduled to see
patients, and the PA reviews all of the x-ray
rereads, determines if the course of treatment

| should be changed, contacts the patient, and

| documents these actions in the record. The ED
physician stated the process was documented in
each patient's chart, but not in any form for use in
the QAP! process.

The palicy governing both facilities titted, *Patient
Contact After Discharge From the ED." was
reviewed on October 3, 2007. The policy stated
the following;

8. The ED physician would nole a prefiminary |
reading on films taken when the radiologist was i
i

- off duty;

|! b. The ED physician's preliminary reading would

f be kept with the films, available for the radiologist
| 1o see what the ED physician concluded:

|

FORM CMS-2567(02-99) Previous Versions Obsolete saoun If conlinuation sheet Page 08 of 174



Printed: 03/13/2008

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB 3 91
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2} MULTIPLE CONSTRUCTION (%3) DATE SURVEY
AND FLAN OF CORRECTION {DENTIFICATION RUMBER; A BUILDING COMPLETED
050701 B WING 10/08/2007
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, 2IP CODE
SOUTHWEST HEALTHCARE SYSTEM 25500 MEDICAL CENTER DRIVE
MURRIETA, CA 52582 p
{X4) 1D SUMMARY STATEMENT OF DEFICENCIES o PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX, {EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG | REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENGED YO THE APPRQPRIATE DATE
DEFICIENCY}
A 318 Continued From page 66 A3ls

:
)
v

, batient's medical record,

i

¢. After the radiologist reviewed the film and
rendered a final repon, clinically significant
discrepancies would be brought fo the attention of
the ED physician on duty;

d. For films with a positive diagnostic finding that
did not have an ED preliminary reading noted,
they would also be brought to the attention of the
ED physician on duty;

e. The physician would complete the, "Palient
Contact After Discharge from the ED," form, for 3 |
reasons: '

1. Documentation in the patient's medical
record,

2. Serves as a log for performance
improvemaent activities, and,

3. Can provide feedback to the initial ED
physician;

f. The physician would document the attempts |
made to contact the patient, and if unable to :
make contact, would initiate a letter, then:

1. The physician would give the letter to the
ED Director of designee,

2. A copy of the letter wouid be attached to the

3. The original lelter would be mailed cerlified,
return receipt, and,

4. When the ED Director received the retum
receipt, it would be attached to the patient's
medical record.

Ouring an interview with the ER Director on
October 3, 2007, at 1:10 p.m., the Director stated
a form was used by the physicians at ilYMC, but a
dictation and a stamp were used at RSMC. The
Director stated she does not recsive letters from
physiclans at either campus. She stated she
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thought the physicians mailed the lettars
themselves. The Director stated, "Obviously, we

need to change our policy.”

During an interview with the Director of Pl on

October 3, 2007, at 1:17 p.m., the Director stated

she did not receive any forms from either campus
regarding x-rays in the ED.

; During a review of records in the radiology room
i on October 3, 2007, at 3:10 p.m., the fotlowing
was noted;

a. Patient 411 was seen in the ER on Ocilober 2,
2007, and had an ankle x-ray. The ED physician
did not document a preliminary reading, and the
radiologist documented a positive diagnostic
finding (orricle vs. fracture).

b. Patient 412 was seen in the ER on October 2,
2007, and had x-rays of an etbow, an ankle and a
wrist. The ED physician did not document a
preliminary finding. The radiologist had a

: negative finding. '

}

, G Patient 413 was seen in the ER on October 2,
i 2007, and had an x-ray done. The ED physician
did not document a preliminary finding. The
radiologist had a negative finding.

d. Patient 414 was seen in the ER on Oclober 2,
2007, and had a chest x-ray done. The ED
physician did not document a preliminary finding,
and the radiclogist documented a positive
diagnostic finding (bitateral infiltrate vs.
ateiectasis).

During an interview with the radiologist who
reviewed these x-rays on October 3, 2007, at
3:18 p.m., he stated if the positive finding was
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‘ when she mixed the solution for decontamination

i The tech stated there was no measured amount
i

Continued From page 68

obvious, and there was no preliminary finding
documented by the ED physician, they
(radiclogists) worked on the assumption that the
ED physician read the x-ray cofrectly, so they,
"Didn't bother the ED physician.” The radivlogist
staled if the positive finding was subtle, and there
was no preliminary finding documented by the ED
physician, they (radiclogists) would tell the ED
physician who was on duty. The radiologist
stated he did not notify the ED physician on duty
about Patient 411 or 414 because the findings
were obvious, and he assumed the ED physician
treated the patients correctly. The radiologist

, Stated they told the ED physicians alf the time to !
, write their preliminary finding, "but theygetso !
- busy, itisn't their priarity.” |

3. During a tour of the Surgical Suite of RSMC on
October 2, 2007, at 2:30 p.m., the Director of
Surgical Services stated her work hours were
closa {o 12 hours a day, and that she was not
able to perform ali of her duties unless she
worked the exira hours.

The SPD at RSMC was toured on October 2,
2007, at 3:20 p.m. Tech 1 was observed washing
instruments, and was interviawed about the
procedure she foliowed. The tech stated the
washing sink held about six querts of water, and

of surgical instrurments in this sink, she added, "a !
few squirts," of Ultrazyme cieaner to the water.

of solution added to the water, sometimes she
added more, and sometimes she added less. A
review of the manufacturer's recommendations
on the Uitrazyme bottle indicated ona ounce (one
pump) of cleaner should be addad to each galion
of water.

A 316
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The tech was not aware of the need to accurately
measure the amount of enzymatic cleaner 1o be
added to a known amount of water. She stated
she could not recall being educated about this, or
having her compatency checked at her last skills
day or evaluation.

i The Clinical Lead for Surgical Services and
Charge Nurse 5 were interviewed during the tour.
They both stated that the mixing of the cleaner
was not part of the annual competency evaluation
; for the SPD technictans.

: During the tour, the ather side of the instrument
pre wash area was identlfied as the area for
washing TEE probes (used lo do a cardiac
ultrasound from inside the esophagus). The SPD ;
tech stated the cardiology techs were responsible
for cleaning these instruments. The tech stated
Cidex was used as the enzymatic cleaner for this ;
procedure. The tech identified a bottle of test

‘ strips used to verify the concentration of the

| cleaner after mixing. The date on the bottle of test
 strips indicated they had expired.

The hospital policy on cleaning TEE probes was
reviewed on October 2, 2007. The policy
indicated the probes should be cleaned with one
to two ounces of enzymatic cleaner per gailon of
water. However, the bottle of Cidex specified one
ounce of cleaner per gallon of water. The tech
stated the old cleaner was mixed with one to two
ounces of soiution per gallon of water, and the
policy was outdated.

In the same area, a cart was placad with a towel
on top. The clean endoscopes were observed |
! curled up on the towel. The clinical lead for
| Surgical Services stated the old cabinet for
| hanging the endoscopes had to be discarded,
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- and they were awaiting approval of the capital

* budget to purchase a new one. In the meantime,
. the scopes were stored in this manner. The

- clinical lead agreed that endoscopes should be

* stored in an upright hanging position to ensure ;
» that moisture from condensation does not collect |
. in the chambers, forming a place for microbes to
grow. She stated, we have to wait for 8 ngw
cabinet, there is no other place to put them.

The Endoscopy Lab (used for scoping
procedures of the stomach and colon) at IVMC
was toured on October 4, 2007, at 3:30 p.m. The
Endo technician was questionad regarding the
cleaning of the endoscopes. The tech stated the
first step involved soaking the scopes and
cleaning them with an enzymatic cleaning

I solution. The cieaner present in the cleaning area
was V. Mueller Dual Enzy Clean, and the
instructions called for one to two pumps (ounces)
1 per gallon of water. The tachnician described he
| would fill the sink with water and add about 10

4 pumps of solution to the sink water. He stated he
i did not remember how he was taught tha mixing

i procedure. He stated he did not recali having this
| part of his job checked with his annual

: competencies or his evaluation.

4. The Director of Pl was interviewed on October i
| 5, 2007, at 10:07 a.m, When asked about

, covering all PY activities at both hospilals, she

| stated she "saw a gap in the process.” She
stated it was difficult to keep up with two
hospitals, and she had s0 much to do, she could
only get the top priorities done. The P Director
stated she was able to get the required data
collected and entered, and attend meetings, but
sha did not have time to get out to the floors in
the facilities and network with the staff io
determine if thera were QAPI issues that needed
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" action when needed at IVMC, but not at REMC,

 one left the facility, and they had not replaced that
- position. The CNO stated there was no way one :

i

|

)
i
|
i
|
|
!

Continued From page 71
to be addressed.

5. The IC staff (consisting of the CNO and the
ICC), was interviewed on Qctober 5, 2007, at
1:12 p.m. During the interview, the ICC stated
she made dally rounds, attended construction
rounds and mesetings, and called for correclive

The ICC slated the IC activities at RSMC
consisted of review of culture resuits. The CNO
stated they used to have two IC employees, but

person could do complete surveillance at both
campuses, so the IC Coordinator was doing,
“only the essentials,” at RSMC.

482.22 MEDICAL STAFF

The hospital must have an organized medical
staff that operates under bylaws approved by the
governing body and is responsible for the Quality
of care provided to patlents by the hospital.

This Condition is not met as evidenced by:
Based on observation, interview and record
review, the facility to ensure the medical staff was
responsible for the quality of care provided to
patients, by failing to;

a. Ensure the two ED medical groups were
accountable for the quality of care provided to
patients receiving after hours diagnostic x-rays [
(A347); i
b. Ensure integration of services between the
emergency Medicine department and imaging

A 316

A 338

The medical staff operates under bylaws
approved by the governing body and is
responsible for the quality of care
provided. Medical Staff Leaders and the
Medical Executive Committee have
worked with the hospital staff to address
their responsibility for quality of care
provided to patients at the hospital. See
response at Tags A168, A286, A347,
A500, A1004, :
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dapariment (A1103);
c. Ensdre implementation of a policy and
procedure for follow up on x-ray reading
discrepancies betwsen the radiclogists and
| @mergency medicine physician (A1104);
d. Ensure there were written physician's orders
for restraints used on patients (A168);
e. Ensure the post-anesthesia follow-up report
contained adequate documentation of
cardiopulmonary status and level of
conscicusness{A1004), and;
f. Ensure a long acting narcotic was nol used for
| the treatment of addiction contrary to the Uniform
| Controlied Substance Act - California State Law
(A500). !
The cumulative effect of these systemic problems
resulted in the failure of the medical statf to
ensure the provision of safe medical care to '
patients in the hospital. !
A 347| 482.22(b) MEDICAL STAFF ACCOUNTABILITY A 347
The medical staff must be well organized and - .
accountable to the governing body for the quality Physician representa_twes from the
of the medical care provided to the patients Departments of imaging and Emergency
" and the PI Director reviewed the policy,
; P “Patient Contact after Discharge from the
The medical staff must be organized in a manner
approved by the goveming brgdy_ ED" (ED P#1 6) the decision was made to
draft a new policy specific to the Medical
If the medical staff has an executive committes, a Staff concerning variances in x-ray
majority of the members of the committee must readings between Emergency Physicians
be doctors of medicine or osteopathy. and Radiologists. The new policy
) ' establishes a process to identify when
The responsibility for organization and conduct of there is a variance in the interpretation of
the medical staff must be assigned only to an imaging studies. When such a variance is
individual doctor of medicine or osteopathy or, identified:
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when permitted by State law of the State in which :
the hospital is located, a doctor of dental surgery
or dental medicine.

This Standard is not met as evidenced by:
Based on interview and record review, the
governing body failed to ensure the two
Emergency Medical Groups (a diffarent group at
each campus), providing services as members of
the medical staff, were accountable for the quality
of medical care provided to patients. This failure
resulted in the potential for inappropriate
diagnosis and treatment for emergency patients
receiving diagnostic x-rays after hours.

Findings:

' The two hospitals used separate Emergency |
| Medicine Medical Groups to staff the two ED's. ;
l

1. The Emergency Department for RSMC was
toured on Oclober 3, 2007, at 9 a.m. During the
tour, the ED Director was questioned regarding
the follow up of x-rays read after hours when a
radiclogist was not available. The Direcior stated
all diagnostic x-rays were read by the ED
physician after hours, and the radiclogist would
read them the next moming and contact the ED
physician if there was a discrepancy. The
: Director stated the ED physician would then be
responsible for following up with the patient. She

hysician when a variance is identified
hat could impact the patient's plan of

re.
. The Medical Staff, as part of their
ngoing efforts to improve the quality of
are provided, review each variance on a
egular basis to identify opportunities for
mprovement. ‘

n 12/10/2007, the hospital implemented ; 12/10/07
digital imaging system referred to as
PACS" that provides better capabilities

o track the variance.

Under the new process:

1. The ED physician or PA reviews the

xam and enters in PACS an internal
note of their findings for each exam
reviewed. Treatment is initiated as
ppropriate and the

patient/representative is advised of the
preliminary findings.

2. The radiologist reviews the exam for a
ffinal interpretation and resuit reporting.
a. If the Radiologist reading is different
than the preliminary ED read, the
IRadiologist informs the on-duty ED
[physician about the variance so
.|appropriate clinical action can be taken if
necessary.
b. The Radiologist documents the
variance (where the official interpretation
differs from the ED preliminary finding) in
the final dictated report, and who was
notified.
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stated there was no tracking system to ensure information to the ED — QA Worklist in
that each discrepancy was followed up. She he PACS system. This worklist serves
: stated there was no tracking of the readings for LS the tracking log for potential ED
QAP purposes to look for trends. She stated misreads.”
there was a quarlerly meeting in which some of . The on-duty ED physician reviews the
the cases were reviewed, but couid not provide atient's chart and takes appropriate
documentation of QAPI activities at that meeting. linical action to.
. . Contact the patient or their
Radiologist 1 was interviewed during the tour. He - )
was asked about the QAP process for ED x-ray epresentative to inform them of the final
rereads. He stated that there was no formal nterpretation and any change in their
process. | lan of care. _ _
: . Document the action taken in the
A physician from the Medical Group covering the | atient’s medical record.
ED at RSMC was interviewed by phone on ! #. The variance readings are tracked by
» October 4, 2007, at 1:00 p.m. He stated that ! ED physician and type of exam to !
there was a system in place for patient follow up | Pddress trends and identify areas for ;
when there was a discrepancy in the reading of provement or change in practice.
! an x-ray, but it was an informal process. He L Variance rates and results of the
 stated that there was no organized QAP process 'reviews are reported to ED Committee,
| for x-ray rereads, but he knew his staff was PIC Committee and the Governing
having no problems in this area. oard at part of the QAP process.
e o e edat Groupconrng e PACS stars compary was (0401108
parson on ntacted in February to assist in
.Cctobar 4, 2007, at 11:55 a.m. He explained at i
IVMC there is a formal process whereby the configuring the system to enable the
radiologist contacts the ED physician, or sends required ED — QA Worklist tab. The
the rereads to the ED. The PA is scheduled to IFACS software company configured the
: come in one hour before being scheduled to see | tabs for the ED-QA Worklist. The ;
, patients, and the PA reviews all of the x-ray ! function was tested and found to be !
: rereads, determines if the course of treatment functioning. The ED physicians and !
: should be changed, contacts the patient, and i |Radiologists were given reminders of the
| documents these actions in the record. The ED srevised process. Additional written
| Physician stated the process was documented in | reminders were posted in the physician
i each patient's chart, but not in any form for use in | areas in the ED and Imaging
| the QAP process. ! departments,
3. The policy governing both facilities titled, ; . i
"Patient Contact After Digcharge From the ED,” I Ig::z‘rjt?:;l:? (l;:arit!s- ED and Imaging
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A 347! Continued From page 75 A 347 Monitoring:
was reviewed on Of.:tober 3, 2007. The policy 1. The ED Department Chair (or 04/01/08
Stated the following; designee) provides oversight to the
a. The ED physician would note a preliminary ;T:;?;vrsoozanances o consider trends or

reading on fiims taken when tha radiclogist was
off duty;

! b. The ED physician's preliminary reading would
be kept with the films, avallabie for the radiologist
to see what the ED physician concluded:

i c. After the radiclogist reviewed the film and
; rendered a finai report, clinically significant

a. Variance involving the same provider.
b. Variances of similar types of exams.
2. The ED physicians review the
variances to identify opportunities for
improvement. Significant variances will
be routed to the ED committee for
discussion and action as appropriate.

3. Routine variance reporting will be

| discrepancies would be brought to the attention of
i the ED physician on duty;

incorporated into the ED Department
peer review process for analysis and
follow-up action as indicated. At a
minimum, this will be done twice
annually.

4, Variance reviews are incorporated into
the provider’s reappointment profile.

i d. For films with a positive diagnostic finding that
! did not have an ED preliminary reading noted, |
, they would also be brought to the attention of the

| ED physician on duty;

! 8. The physician would complete the, "Patient
. Contact After Discharge from the ED," form, for 3
| feasons:;

1. Documentation in the patient's medical
record,

2. Serves as a log for performance
improvemant activities, and,

3. Can provide feedback to the initiai ED
physician;

1. The physician wouki document the attempts
made to contact the patient, and if unable to
make contact, would initiate a latter, then:

1. The physician would give the letter to the
ED Director of designee,

2. A copy of the letter would be attached to the
: patient's medical record,
. 3. The original letter would be mailed certified,
return receipt, and,
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. medical record,

: During an interview with the ER Director on

4. When the ED Director received the retumn
receipt, it would be attached to the patient's

" October 3, 2007, at 1:10 p.m., the Director stated ‘
- a form was used by the physicians at IVMC, buta
; dictation and a stamp were used at RSMC. The |

: 4, During a review of records in the radlology !

Director stated she doas not receive letters from |
physicians at either campus. She stated she
thought the physicians mailed the iettars
themseives. The Director stated, "Qbviousty, we
need to change our policy."

During an interview with the Director of Pl on
October 3, 2007, at 1:17 p.m., the Director stated
she did not recelve any forms from either campus
regarding x-rays in the ED,

room on October 3, 2007, at 3:10 p.m., the -‘
following was noted; |

a. Patient 411 was seen in the ER on October 2,
2007, and had an ankle x-ray. The ED physician
did not document a preliminary reading, and the
radiologist documented a positive diagnostic
finding (orricle vs. fracture).

b. Patient 412 was seen in the ER on October 2,
2007, and had x-rays of an elbow, an ankle and a
wrist. The ED physician did not document a
preliminary finding. The radiologist had a
negalive finding.

¢. Patient 413 was seen in the ER on October 2,
2007, and had an x-ray done. The ED physician
did not document a preliminary finding. The
radiologist had a negative finding,
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d. Patient 414 was seen in the ER on October 2,
2007, and had a chest x-ray done. The ED
Physician did not document a prefiminary finding,
and the radiciogist documented a positive
diagnostic finding (bilateral infiltrate vs.
atelectasis).

During an interview with the radiologist who
reviewed these x-rays on October 3, 2007, at
3:18 p.m., he stated if the positive finding was
obvious, and there was no preliminary finding

! documented by the ED physician, they

, (radiologists) worked on the assumption that the
_ED physician read the x-ray comrectly, so they,

: “Didn't bother the ED physician.” The radiologist
| stated if the positive finding was subtle, and there
1 was no preliminary finding documented by the ED
physician, they {radiologists) would tell the ED
physician who was on duty. The radiologist
stated he did not notify the ED physician on duty
about Patient 411 or 417 because the findings
were obvious, and he assumed the ED physician
treated the patients correctly. The radiologist
stated they told the ED physicians all the time to
write their preliminary finding, “but they gel so
busy, it isn't their priority."

482.23 NURSING SERVICES

The hospital must have an organized nursing
service that provides 24-hour nursing services.
The nursing services must be furnished or
supervised by a registered nurse.

[

} This Condition is not met as evidenced by:

A 347

A 385

The Chief Nursing Officer reviewed the
Hospital's plans to ensure nursing
leadership in the absence of the CNO.
The plan includes:

* Chief Nursing Officer

* Director of Nursing

* Nursing Directors and Managers over
every nursing department |

H
H

FORM CMS$-2567(02-89) Pravious Vergions Obsolete

sQoun

11/10/07

it continuation sheet Page 708 of 174



Printed: 03/13/2008

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES 38-0391
STATEMENT OF DEFICIENCIES (X1) PROVIDERISUPPLIER/CLIA {X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER; A BUILDING COMPLETED
B. WING
oSt 1010512007
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
SOUTHWEST HEALTHCARE SYSTEM 25600 MEDICAL CENTER DRIVE
MURRIETA, CA 92562
X0 SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION 05)
PREFIX | (EACH CEFICTENCY MUST BE PRECEDED BY FULL PREFIX {EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TC THE APPROPRIATE DATE
: DEFICIENCY)
A 385 Bi&:;r:;n::d :::r“v p;gne '?natew' and record A 385 . Nursing Directors for Resource
] ation, } ew, Teco t, C M t,
review, the facility failgd to ensure an effective EA;S:‘g%r:en‘ ase Managemen
nursing service, by failing to; * House Supervisors on site at each
. . . : facility at a minimum whenever there is
a. Provide the nursing staff with a clear plan for .
I nursing leadership in the absence of the CNO "°t.t° ne of the above physically present at«
 and department directors/managers (A386): a site
b. Ensure each RN providing dialysis services The plan for ensuring that a competent | 11/10/07
through a contracted agency had a valid and nurse is available to write evaluation
current license (A3984); requests for 5150's, pronouncing patient
deaths, resolving conflicts and verification;
¢. Ensure the competence of the ICU nursing of registry nurse's authorization to work
staff to recover postoperative patients prior to has been reviewed and wherever
making such assignments (A397); required, additional training has been
. ) | compieted to ensure that sufficient ]
i d. Ensure supervision and evaluation of the ; competent nurses are available to meet !
: performance of nurses providing dialysis services | these needs.
" through a contracted agency (A398);
 &. Ensure that medications were administered in The Chief Nursing Officer attends the | 11/10/07
| . e monthly Charge RN meeting which &
; accordance with the orders of the practitioner provides the Charge Nurses opportunities| ongoing
! i ti .
responsible for the patient's care (A404) for feedback about the effectiveness of
The cumulative effect of thesa systernic problems nursing leadership coverage.
resulted in the failure of the nursing service to . .
ensure the provision of safe and effective nursing See also corrective actions under Tags
Care {o the patients in the hospital. A386, A394, A297, A398, A404
A 386) 482.23(a) ORGANIZATION OF NURSING A 388
SERVICES ‘
The hospitai must have a well-organized service The Chief Nursing Officer reviewed and | 02/01/08
with a plan of administrative authority and revised the nursing leadership plan for
delineation of responsibilities for patient care. oversight in the absence of the CNO.
The director of the nursing service must be Nursing leadership re-structure was
licensed registered nurse. He or she is completed to include designation of
responsible for tI)q operalion of the service, department-specific Managers for each
including determining the types and numbers of nursing unit or smail combination of units
nursing personnel and staff necessary to provide Nursing leadership includes the following
nursing care for all areas of the hospital, I
. |
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'
i

This Standard is not met as evidenced by:
Based on interview, the facility failed to provide
the nursing staff with a clear plan for nursing
leadership in the absence of the CNC and

| department directors/managers, resuiting in

| delays in writing 5150's, pronouncing patient
deaths, resolving conflicts, and verification of
registry RN's authorization to work.

Findings:

During an interview with the ER CN at RSMC on
October 3, 2007, the CN stated the facility had
undergone changes in nursing leadership recently
due to, "budget cutbacks." The CN stated they
used to have 24 hour HS coverage at each
facility, but with the changes, they now only had
one HS covering both facilities (ssparated by>5
; miles) Monday through Friday from 7 a.m. to 7
i p.m. The CN stated since this change occurred,
f the CN's were having problems with 5150's
{application for a psychiatric evaiuation) being
writlen, pronouncement of patient deaths, conflict
resolution with staff and patientsivisitors, and
verification of registry RN's so they can start their
shift. She stated all of these things were taking
longer since the change, The CN stated the HS
could only be in one building at a time, and it was
very difficult having them travel back and forth to
| cover both facilities,

A 386 \. Chief Nursing Officer

|+ Director of Nursing
* Nursing Directors and Managers over
every nursing department
* Nursing Directors for Resource
Management, Case Management,
Education
* House Supervisors on site at each
facility at a minimum whenever there is
not one of the above physically present
at a site
The Chief Nursing Officer has directed | 02/01/08
that additional staff be trained to provide
assistance with evaluating 5150's,
pronouncing patients and providing
conflict resolution assistance.

02/01/08
& ongoing

The Chief Nursing Officer attends the
monthly Charge RN meeting which
provides opportunity for feedback about
meeting nursing leadership
requirements/needs.
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A 386| Continued From page 80 A 386
During an interview with the HS at IVMC on
Qctober 4, 2007, at 4:25 p.m., the HS siated they
were having difficulty doing all of the functions
they did in the past when they covered only one ;
facillty. She stated they were in the process of, !
| "Tuming over," some of the responsibilities to the
. CN's. The HS slated there was no plan prior to
; making the change, so they were, ‘“Making itup |
as we go." ! t
A 394/ 482.23(b){2) LICENSURE OF NURSING STAFF | A 304
The nursing service must have a procedure in .
piace to ensure that hospital nursing personnal Thte tl)JI_m;.;ctgr of Resource N:ﬁ"?geme"t 04/02/08
for whom current licensure is required have a established a new process na
! valid and current licensure, ;addresses tracking/signing in of

This Standard is not met as evidenced by:

| Based on observation and interview, the nursing
service failed to ensure each RN providing
dialysis services through a contracted agency had
2 vaild and current license, resulting in the
potential for unlicensed persons to provide
nursing care to dialysis patients.

Findings:

| During a tour of the ICU at RSMC on October 2,
12007, at 10:32 a.m., an RN was observed in ICU
i room 3 performing dialysis on a patient. The RN
, was asked {0 explained the process he went

. through when arriving at the hospital to dialyze a
| patient. The RN stated he signed in at the

[ nurse's station and got the key to the storage
area where the dialysis machine was kept. The
RN stated he did not tell the nursing supervisor
he was in the facility, di¢ not show his nursing

I
t

[contracted staff, maintenance and

verification of licensure, certifications
and competencies. New process
establishes ability to provide annual
performance evaluations on contracted
staff. The process is as follows:

a. A binder is kept in the House
Supervisor's office at each site
containing copies of licenses,
certifications and competencies of all
dialysis nurses employed by Davita that
come to the Hospital to provide dialysis
for patients.

b. A binder of Davita’s Policy and
Procedures is kept in the House
Supervisor's office at each site.

c. The dialysis nurse must check in with

Ithe House Supervisor when he/she

arrives and sign in the log book in the
office.

d. The House Supervisor must obtain an
online verification of the dialysis nurse’s
license each time the dialysis nurse
comes to the Hospital and confirm the
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licanse to anybody, and had never had his
{ performance evaluated by the facility staff.

During an interview with the ICU Director at IVMC
on October 4, 2007, at 8:35 a.m., the Director
stated the facility had a contract with a dialysis
campany named Davita. The Director stated the
agreement with Davita was to have the nurse's
licenses and competencies intact. The Director
stated she had never checked the licenses or
competencies of the dislysis nurses that came to
either facility.

! During an Interview with the HS at IVMC on

; October 4, 2007, the HS stated every time a

registry nurse want to either facility, they had to

report to the nursing office to check in. The HS

stated if the registry nurse was at the faciiity for

the first time, the HS was responsible for looking

i at the nurse's credentials, reviewing the

| competency packet provided by the registry, and
vevifying the nurse's license on line. The HS

| Stated the performance of every registry nurse

j was evaluated al the end of every shift by facility

| staff. The HS stated the dialysis nurses did nof

| check into the nursing office, so the HS on duty

| was not involved in reviewing thair competencies,

» checking their license, or evaiuating their

i performance. The HS stated she did not know
what process the dialysis nurses followsd, The

HS stated there was no mechanism for the HS on

duty to know when a dialysis nurse was in the

facility providing care to a patient,

During an interview with the CNO at IVMC ¢n
October §, 2007, at 1 p.m., the CNO stated the

| dialysis nurses came to the facility, accessed the
i dialysis equipment located in their equipment

; Closet, reported to the floor where they would be

: doing dialysis, checked the physician's order, and

'

evaluation.

e. The primary nurse or the charge nurse
will complete an evaluation of the dialysis
nurse annually.

f. The nursing staff, Davita manager, and
House Supervisors were educated on
this process.

The Director of Resource Management  |04/08/08
sent facility orientation manuals to Davita
Dialysis Services with new process
instructions,

04/08/08
& ongoing

The Director of Resource Management
or designee is responsible for conducting
an annual audit of Davita beginning June
2008, including verifying business
license, proof of insurance, employee
files for competencies, orientation, HPPA
compliance, annual physical, and
required licensure and certifications.

The Director of Resource Management is | 04/08/08
responsible for reporting on services
provided by Davita Dialysis Services to
Performance Improvement/Risk
Management Committee.
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Findings:

of each patient to other nursing personnel in
accordance with the palient's needs and the
specialized qualifications and competence of the

i This Standard is not met as evidenced by:

Based on interview and record review, the facility
failed to ensure the competence of the ICU
nursing staff io recover post operative patients
prior to making such assignments, resulting in the
potential for post operative complications ta occur

During a tour of the PACU at RSMC on October

2, 2007, at 2:30 p.m., the Clinical Lead of the

preoperative area stated the patients coming to

| surgery from ICU went back to ICU for recovery,

| The Clinical Lead stated the ICU patients did not

| spend any time in the PACU, and they were

| fecovered by the ICU nursing staff. She stated
there was a tracheostomy (a hole placed through

the neck and into trachea to assist with airway

no current policy for recovery of patients
in the ICU. [n April of 2008 a policy and
competency was established to include
the Aldrete Score and Malignant
Hyperthermia,

1. The purpose of this policy is to assure
ithat all patients recovering from a general
janesthetic in the ICU will have the same
standard of care across the continuum.
2. The new policy outlines the guidelines
for use of the Aldrete Score, criteria for
hemodynamic monitoring and Malignant
Hyperthermia to be consistent with the
Post Anesthesia Recovery Room.

3. All staff were educated to the new
policy and completed the Malignant
Hyperthermia competency in the LMS
system,

4. Monthly chart audits will be conducted
on patients that are recovered in the ICU.
5. All current staff will be updated on this
competency and on a yearly basis. This
competency will become part of the new
hire orientation process.

CENTERS FOR MEDICARE & ME RVICES
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A. BUILDING COMPLETED
050701 B NG 10/05/2007
NAME OF PROVIDER OR SUPPLIER STREET ADORESS, CITY, STATE, ZIP CODE
SOUTHWEST HEALTHCARE SYSTEM 25500 MEDICAL CENTER DRIVE
MURRIETA, CA 92562
(%4} ID SUMMARY STATEMENT OF DEFICIENCIES 0 PROVIDER'S PLAN OF CORRECTION )
PREFIX (EACH DEFICIENCY MU'ST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG REGULATORY OR LG IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE Dare
DEFICIENCY)
A 384/ Continued From page 82 A 394
performed the dialysis treatment. The CNO
stated the facility did not check the dialysis
nurse's licenses or competencies, or evaluate
their performance. The CNO agreed the dialysis
nurses were under 2 contract like the registry
; nurses. The CNO stated she never thought
; @bout monitoring the dialysis nurses like she did ! |
the registry nurses, then stated, "we certainly '
can." :
i
A 397 482.23(b){5) PATIENT CARE ASSIGMENTS A 397
A registered nurse must assign the nursing care Policy review determined that there was | 04/09/08
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i following surgery, and menitored the patients

Continued From page 83 .

management and breathing) done on a patient
that came from ICU that day, and the patient went
back to ICU for recovery from anesthesia,

During an interview with the OR Director at IVMC
on Qctober 4, 2007, at 3:10 p.m., the Director
stated the neurosurgery patients went directly
back to ICU for postoperative racovery, and other
ICU patients were recovered in the ICU
postoperatively depending on the circumstances.

During an interview with ICU RN 1 at IVMC on
October 5, 2007, at 9:32 a.m., the RN stated she
received patients from the OR immediately

during their recovery from anesthesia. RN 1
stated she did not know what an Aldrete Score (a
score used to determine how much recovery from
anesthesia has occurred) was. RN 1 stated she
did not know what MH was, or what medication
was used to treat it.

The Director of ICU was present during the
interview, and stated the anesthesiologist did a
class on MH for the ICU nurses one tims, and all
of the nurses watch the video of the class.

During an interview with ICU CN 1 on October 5,

2007, at 9:39 am,, the ICU CN stated patients |

came directly back to the ICU from surgery if they
were on a ventitator (maching used to aid in
breathing) or if they had a neurosurgical
procedure done. ICU CN 1 stated she did not
remamber seeing a video on MH, but, "l believe
there was something about that in skills day.”
ICU CN 1 stated she did not know what the
treatment for MH was, but she would get the
medication from the pharmacy (the medication
was located in the PACU). ICU CN 1 stated she
did not know what an Aldrete score was.

A 387 Responsible Party: ICU Managers and | 04/09/08

Director.
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how to use the medication.

information on recovering patients from
anesthesia. The orientation and competency

| requirements for the PACU, knowisdge of
! medications specific to the PACU (including

anesthesiologist (located with the PACU
orientation and competency information)

a Iriggering agent is given. That is why it is
crucial that nurses who work in areas like

disorder and initiate early treatment.”
A 398| 482.23(b)(6) SUPERVISION OF CONTRACT
STAFF

During an interview with ICU RN 2 on Oclober 5,
2007, at 8:45 a.m., ICU RN 2 stated she received
neurosurgery patients immediately from surgery,
and she manitored the patient for recovery from
anesthesia. The RN stated she was trained to
recover patients by an experienced ICU nurse.
The RN stated she did not know what an Aldrete
; 8Core was. The RN stated she had heard of MH,
i but she did not know what medication was used
| for it's treatment, whers to get the medication, or

During a review of orlentation and competency
information on October 5, 2007, at 12:30 p.m., it
was noted the ICU documents did not contain

; verification done by the nurses in PACU included
location and use of the MH cart, documentation

: dantrolene used for MH), and a specific section
: on the causes, 5/S, and treatment of MH. The
orientation and compelency verification done by
the ICU nurses did not contain this information.
Review of documents from a class done by the

indicated, "Though MH most frequently occurs in
the OR....it can develop outside of the OR....after

ICU....know how to recognize the signs of this

;' Non-employee licensed nurses who are working

A 398
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 in the hospital must adhere ta the palicies and
! procedures of the hospital. The director of

. hursing service must provide for the adequate
i supervision and evaluation of the clinical activities
1 of non-employee nursing personnel which occur

: within the responsibility of the nursing services,

This Standard is not met as evidenced by:
Based on observation and interview, the CNO
failed to ensure supervision and evaluation of the
performance of nurses providing dialysis services
through a contracted agency, resulting in the
potential for ineffective, unsafe care for patients
recieving dialysis.

Findings:

During & tour of the ICU at RSMC on October 2,
2007, st 10:32, an RN was observed in ICU room
3 performing dialysis on the patient. The RN was
asked to explained the process he went through
{ when arriving at the hospital to dialyze a patient.
; The RN stated he signed in at one the nurses
station and got the key to the storage ares where
. the dialysis machine was kept. The RN stated he
did not tell the nuraing supervisor he was in the
facility, did not show his nursing license to
anybody, and had never had hig performance
evaluated by the facility staff.

During an inferview with the ICU Director at IVMC
on October 4, 2007, at 8:35 a.m., the Director
stated the facility had a contract with a dialysis
company named Davita. The Director stated the
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established a new process that
:addresses tracking/signing in of
contracted staff, maintenance and
verification of licensure, certifications and
competencies. New process establishes |
ability to provide annual performance
evaluations on contracted staff. The
process is as follows:

a. A binder is kept in the House
Supervisor's office at each site
containing copies of licenses,
certifications and competencies of all
dialysis nurses employed by Davita that
come to the Hospital to provide dialysis
for patients.

b. A binder of Davita's Policy and
Procedures is kept in the House
Supervisor's office at each site.

c. The dialysis nurse must check in with
the House Supervisor when he/she
arrives and sign in the log book in the
office.

d. The House Supervisor must obtain an
online verification of the dialysis nurse's
license each time the dialysis nurse
comes to the Hospital and confirm the
presence of current competencies and
evaluation.

e. The primary nurse or the charge nurse
will complete an evaluation of the dialysis
nurse annually.

f. The nursing staff, Davita manager, and
House Supervisors were educated on
this process.
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agreement with Davila was 1o have the nurse's
licenses and competencies intact. The Director
stated she had never checked the licenses or
competencies of the dialysis nurses that came to
either facility.

| During an interview with the HS at IVMC on

; October 4, 2007, the HS stated every time a

| registry nurse went to either facility, they hadto |
report 10 the nursing office to check in. The HS
stated if the registry nurse was at the facility for |
the first time, the HS was responsible for looking
at the nurse's credentials, reviewing the
competency packet provided by the registry, and
verifying the nurse's license on line. The HS
stated the performance of every registry nurse
was evaiuated at tha end of every shift by facility
staff. The HS stated the dialysis nurses did not
check info the nursing office, so the HS on duty
was not involved in reviewing their competencies,
checking their license, or evatuating thelr
performance, The HS stated she did not know
what process the dialysis nurses followed. The
HS stated there was no mechanism for the HS on
duty to know when a dialysis nurse was in the
facility providing care to a patient.

During an interview with the CNO at IVMC on
QOctober 5, 2007, at 1 p.m., the CNO stated the !
dialysis nurses came to the facility, accessed the
dialysis equipment located In their equipment
closet, reported to the floor where they would be
doing dialysis, checked the physician's order, and
, performed the dialysis treatment. The CNO
stated the facility did not check the dialysis
nurse's licenses or competencies, or evaluate
their performance. The CNO agreed the dialysis
nurses were under a contract like the registry
nurses. The CNO stated she never thought
about monitoring the dialysis nurses like she did

ent facility orientation manuais to Davita
ialysis Services with new process
nstructions.

iThe Director of Resource Management or' 04/08/08
& ongeing

designee is responsible for conducting an
nnual audit of Davita beginning June
008, including verifying business
icense, proof of insurance, employee
files for competencies, orientation, HPPA
compliance, annual physical, and
required licensure and certifications.

The Director of Resource Management is
responsible for reporting on services
provided by Davita Dialysis Services to
Performance Improvement/Risk
Management Committee.

04/08/08
& ongoing
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Drugs and blologicals must ba prepared and

| administered in accordance with Fegeral and
State laws, the ordars of the practitioner or
practitioners responsible for the patient's care as
specified under §482.12(c), and accepted
standards of practice.

, This Standard is not met as evidenced by: il
i Based on record review and the observation of |
medication adminigtration on QOctober 4, 2007
medications were not administered in accordance
with the orders of the practitioner responsible for

the patient's care.

Patients 702 and 709 received the wrong dose of
medication. Patient 801 received medication
even though the physician's order stated it should
have been held. Patient 802 had a delay of over
an hour in receiving medication to treat sever
pain. Patient 711 did not receive one dose of
intravenous Reglan (a drug used for several
different reasons such as nausea, vomiting etc)

Findings:

1. During 2 review Patient 702's emergency
room record at the REMC campus on Qctober 2,
2007 beginning at 10:20 p.m. it was noted that on
! October 1, 2007 at 7 p.m. the physician ordered
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the registry nurses, then stated, “we certainly
can.*
A 404 482.23(c) ADMINISTRATION OF DRUGS A 404

The Chief Nursing Officer reviewed and  |{03/31/08
revised the Medication Administration
policy.

The Chief Nursing Officer reviewed the |03/31/08
Hand-off Communication policy and
found it to be appropriate for practice.

iThe Chief Nursing Officer directed that  |03/31/08
[ED staff be re-educated in regards to the
Hand-Off communication process
specific to expectation during rest/meal
periods.

The Chief Nursing Officer had “Beyond  101/31/08
Blame,” a video on safe medication
Ipractice by the Institute for Safe |
Medication Practice, shown to '
Housewide Charge Nurses who serve as
rontline resources to nursing staff.

he Chief Nursing Officer had “Beyond  |04/30/08

lame,” a video on safe medication
practice, shown to front line staff io
urther enhance safe clinical practice.

his included nursing staff in
Medical-Surgical-Telemetry, ICU, ED,

omen’s Services, and Surgical
Services.

The Chief Nursing Officer established a ;03/31/08
competency regarding medication
administration practice and begun
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or spoken with the physician for an order for a
lower dose,

2. During the observation of medication
administration on October 4, 2007 at 9:08 a.m. at
the IVMC the medication nurge administered
Lovenox 80 mg (a drug used to prevent biood
clotting) subcutaneously to-Patient 709. When
the observations of the medication administration
where reconciled with the physician orders at 10
a.m. on Oclober 4, 2007 it was noted that the
physician had ordered Lovenox 150 mg not 80
mg. A review of the madication administration
record showed 80 mg of Lovenox had been
administered avery 12 hours since it was ordered
on September 30, 2007 at 4:45 p.m. A close
raviaw of the order showed that the Lovenox dose
' appeared to have been written over and initiaied.

- Pharmacy Staff C provided an original copy of the
order from September 30, 2007 which showed
that he prescriber had originally orderad Lovenox
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A 404| Continued From page 88 _ A 404 checking nurse competencies in April
| Ditaudid (a potent opiate narcotic used for the 2008 in Medical-Surgical-Telemetry,
| relief of pain) 2 mg intravenously every 2 hours - JICU, ED, Women'’s Services, and
for mild pain, 3 mg intravenously every 2 hours i ;
! Surgical Services.
for moderate pain and 4 mg every hours for
severe pain. Documentation in the medical ; .
record section entitied "nursing procedure: The Chief Nursing Officer had the 02/28/08
medication” revealed a dose 1 mg of Dilaudid Beygnd Ij:‘lam.e safe medlc:atlon
was administered at 1:15 a,m. on October 2, practice video incorporated into New
2007. The nurse (Nursing Staff A) who Hire Patient Care services orientation.
administered the 1 mg dose was not available for . . .
interview at the time of the record review. The Chief Nursing Officer provided 04/30/08
Nursing Staff A was interviewed on October 3, re-education to physician staff regarding & ongoing
2007 at 4:45 p.m. She confirmed that there was the writing of complete medication
no physician's order fo administer Dilaudid 1 mg orders and the proper method for
She reported that the patient had praviously changing orders. Ongoing physician
received Dilaudid 3 mg but appeared to have nat re-education will occur through the
10 have tolerated the dose so she gave only 1 mg. remainder of the 2nd quarter of 2008.
She realized later that the physician had ordered
Dilaudid 2 mg. She sated she should have calied Nursing department Managers are 04/30/08

responsible for making rounds and
observing medication passes to ensure
compliance with policy. Audits are
conducted on a monthly basis and
reported to Medication Safety Cmte
quarterly.
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B0 mg. At scme unknown date and time the
prescriber wrote over and changed the original
dose. When interviewed at 10 a.m. on October 4,
2007, Pharmacy Staff C agreed that the current
dose of Lovenox was 150 mg but that the
prescriber should have discontinued the pravious
order and written an order for the new dose. The
prescriber inappropriate changing of the order
directly contributed to the wrong dose of Lovenox
being given for an undetermined time,

: 3. During record review on October 4, 2007
beginning at 2 p.m. in the intensive care unit of
" the IVMC it was noted that Patient 801 had an
order to receive labetalol (a drug used to treat
hlgh blood pressure) intravenously. The order
specnﬁed to hold the labetalol if the systolic blood
; pressure was below 140. Documentation in the i
medication administration section of the nursing
progress notes showed Patient 801's blood
pressure was balow 140 beginning at 12:50 a.m.
on Qctober 1, 2007. The labetaiol continued to
be administered until 1:06 a.m. (an additional 18
minutes) at which time Patient 801's blood
pressure was noted to be 47/23 and a "code blue o
was called”. Documentation in the medical T
record showed the labetalol was not held until the f
: code blue was called. Nursing Staff B who
. administered the madication ws off duty atthe | _
i . lime of the review and was interviewed by phone ' P
, at 3 p.m, on October 4, 2007. Nursing Staff B -
confirmed that the labetalol had continued 1o be
adrninistered even the blood pressure was below
140, :

made during the medication administration the
| October 4, 2007. it was noted at 9:50 a.m. that
| one scheduled dose of Reglan had not been

I
i
1
4. During the reconciliation of observations !
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administered to Patient 711 at 10 p.m. on
Cclober 3, 2007. The nurse who had falled to
administer the medication was not availabla for
intarview. At 10 a.m. on October 4, 2007;
Pharmacy Staff C reviewed the facility's record of
drugs removed from the facility's automated drug
delivery system and confirmed that Reglan had
not been administered to Patient 741.

5. During a review of Patient 802's emergency

| foom record at IVMC beginning at 4 p.m. on

i October 4, 2007 it was noted that the emergency

» room physician ordered 2 mg of Dilaudid at 11:20

a.m. on October 4, 2007, The Dilaudid was

ordered for a pain level of 7 of 10, The Dilaudid

was not administered until 12:48 p.m. (1 hour and

26 minutes after being ordered). When

interviewed on Qctober 4, 2007 at 4:30 p.m.,

f Nursing Staff C reported she had been at iunch

- when the order had been written. When she
returned from lunch, she was assigned three

. patients - one with chest pain, one with

; congestive heart failure and Patient 802 who had

, abdominal pain. Due to the clinical need of the

i first two patients she reported she needed to

| assess and provide care 1o these patients first.

She did confirm that waiting over an 1 hour and

20 minutes was too long to wait for pain control.

482.24(b) FORM AND RETENTION OF
RECORDS

The hospital must maintain a medical record for
each inpatient and outpatient. Medical records
must be accurately wrilten, promptly completed,
properly filed and retained, and accessible. The
hospital must use a system of author
identification and record maintenance that
ensures the integrity of the authentication and
protects the security of all record entries.

A 404

A 438

[The Rehabilitation Manager developed a 01/24/08
new procedure for the admission of
putpatients so that a copy of each
patient’s Consent to Treat is placed in
the patient's rehabilitation chart,
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I This Standard is not met as evidenced by '
. Based on observation, staff interview and review !
- of the facility's clinical records and policies and

I procedures, IVMC failed to ensure that all
components of the clinical records for € of §
patients recaiving outpatient therapy services .
{Patients 506, 507, 508, 508, 510 and 511) were
readily accessibla.

Findings:
Review of Patiant 508's clinica! record begun at

12:56 pm. on October 4, 2007 revealed no
consent for treatment.

Review of Patient 507's clinical record begun at
1:11 pm. on October 4, 2007 revealed no consent[
for treatment. The clinica! record dogumentation
indicated that the patient had received speech
tharapy services from February 23, 2007 up to
and through the date of the survey. The ¢linical
record did not contain a physician's order for
speech tharapy services provided between June
7, 2007 and August 6, 2007,

Review of Patient 508's clinical record begun at
1:65 pm. on October 4, 2007 revealed no consent
for treatment.

Review of Patient 508's clinical record begun at
2:03 pm. on October 4, 2007 revealed no consent
for treatment.

Review of Patient 510's clinical record begun at
2:06 pm. on October 4, 2007 revealed no consent
for treatment. The clinical record documentation

Rehabilitation disciplines chart in one
patient chart rather than in separate
[charts,

I
The Rehabilitation Manager has 01/24/08
implemented a new tracking log for
jassuring that the current plan of care is
signed; each outpatient visit triggers the
clerical assistant to verify the status of the
plan of care.

he Rehabilitation Manager reviewed and|01/24/08
evised Admin Policy #102 to address the
rocess of including a copy of the

nditions of admission in the patient's
ehabilitation services chart.

IThe Rehabilitation Manager provided |01/24/08
pducation to therapy staff on the revised
Process.

he Rehabilitation Manager is 01/24/08
esponsible for checking the outpatient  |& ongoing
harts monthly to confirm they are
omplete. This audit has been added to
he Pl program as a Quality Indicator, and
esults are reported quarterly at Pl
; ommittee,
{
The Hospital nevertheless respectfuly
pisagrees that much of this citation
escribes a violation of the rule. The fact
hat portions of active outpatient records
ere kept where the therapists had
ccess to them and consolidated when
hey were scanned into the electronic
edical records system does not mean
hat the records violated the rule.
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A 438 Continued From page 92

! indicated that the patient had received

l occupational therapy services from December

| 2006 up to and through the date of the survey.
The clinical record did not contain physician's
orders for occupational therapy services provided

| between December 13, 2006 and January 8,

1 2007, February 2, 2007 and April 11, 2007 and

i August 11, 2007 and September 20, 2007.

|

. Review of Patient 511's clinical record begun at

. 2:11 pm. on October 4, 2007 revealed no consent
! for treatment. The clinical record documentation

. indicated that the patient had recaived
occupational therapy services from June 2007 up
to and through the date of the survey. The clinical
record did not contain physician's orders for
oceupational therapy services provided betwaen
September 17, 2007 and October 3, 2007.

During an interview begun at 2:27 pm. on
October 4, 2007 the director of physical therapy
acknowledged that Patient 507's clinical record
did not contain a physician's order for speech
therapy services provided hetween June 7, 2007
: and August 6, 2007.

During an interview begun at 2:35 pm. on

: October 4, 2007 speech therapist 1

; acknowledged that Patient 507's clinical record

| did not contain a physician's order for speech

| therapy services provided betwesn June 7, 2007
| and August 6, 2007.

]

i During an interview begun at 2:38 pm. on

i October 4, 2007 the director or physical therapy

i acknowledged that Patient 510's clinical racord

' did not cantain physician's orders for ocoupational
i tharapy services provided between December 13,
* 2006 and January 8, 2007, February 2, 2007 and

| April 11, 2007 and August 11, 2007 and

A 438

The citation itself describes that the
consents for treatment were retrieved
and presented to the surveyor during the
survey, indicating that they were readily
retrievable.
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A 438| Continued From page 93 A 438

September 20, 2007. The director acknowledged
that Patient 511's clinical record did not contain
physician's orders for occupational therapy
safvices provided between September 17, 2007
and October 3, 2007. The director acknowledged
: that the clinical records of Patients 508, 507, 508,
' 509, 510 and 511 did not contain signed consents
for treatment. The director statad that the
rghabilitation services maintained separate charts
for each discipline providing services fo a patient. !
The records ware consolidated at the time they
were scanned into the electronic medical records
system

Durmg an interview begun at 3:04 pm. on
; October 4, 2007 speech therapist 1 stated that
; she had reviewed other clinical records for
+ Patient 511 and was unable to locate a physician
; order for occupational therapy services provided
{ between September 17, 2007 and Qctober 3,
: 2007,

During an interview begun at 4:13 pm. on
Oclober 4, 2007 the director of physical therapy
and the director of quality presented signed
consents for treatment for Patients 506, 507, 508,
509, 510 and 511. Tha direclors stated that the
consents had been located in the medical records
office at RSMC.

A 451| 482.24(c)(1) MEDICAL RECORD SERVICES A 451

All patient medical record entries must be

i complete.

This Standard is not met as evidenced by:

A 453 482.24(c)(1) MEDICAL RECORD ENTRIES 1 A453
AUTHENTICATED
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A 453] Continued From page 94 |
» All patient medical record entries must be ;

A 453 The Manager of Rehabilitation Services | 10/17/07
ire-educated physical therapy department | &

i authenticated Ir! written or ellectronic form by the istaff on the process and jmportance of 11/14/07
person responsible for providing or evaluating the authenticating their documentation
:ﬁgi:fog?ﬂf::' consistent with hospital policies during the October and November staff

- meetings.
In October 2007, the Manager of 11/30/07
Rehabilitation Services had a
retrospective chart review done of 30
This Standard is not met as evidenced by: charts that included all pertinent
Based on interview and record review, the facility do.cumentation data points. This review

i failed to ensure the treating therapist evidenced a 100% compliance rate in the

! authenticated all entries in the clinical record for 1 authentication of rehabilitation related
of 2 patients {Patient 508) receaiving outpatient documentation. This information was
physical therapy at IVMC, resulting in the inability rreported at the November 2007
to Henﬁfy the therapist who provided services 1o Organizational Performance
the patient, !lmprovement Committee.

Findings! LI'he Manager of Rehabilitation Services |11/30/07
. N has had signature authentication via

A review of Patient 508's clinical record on :

October 4, 2007, at 1:55 p.m., revealed a physical chart review added to the quarterly P

| therapy evaluation and plan of care dated August report.

[ 17, 2007. The evaluation and plan of care were |

| not authenticated to facilitate identification of the
therapist completing the entry.

During an interview with the Director of Physical |

; Therapy on October 4, 2007, at 2:38 p.m., the

; director acknawledged that Patiant 508's clinical
record contained an unsigned physical therapy
evaluation and plan of care dated August 17,

2007. The director stated that all clinical record
entries were to be signed by the professicnal

| making the entry.

LA review of the facility's policies and progedures
on October 4, 2007 revealed a policy titled
"Physical Therapy -- Initial Patient
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Assessment/Reassessment” The pelicy listed
the components of a complete avaluation
including "Physical therapist's signature and
date."
A 490} 482.25 PHARMACEUTICAL SERVICES A 480

; function may be delegated to the hospital's
! organized phammaceutical service.

The hospital must have pharmacautical services
that meet the needs of the patients. The
inslitution must have a pharmacy directed by a
registerad pharmacist or a drug storage area
under competent suparvision. The medical staff
is responsible for developing policies and
procedures that minimize drug errors. This

This Condition is not met as evidenced by:
Based on observations, staff interviews and
record review, the pharmaceutical servicas
provided by the facility did not meet the needs of
the patients. .

The facility emergency supply of medications for
the treatment of Malignant Hyperthermia (a life
threatening medical emergency) did not meet the
standards established Malignant Hyperthermia
Association of the United States. See A 951
pertaining to the failure 1o maintain emergency
medication in accordance with standards of
medical practice and patient care.

Patient 705 was administered a long acting
narcotic product contrary to the warnings of the
manufacture and national organizations for

]
See corrective action at Tags A500,
A505, A507, and A951
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|
|

|
i
i

A

| The facility failed to have a system to ensure that

' preparation of both hazardous drugs and

: stopped after the pre-determined time

patient safety. See A 500

droperidol (a drug to treal nausea) was used in a
manner consistant with manufacturer's and Food
and Drug Administration warnings. (Patient 705,
711 and 703) See A 500

Patient 706 was administered a long acting
narcotic for the treatment of addiction conrary to
the Uniform Controlied Substance Act - California
State Law. ses A 500

The RSMC usad tha same “Laminar Flow
Biological Safety Cabinet” (BSC) for the

intravenous admixtures,

Not all written policies and procedures for the
procurement, storage, distribution, dispensing
and uses of drugs and chemicals are developed
by the commiltee spacified In state law. ses A
500 .

The facility lacked guidelines, protocols or
policies, procedures for the use of high risk
medication (norepinephring) that ensured this
medication would be used in a safe, consistent
and objective manner. (Patient 708) see A 500
The facility protocol for the use of propofol {a drug
used for anesthesia and sedation) allowed the
drug to remain in use longer than currently
recommendead by the Food and Drug
Administration. The usa of propofol solution for
longer than 6 hours placed patients at an
increased risk for a bacterial infection. Patient
708 see A 500

Qutdated and otherwise unusable drugs where
available for patient use. see A 505

The facility's policy for automatically stooping
medications did not ensure medications would be

established by the medical staff. See A 507

The cumulative effect of the systemic problems
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A 490| Continued From page 97 A 490
resulted in the hospital pravision of
pharmaceutica! services in an unsafe
; environment,
A 500¢ 482.25(b) CONTROL AND DISTRIBUTION OF A 500 { 2. DROPERIDOL (Inapsine)
' DRUGS The Pharmacy Director reviewed the 10/05/07
j ! black box warning regarding the use of i
: In order to provide patient safety, drugs and Droperidol.
biologicals must be controlled and distributed in
accordance with applicable standards of practice, The P&T Committee reviewed and 12/18/07
consistant with Federal and State law. discussed the use of Droperidol
including the information provided by the
FDA black box warning and current
literature on this topic.
The Chief of Staff (acting), the Chair of |pg/09/08
the Pharmacy and Therapeutics
! Committee, and the Pharmacy Director
| This Standard is not met as evidenced by: | made the decision to remove Droperidol !
' Based on abservations, staff interviews and ‘from the Hospital Formulary.
record review, drugs and biclogicals were not
controlled and distributed in accordance with the implementation:
applicable; standards of practice, consistent with 1. The P&T Committee Chair signed l06/10/08
state law and in a manner to promote patient :and had an informational memorandum
salety. circulated to the physician and
non-physician staff notffying them that
Paﬁen_t 705 was administered a long _acting Droperidol had been removed from the
1 narcotic product contrary to the warnings of the Hospital Formulary.
E pmaa:gt:‘f?:;t;;% and national organizations for 2. Clinical Directors in the Pharmacy |06/10/08
| The facility failed to have a system o ensure that :gsc':%srng f;:asia%?;;ﬂe;g ;rresc:m.
droperido! (a drug to freat nausea) was used ina D idol -
manner consistent with manufacturer's and Food rct:perlho must not be honored as it is
| and Drug Administration wamings. (Patient 705, not on the Hospital Formulary. The
| 711 and 703) Phannacy or Nur:_slr]g staff must contact
Patient 706 was administered a long acting the ordering physician, advise him/her of
narcotic for the treatment of addiction contrary to the Formulary change, and request that
the Uniform Controfled Substance Act - California the physician provide an order for an
State Law. alternate medication.
The RSMC used the sams “Laminar Flow
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A 500] Continued From page 98 A 500 |1, & 3. FENTANYL (Duragesic) PATCH
Biological Safety Cabinet* (BSC) for the
preparation of both hazardous drugs and The Medica! Staff was advised of the CMS 10/15/07
intravenous admixtures. survey findings. The issues were discussed
Not alt written policies and procedures for the at the PI/RM Committee and at MEC on
procurament, storage, distribulion; dispensing 10/11/2007. This information included

and uses of drugs and chemicals are developed aspects of medication administration specific
by the committee specified in state law. to physicians. The report was forwarded to
The facility lacked guidefines, protocols or the Board of Governors an 10/15/2007.
policies, procedures for the use of high risk

medication (norepinephrine) that ensured this The P&T Committee wrote and approved a | 12/31/07

policy defining the appropriate criteria and

meddic;:_tlor} would be us;d tm at f,%f:' consistent contraindications for prescribing fentanyi
- and objective manner. (Patien ) transdermal patches. The policy (Pharmacy
i The facility protocol for the use of propofol (a drug| #F5 Fentanyl Transdermal Patches)
. used for anesthesia and sedation) allowed the | addresses the issues identified in the
: drug to remain in use longer than currently i FDA-approved product information. The
recommended by the Food and Drug Pharmacy Director educated the pharmacy
Administration. The use of propofol solution for taff on the new policy.
longer than 6 hours placed patients at an
increased risk for a bacterial infection. Patient he Pharmacy Director confirmed that all 04/09/08
708 : Fentanyl patches were removed from ED
PYXIS machines and therefore not available
0 the ED staff.
!
he ability of nursing staff on any unit to {06/09/08
1. During a review of Patient 705's closed verride this medication prior to Pharmacy
medical record from RSMC on October 3, 2007 eview was revoked 06/09/2008. Therefore,

beginning at 7:50 a.m. it was noted that on lany request for Fentanyl patches must be

September 12, 2007 at 9:25 p.m. the physician feviewed by Pharmacy for appropriateness,
ordered Diiaudid (a narcotic used to treat pain) ased on the criteria in Pharmacy Policy #F5,

lintravenously every 3 hours as nesded and ! efore the medlcatlop is dls.pensed to the

| Duragesic patch 25 mcg every 72 hours. ursing staff for administration.
Duragesic is a transdarmal (through the skin) or .
topicgl product which deliver(a congsist dose o; the l_‘:t the Department of Emergency Medicine  |06/10/08
very potent narcotic fentanyl for the relief of : heeé'gg',:he. Q"t'ca'.c:]are c?'.recm': provided
chronic and severe pain. Patient 705 was an 79 ® =1 Prysicians with additional information

: - egarding the Uniform Controlled Substance

year old patient who was admntted_ to the facility ct provisions prohibiting the dispensing,

. o:ir?:'rjit:m::err:i :ggwarkiz:y::ﬁeﬁfa?::me dministering, or prescribing of a narcotic for
pain g he treatment of addiction outside of those
dizziness and nausea. Prior to the start of the acilities and programs identified in the law.

Duragesic patch and the as needed Dilaudid she ]
1
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A 500| Continued From page 99 A 500 (The Director of Pharmacy sent memoranda  [06/10/08
had not received any opiates or narcolics at the to Nursing departments about
hospital, contraindications for administering fentanyl
transdermal patches, including prohibition on
When asked at 8:20 a.m. on October 3, 2007 if the administration of narcotics to treat an
the use of a Duragesic Palch on a patient who addict outside of thoss facilities and
i had no record of receiving a narcotic at the &mgmms idsntified in the law. Nursing
* facility. Pharmacy Staff A reported that the st:#agers communicated this information to
Oilaudid and the Fentanyt had been started after )
the pharmacy was closed 3o it would not had Monitoring: |
teen reviewed prior to fts use. He further 1. Prior to dispensing, a hospital 105/12/08
reported the facility had recently started a system pharmacist must review all orders for a :
& ongoing
(no dated specified} where new orders at RSMC Fentanyl patches according to FDA
started after the pharmacy was closed were to be guidelines stated in Policy F5. The
faxed to IVMC which had a 24 hour pharmacy. pharmacist must not execute orders not
The questioned was then rephrased to if the conforming fo the criteria and must inform the
order was at 9 a.m. when the pharmacy was |prescriber of the policy and request alternate
: opened should it have bean questioned. jorders as appropriate for the patient.
; Pharmacy Stalf A reported that the pharmacy i 2. The Pharmacy Director is responsible
. probably would be busy at @ a.m. and therefore ’ for reporting to the P&T Committee the 05/12/08
+ he would not expect it to be reviewed. Pharmacy ° ifindings of the review of Fentany! transdermal I ongoing
Staff B who was present during this interview patch orders. The Committes analyzes the
stated that the order would be eventuaily data and determines appropriate action and
reviewed but if the pharmacy is busy they would follow-up as indicated.
havs to prioritize the work [oad. It was not clear
if Pharmacist Staff B thought the use of the 4. LAMINAR FLOW HOOD
Duragesic was quastionable. )
The' Pharmacy Director ordere_d aseparate  May 2008
Further review of the record revealed that Patient laminar flow hood for preparation of
705 had receive Oxycodone 10 mg extended non-chemotherapeutic medications.
release daily prior to her admission. The warning . )
below specifically states that prior o the use of a ggfnﬁ:;ggﬁvcg e?;ﬁctgr ‘é‘"l" report ﬂt° Ph& T y
Duragesic palch a palient shoukd have received installed © end faminar flow hood s
l oxycodone 30 mg per day for at least a week :
i ; 5. ASSURING
! Due to a number of patient deaths related to the | ARE Ap%%OVE%L PHARMACY POLICIES
i use of transdermal fentanyl the drug product
| Package insert includes the foliowing warning: ! The P&T Committee reviewed and approved 10/24/07 &
1 ) , ; the Pharmaceutical Waste Policy. Ibhgoing
| DURAGESIC® should ONLY be used in patients | iCommittee on Oct. 24, 2007. The Pharmacy |
: who are already receiving opicid therapy, who i !Director is responsible for assuring that all i
i b ;
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A 500: Continued From page 100 i AS00 i policies relating to drugs and pharmacy
, have demonstrated opioid tolerance, and who ¢ iare reviewed and approved by the P& T
i require a total daily dose at least equivalentto ; Committee.
» DURAGESIC? 25 meg/h. |

\ ! 6. NOREPI
| Patients who are considered opioid-tolerant are 0 NEPHRINE

those who have been taking, for a week or . .

longer, at least 60 mg of morphine daily, o at Igﬁﬁngmﬁﬁﬁ’sﬁ'reﬁgﬁgmﬂgwed and | 04/01/08

least 30 mg of oral oxycodone daily, or at least 8 Lonnrme g Falicy Mo, .
Medication Administration.” The policy

?qgugn:;ugg;%"xrgrh::;::g;rox states that an order to titrate medication
is to include the following:

Because serious or life-threatening _ a) the specific parameter used to
hypoventilation coukd occur, DURAGESIC® titrate the medication
* (fentanyl transdermal system) is contraindicated: b) the correct start rate
[ in patients who are not opioid-tolerant ¢) how to adjust the rate.
in the management of acute pain or in
patients who require opioid analgesia fora The Pharmacy Director provided 06/10/08
short period of time . clarifying information to the Pharmacy
in the management of post-operalive pain, | and Nursing staff that should an order for
including use after out-patient or day Levophed be received that does not '
surgeries (e.g., tonsillectomies) include the above prescribing elements,
' :“ :::e $a:§g°$::: °; ::\‘:a'drr?:tiin t pain e the prescribing physician must be
n ihe manage o entpainle.g., contacted for clarification and a complete

use on an as needed basis  (prn)] medication order is to be obtained, The

The Instituta for Safe Madication Practice(ISMP) Pharmacy Director also emphasized that

{a nationally recognized organization dedicated to execution of titrate orders must be

. patient safety and the safe use of medications) in | guided by the approved IV dosing

| their June 28, 2007 newsletter made the following | | guidelines found in policy #114, |
statement regarding transdermal fentanyl: Intravenous Therapy: Medications |

| Given Intravenously by a Registered

Despite wamings from the FDA, manufacturers, Nurse.
and varicus patient safely agencies, fentanyl
transdermal patches continue to be prescribed Monitoring:
inappropriately 1o treal acute pain in opiate-naive 1. The pharmacists monitor all 06/10/08
patients, sometimes In large doses or in Levophed orders that include the aspect |& ongoing
gzmhmafttnﬁn with oral %'.' mtraveno:s opiates. od for titrating the drug to ensure that the
me of these prescribing errors have occurr
in hospltals; others have originated in physician order contains the required elements.
offices or ambulatery surgery centers, where
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i well-meaning but misinformed primary care incomplete order, the pharmacist is & ongoing
j physlqlans or surgeons have prescribed _the drug responsible for contacting the physician
| for opiate-naive patients under contraindicated to discuss the issue and the clinical F
| circumstances such as acute post-operative pain.

| Unfortunately, pharmacists have often filled these
. prescriptions without question, and nurses caring
+ for patients have applied the patches without

. recognizing the prescribing error. ISMP is deeply
' troubied by these practices and alarmed by what :
appears to be a steady stream of reports of
adverse svents with fentanyl patches-including
fatalities-caused by inappropriate prescribing,
dispensing, and administration of tha drug. The
databases to which ISMP has access bear proof
of this ongoing safety issue, and numerous case
reports have already appeared in previous
editions of ISMP newsletters (May 31, 2007; June
29, 2006; May 4, 2006; August 11, 2005; May 20,
2004; September 18, 2001).

* As noted two years ago in our August 11, 2005
newsletter (New fentanyl warnings: more needed
to profect patients), Ortho-McNeil {Janssen),
maker of DURAGESIC {fentanyl transdermal),
issued a " Dear Health Professional " lelter to
bring attention to new boxed warnings in the
product label reiated to improper prescribing.
Likewise, FDA igstied a Public Health Advisory
{alert healthcare providers that deaths and
overdoses had occumed In patients using both
the brand name product Duragesic and the

! generic product. Despite these warnings, label

i changes, and publication of prescribing problems |
in ISMP newsletters and elsewhere, some
practitioners stili seem unaware of the dangers
with this potent narcotic and the proper
prescribing guidelines. of the aricle).

Applicable standards of practice as identified by
The American Society of Health-System
Pharmacist practice guidelines for the delivery of
pharmaceutical care require the pharmacy to

icomplete titration order

status of the patient, and to obtain a

: 3. The Pharmacy Director reports 06/10/08
aggregate data at the P&T Committee & ongoing
meeting for analysis, action planning and
follow-up as appropriate.
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1 review orders for medications prior to

| administration and for real and potentiat

| medication problems to be clarified before the
' drug is used.

2. During a review of Patient 703 record in the
RSMC on Oclober 2, 2007 beginning at 2 p.m. it
was noted that the record contained a pre-printed
order sheet entitled "Intra-Spinal Narcotic Form"
that inciuded Droperidol (dose to be specified by
| prescriber) every 3 hours as needed for nausea.

! The pre-printed order sheet did not restrict the
use of the droperidel nor did it require a patient
raceiving droperidol to be receiving EKG
monitering. When interviewed at 2:15 p.m. on

: October 2, 2007, Pharmacy Staff A reportad that

i the facility did not restrict the use of droperidol but
i that it was used sparingly. .
- During a review of Patient 705's closed medical !
. record from RSMC on October 3, 2007 beginning
! at 7:50 a.m. it was noted that on September 9,
2007 the physician ordered Droperidol 0.625 mg
intravencusly every 6 hours (on a routine basis).
The order did not require the patient to be on a

, cardiac monitor. Per the interviewed at 2:15 p.m.
on QOctober 2, 2007 with Phammacy Staff A the
facility did not a policy. protocol or any restriction
that required a patient to be on a cardiac monitor
while receiving droperidol. Documentation in the
record did show that Patient 705 was

| coincidentally on a cardiac monitor the entire time
she was receiving the droperidol.

During the reconciliation of observations made
during the medication administration the October
4, 2007 at 9:50 a.m. at VMC, a preprinted order
sheel entitled “Laparoscopic Gastric By Pass
Routine Postoperative day cne orders was noted
in Patient 711 record. This order set included an
order for Droperidel 0.625 mg intravenously every
! 6 hours as needed for nausea. The order set did ;

The Pharmacy Director reviewed the 03/31/08
FDA guidelines for Diprivan and
confirmed that Southwest Healthcare !
System uses only Diprivan pre-mixed by
the manufacturer in 20 ml, 50ml, and
100ml botties.

The Pharmacy Director confirmed that  |03/31/08
the six hour limit applies when the
Diprivan is removed from the bottle via
syringe for administration to patients
receiving Diprivan for general anesthesia
or for monitored anesthesia care (MAC)
:sedation, and that the hospital complies
{with that limit. The medication is
iprepared just prior to use for an
jindividual patient. The vial is for single
patient use, and is discarded after use or
in six hours, whichever comes first. This
practice is consistent with the FDA
approved guidelines.

The Pharmacy Director confirmed that  03/31/08
according to the approved FDA
guidelines, when Diprivan is
administered directly from the spiked,
premixed bottle, the medication can
hang for 12 hours. This parameter
applies specifically when patients
receive a continuous IV infusion of
Dipravan in the ICU for sedation. The
bottle received from the manufacturer is
directly spiked and connected to the IV
infusion tubing. This eliminates the need
ito withdraw medication via syringe; no
|mixing of Diprivan by Pharmacy or
iNursing staff is required or performed.
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A 5001 Continued From page 103

not require the patisnt to be on a cardiac monitor.
Due 1o reported deaths and cardiac irragularities
the manufacturer of inapsine (brand name for
droperidol) issued the follow letter in December,
2001.

Reports of deaths associated with QT
prolongation and torsades de pointes in patients
treated with deses of INAPSINE (droperidol)
above, within and even below the approved range
have prompted Akorn to revise sectians of the
prescribing information, specifically 1)
WARNINGS (including a new Box Warning)
which call attention to the potential for serious
morbidity and mortality, 2) INDICATIONS which
rainforces the appropriate patient population for
whom this product is intended, and 3) DOSAGE
AND ADMINISTRATION which clarifies the
available dosing information.

There have been a number of reports of patients
who have been treated with droperidol and who
developed suspected or established forsades de
pointes, at times leading to death. There have
been additional cases of symptomatic arrhythmia
| agsociated with a prolonged QT interval after
droperidol administration that have bean
submitted via ohgoing safely surveillance
activities, In addition, clinical investigators have
reported a dose-reiated increase in QT
prolongation with droperidol and replication of
cardiac changes in a patient rechallenged with
droperidol. Therefore, Acomn, Inc. has made
important changes to the INAPSINE label.

The labeling changes will be implemented within
the next several weeks. In the meantime, we
want you 1o be aware of this important safety
information. Listed below are highlights of

i important changes to WARNINGS and
INDICATIONS. You should consult the full
prescribing information accompanying this letier
for all of the changes.

A 500 Below is the FDA Waning, June 2007:
“FDA ALERT [6/15/2007] - FDA is
issuing this alert to inform healthcare
professionals about several clusters of
patients who have experienced chills,
fever, and body aches shortly after
[recelvmg propofol for sedation or general
lanesthesia. FDA has tested multiple
,umts of propofol vials and lots used in
ipatients who have experienced these
symptoms and to date, these tests have
not identified any vials contaminated with
bacteria or endotoxins.”
FDA recommends that heaithcare
professionals who administer propofol for
sedation or general anesthesia carefully
ollow the recommendations for handling
and use found in the current product
labeling.
!Below are the current guidelines
!prowded in the FDA approved product
fabeling specific to Aspetic Technique for
kCU Sedation:
‘Administration should commence
romptly and must be completed within
12 hours after the vial has been spiked.
he tubing and any unused portions of
IPRIVAN Injectable Emulsion must be
iscarded after 12 hours.”

he Pharmacy Director confirmed that 06/09/08
he Propofol policy reviewed at the time
f survey was consistent with the FDA
roduct information specific to Aseptic

echnique for ICU Sedation. The

harmacy Director re-verified that this
nformation is current.
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; effectiveness or the inability to achieve an

| Cases of QT prolongation and serious
- arrhythmias (e.g., torsades de pointes) have been

| @nd did not use droperidol as a first line agent, He

fatal. Due to its potential for serious proarrhythmic;
effects and death, INAPSINE should be resarved
for use in the treatment of patients who fail to
show an acceplable response to other adequate
treatments, either because of insufficient

offective dose due to intolerable adverse effects
from those drugs (see Warnings, Adverse
Reactions, Contraindications, and Precautions).

reported in patients treated with INAPSINE.
Based on these reports, all patients should
undergo a 12-lead ECG prior to administration of
INAFSINE to determine if a prolonged QT interval
(i.e., QTc greater than 440 msec for males or 450
msec for females) is present. If there is a
prolonged QT interval, INAPSINE should NOT be
administered. For patients in wham the potential
benefit of INAPSINE treatment is felt to outweigh
the risks of potentially serious arrhythmias, ECG |

- monitoring should be performed prior to treatment!
and continued for 2-3 hours after completing i

treatment to monitor for arrhythmias. INAPSINE
is contraindicated in patients with known or
suspected QT prolongation, including patients
with congenital long QT syndroma.

The prescribing physician for Patient 703 was
interviewed at 3 p.m. on October 2, 2007. He
reported that he was aware of the boxed waming

only used the droperidol in low doses and when
other agents for nausea have been triad and
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A 500} Continued From page 104 } A 500 | Monitoring:
The following BOX WARNING has been added: 1. The ICU Charge RN performs 06/09/08
: WARNING Cases of QT prolongation and/or concurrent observations of ICU patients |& ongoing
i lorsades de pointes have been reported in receiving IV Sedation with Propofol to
patients receiving INAPSINE at doses at or below ensure that the infusion hang-time does
recommended doses. Some cases have not exceed 12 hours
occurred in patients with no known risk factors for 2. The ICU Man aé er reports 06/09/08
| QT prolongation and some cases have bsen ; aggregate data at the Operational P! & ongoing

Committee. The Pharmacy Director also
forwards and reports this information to
the P&T Committee for action and
follow-up as necessary. |
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found ineffective. He also stated that all of his
patients are EKG monitored but he could not
answer for the whole facility.

Pharmacy Staff A was interviewed at 3:15 p.m.
on Cctober 2, 2007. During the interview he
stated that the Food and Drug Administrations
{FDA) boxed waming was only advisory and that
the FDA does not tell physicians how to
prescribe, He further reported that that the use of
a drug contrary to the manufacturer's and FDA's
warnings was the same as using a medication for
an off labeled use (an non FDA approved use
supported by evidenced based medical literaturs). |
Title 21, Ccde of Federal Regulatnon section
Section 201.57(e). states " Special prablemns,
particularly thase that may lead to death or
serious injury, may be required by the Food and

' Drug Administration to be placed in a prominently
' displayed box. The boxed waming ordinarily shall
be based on clinical data, but serious animal

: toxicity may also be the basis of a boxed warning
of clinical data. *

A black box warning Is & Food and Drug
Administration {FDA) requirement of a drug
manufacturer to draw attention to special
problems associated with that drug by
prominently displaying that information within a
black box in the product labeling. A black box s
resaerved for those special problems that may
lead to death or sarious injury. It is the strongast
waming that the FDA requires manufacturer's to
include in their product information.

| The presenca of this high risk medication
: (Droperidol) an the preprinted order sets without
, any restrictions for its use or a facility written
i policy restricting the droperidol's use does not
‘ ensure that the drug would be used with accepted
: standards of practice as defined by the |
i !
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: manufacturer and Food and Drug ' ; X
| Administration's warnings and cou!d easily lead o
. the inappropriate use of the drug i
: _ .
3. During a review on Oclober 3, 2007 at 10 a.m.
of Patient 706's closed medical record from the
emargency room at RSMC on reveaied that at
1:06 p.m. on April 24, 2007 the emergency room
physician ordered & Duragesic 75 meg patch for
Patient 706. The initiat The physician progress
written at 11:31 a.m. stated "Withdrawal from
heroin; heroin onfoff x 1 year, off for 3 days". The
physician dictated not regarding the emergency
room stated
“The patient i in withdrawal from hergin. The
patient was given Alivan {anti-anxiety
i medication), Zofran (ant-nausea medication),
i Dilaudid {a narcotic medication), and Duragesic
\ Patch to help her for the next 3 days. However,
i the mother has been instructed to have her follow
up at Hemet Hoespital."
The initial nursing assessment documented at
10:56 a.m. on Agril 24, 2007 that Patient 706 was
"Off Heroin for 3 days, unable to get thru
withdraws, R Pupil larger. Pt Repoerts normal ¢/o
intermittent R sided H/A (head ache) for last
1 week” The assessment alse documented that
i the patient haa pain level of 8 on a 10 point scale. i
: Based on state law -Business and Professions |
i Code 4301, the Uniform Controlled Substance - :
Act found in the Health and Safety Code 11153 | i
(a), 11154,11217, and 11217.5 the dispensing,
administering or prescribing a controlled
substance for the treatment of addiction unless
the patient is in a registered drug withdrawal
program is prohibited. Patient 708 was ordered,
dispensed and adminigtered a control substance
(Duragesic Patch) to "nhelfp her for the next 3
days”.

|
i
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When interviewed on October 3, 2007 at 11:24
a.m., Pharmacy Staff B agreed that Patient 705
should not have received the Duragesic Patch for
the treatment of addiction.

4. During the review of the Pharmacy at REMC
on Qctober 2, 2007 at 10:20 a.m., Pharmacy Staff
B reported that the facHity used the same
“Laminar Flow Biological Safety Cabinet’ (BSC)
(a special cabinet used {o prepare injectable

' the preparation of all intravenous solutions. The
same cabinet was used for both hazardous
: medications (such as cytotoxic medications) and
routine intravenous admixtures,
Pharmacy Staff B reported don October 5, 2007
at 8 a.m. that the cabinet was decontaminated by
swabbing the cabinet with alcohol and aliowed to
dry for 20 minutes.
The Naticnal Institute for Occupational Health
and Safety of the Centers for Disease Control
and Prevention {NIOSH) recommendations
state health care workers should ..."Prepare
: hazardous drugs in an area that is devoted to that
purpose alone and is restricted 10 authorized
personnel and Health care employers should
...Provide a work area that is devoted solely to
preparing hazardous drugs and is limited to
authorized personnet.”
ASHP "Guidelines on Handling Hazardous Drugs"
Decontamination, deactivation, and cleaning.
Decontamination be defined as cleaning or
: deactivating. Deactivating a hazardous substance
; is preferred, but no single process has baen !
I found to deactivate all currently availeble I‘
 hazardous drugs. The use of alcohol for !
: disinfecling the BSC or isolator will not deactwale
; any hazardous drugs and may result in the :
' spread of contamination rather than any actual
cleaning.
The accepted standards of praclice as

- cytotoxic medications such as cancer drugs) for |
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A 500| Continued From page 108 A 500
established by the recommendations NIOSH and
on ASHP statement regarding the
dacontamination of the cabinet is to prepare
hazardous medications to prepared in an ars
solely designated for that purposes.
5. When interviewed on Qctober 2, 2007 at 11:50
a.m., Pharmacy Staff A and Pharmacy Staff B
reported that all policies procedures pertaining to
the pharmacy services are reviewed, discussed
and approved by the "Pharmacy and
Therapeutics Commitiee™. State law (Section
70263 (¢)(1), Title 22, California Code of
Regulations) requires the committee to develop
the written policies and procedures fir the i
establishment of safe and effective systems for
precurement, storage, distribution, dispensing
and use of drugs and chemicals,
* 8. During a review on Qctober 4, 2007 at 2:20
p.m. of Patient 708's record at RSMC an order to
. administer Levophed gtts (drip - an intravenous
administration method) {norepinaphrine a drug
used to increase or maintain blood pressure) to
keap SBP (systolic blood pressure) above 90 was
noted. When interviewed at 3 p.m. on October 4,
2007, Nursing Staff D reported that the facility did
not have a protocol stating an appropriate starting
dose, how often to adjust the dose or by how
much to adjust the dose. Nursing Staff D did
provide a copy of guidelines for the intravenous
administration of several medications. These
guidelines did provide starting dose ranges and
ranges of by how much to adjust ihe levophed Y
dose. That is the guidelines stated the initial dose 5 .
was 8 to 12 meg/min. There were no guidalines R B
on when to use 8 versus 9 efc meg/min. _ ‘,-_'4-
7. During a review on October 4, 2007 at 2:20 =
p.m. of Palient 708's record at RSMC an order to
administer propofol was noted. When interviewed
at 3 p.m. on October 4, 2007 Nursing Staff D |
provided a copy of the facility's protocol for
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A 5005 Continued From page 109 '
administering propofol for sedation. A review of

A 505

i be evaluated for bacterial sepsis." The use of a

: Based on a review of the facility drug sterage
| areas outdated or otherwise unusable

this protocol at the time of the review revealed
that the protocof allowed the propafol bottle to be
used for up to 12 hours. In June of 2007 the
Food and Drug Administration issued a waming
that stated "to minimize the potential for bacterial
contamination, propofol vials and prefilled
syringes should be used within six hours of
opening and one vial should be used for one
patient only. Patients who develop fever, chilis,
body aches or other symptoms of acute febrile
reactions shortly after receiving propofol should

bottle of propofot for grater than six (6 ) hours
increased the risk that patlents would develop a
bacterial infections.

482.25(b)(3) UNUSABLE DRUGS NOT USED
Qutdated, mislabeled, or otherwise unusable

drugs and biclogicals must not be available for
patient use.

This Standard is not met as evidenced by:

medications where available for patients uses.
Findings:

1. During a review of drugs stored in the
emergency drug supply in the emergency room at
RSMC at 10:20 a.m. on October 2, 2007 three
Dextrose solutions which expired on Qctober 1,
2007 where noted.

2. During a review of the malignant hyperthermia
cart in the RSMC's post anesthesia care area on
October 2, 2007 at 1:30 p.m, two (2) prefilled
syringes of Calcium Chloride 10% which expired

D {
PREFIX ' (EAGH CORRECTIVE ACTION SHOULD BE
TAG '  CAOSS-REFERENCED TO THE APPROPRIATE
: DEFICIENCY)
A 500
A 505

The Pharmacy Director and OR Director
reviewed the practice for identifying and
preventing use of expired or otherwise
unusable drugs. in the perioperative and
obstetric areas, anesthesia personnel
are responsible for affixing labels to
atracurium, succinylcholine and the other
refrigerated neuromuscular blockers
indicating the date they are removed
from refrigeration and placed in the
anesthesia cart. Perioperative, Obstetric
staff and Anesthesia personnel were
re-educated on the practice of labeling |
drugs, including labeiing of date
removed from refrigeration.

Responsible Party: Pharmacy Director /
OR Director

The Pharmacy Director monitors
compliance with labeling requirement for

10/12/07

Ongoing
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on October 1, 2007 where noted,

3. During a review of medications stored on the
anesthesia cart in Operating Room #2 at RSMC
at 2:45 p.m. on October 2, 2007 seven (7) vials of
undated of Atracurium {a medication used as an
adjunct in surgery) and 4 undated vials of
succinylcholine (& medication used as an adjunct
in surgery) where observed to be stored at room
temperature, Both the the Atracurium and the
Succinylcholine have a limited stability when
stored out side a refrigerator. The facility lacked a
sytem to determine how long these drugs have
been storad at room temperature and therefore
could not ensure the stabllity or potency of either
agent.

4. During a raview of medications stored on the
anesthesia cart in Operating Room #3 at RSMC
at 2:50 p.m. one undated vial of succinylcholine,
one undated vial of Zemuron (a drug used as an
adjunct in anesthesia) and 7 vials of Atracurium
were observed being stored at room temperature,
Atracurium, Zemuron and the Succinylcholine
have a fimited stability when stored out side a
refrigerator. The facility lacked a sytem to
determine how iong these drugs have been
stored at room temperature and therefore could
not ensure the stability or potency of either agent.
5. During a review of medications stored on the

i anesthesia cart in labor and delivery room at
RSMC at 3:20 p.m. two vials of succinylcholine
and 3 vials of Zemuron where observed being
stored at room temperature. The facility lacked a
sytem to determine how long these drugs have
been stored at room temperature and therefore
could not ensure the stability or potency of either
agent,

8. The Operating Room Sulte at RSMC was
i toured on Octaber 2, 2007, at 2:35 p.m. There

nesthesia Cart, the Malignant

yperthermia Cart, ED, and OB areas
and reports the resuits of the monitoring
to the P&T Committee.

L
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were bags of intravenous (IV) solutions stored on

a carl in a small storage area. One bag, labeled

"5% Dextrose, 1000 ml," had an expiration date

of May 2006.

The Clinical Lead for Surgical Services and

Charge Nurse § were interviewed during the tour.

Neither had an explanation for the expired bag of

dextrose.

A 507, 482.25(b)(5) STOP-ORDERS FOR DRUGS A 507 |
i |
| Drugs and biologicals not specifically prescribed The P&T Committee reviewed and
04/07/08

as fo time or number of doses must automatically ; : ; ;

be stopped after a reasonable time that is rsti\élps%intjl;erspg:%ecgir;t:;':;ggwgt;tomatlc

predetermined by the medical staff. reviewed so that the policy is consistent

with Medical Staff Rules and
Regulations.

| The Pharmacy staff was educated about 04/07/08
the change in policy on the same day as
the changes were approved.

i This Standard is not mat as evidanced by:

| Based on a review of the facility's policies and
procedures and a review of the medical staff
rules and regulations drugs and biologicals would
not be automatically stopped after the
predetermined time established by the medical
staff. The written policy conflicted with the time
limites established in the medical staff rules and
regulations.

!l Findings:

1 1. During a review of the facility policy and

; Procedure entitled "Automated Stop Orders” it

| was determined that the facility written policy !
canflicted with the time frames established by the i
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medical staff rules and regulations,
, The policy stated that anti--inflectives of 10 days i
: while the medical staff rules and regulations '
| stated antibiotics had a stop order of 7 days. i
! The policy stated that schedule Il drugs had a .
i stop order of 3 days. The medical staff rules and
' regulations stated "narcetics” had a stop order of
3 days. Narcotics is a vague term that usually
refers to aplate medication used to treat pain.
Not al narcotic medications are in schedule Il and
not all schedule || medications are "narcotics”.
The rules and regulations of the medical staff
stated that "all other drugs" had a stop order of 15
days. There was no designation in the policy for
“all other drugs”.
A 528 482.26 RADIOLOGIC SERVICES A 528 i

The hospital must maintain, or have available,
. diagnostic radiological services. If therapeutic

servicas are also provided, they, as well as the
diagnostic services, must meet professionally
approved standards for safety and personnel
qualifications.

i This Condlition is not met as evidenced by:

Based on cbservalion, interview and record
review, the facility failed to provide safe
diagnostic radiological services to ED palients
after hours, by failing to;

a. Track medical arrors and adverse patient
avenis through the Pl process, with no
mechanism for tracking ED misreads of x-rays
{(A286) (A529), and,

b. Ensure there was a system in place that

‘For corrective action see Tags A284,
A286, A529, and A537.
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supplies used for cardiac and radiclogical
procedures were not outdated and unsafe for use
(A2B4)}{A537).

The cumulative effect of these systemic problems
resulted in the failure of the facility to ensure the
provision of safe radlology services.

A 529; 482 26{2) SCOPE OF RADIOLOGIC SERVICES A 529

i

 The hospital must maintain, or have available, Physician representatives from the

 radiologic sarvices according to the needs of the ! Departments of Imaging and Emergency
patients. and the Pl Director reviewed the policy,

“Patient Contact after Discharge from the
ED” (ED P#16) the decision was made
to draft a new policy specific to the
Medical Staff concerning variances in

This Standard is nof met as evidenced by: x-ray readings between Emergency
Based on interview and record review, the facility Physicians and Radiologists. The new
failed o ensure an inlegration of servicas policy establishes a process to identify
between the Emergency Medicine Depariment when there is a variance in the

and Imaging Department. The facility failed to interpretation of imaging studies. When
perform a quality control assessment of x-ray .such a variance is identified:

reading discrepancies between the radiologists 1. Appropriate action is taken to alert a
and emergency medicine physicians, resulting in physician when a variance is identified
@ failure to track and trend discrepant x-ray that could impact the patient's plan of
readings between the two departments, and the care.

potential for inappropriate diagnosis and 2. The Medical Staff, as part of their

treatment of patients receiving diagnostic x-rays
in the ED afier hours. The facility also falled to
ensure supglies used for cardiac and radiological
procedures at RSMC and IVMC were not
outdated, and safe for use, resulling in the
potential for injury and infection in patients

ongoing efforts to improve the quality of
care provided, review each variance on
a regular basis to identify opportunities
for improvement.

undergoing surgical, cardiac and radiological On 12/10/2007, the hospital 12/10/07
procedures. iimplemented a digital imaging system

referred to as “PACS” that provides
Findings: better capabilities to track the variance.

The two hospitals used separate Emergency
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A 529 Continued From page 114 A 528 |Under the new process:
Medicine Medical Groups to staff the two ED's. 1. The ED physician or PA reviews the
exam and enters in PACS an internal
1. The Emergency Department for RSMC was note of their findings for each exam

 the follow up of x-rays read after hours when a

all diagnostic x-rays were read by the ED
physician if there was a discrepancy. The

stated there was no tracking system ta ensure
that each discrepancy was followed up. She

| QAPI purposes to look for trends. She stated

rereads. He stated that there was no formal
process.

ED at RSMC was interviewed by phone on

there was a discrepancy in the reading of an

that there was no organized QAP process for

i No problems in this area,

the ED at IVMC was interviewed in person on

- IVMC there is a formal process whereby the
I

| toured on October 3, 2007, at 9 a.m. During the
[ tour, the ED Director was questioned regarding

, radiclogist was not available. The Director stated

pPhysician after hours, and the radiologist would
read them the next morning and contact the ED

Direclor stated the ED physician would then be
responsibie for foflowing up with the patient. She
: stated there was no tracking of the readings for
: there was a quarlerly meeting in which some of
| the cases wera reviewed, but could not provide
- docurnentation of QAP aciivities at that meeting. |

; Radiologist 1 was interviewed during the tour. He |
) was asked about the QAP pracess for ED x-ray

A physician from the Medical Group covering the

October 4, 2007, at 1 p.m. He staled that there
was a system in place for patient follow up when

x-ray, but it was an informal process. He stated

| x-ray rereads, but he knew his staff was having

! 2. A physician from the Medical Group covering
October 4, 2007, at 11:55 a.m. He explained at

|

reviewed. Treatment is initiated as
lappropriate and the

atient/representative is advised of the
preliminary findings.

- The radiologist reviews the exam for a

inal interpretation and result reporting.

. If the Radiologist reading is different

han the preliminary ED read, the
adiclogist informs the on-duty ED
Physician about the variance so
appropriate clinical action can be taken if
pecessary,

. The Radiologist documents the :
variance (where the official interpretation
differs from the ED preliminary finding) in
ihe final dictated report, and who was
hotified.

'r. The Radiologist copies the case
nformation to the ED — QA Worklist in
he PACS system. This worklist serves

s the tracking log for potential ED

misreads.”

- The on-duty ED physician reviews the

atient’s chart and takes appropriate

linical action to.

- Contact the patient or their

apresentative to inform them of the final
Interpretation and any change in their
plan of care.

b. Document the action taken in the
ratient’s medical record,

i
1
]
!

FORM CMS-2567(02-99) Previous Versions Qbsolete

8Q0OU11 I continustion sheet Page 115of 174



Printed: 03/13/2008

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STATEMENT OF DEFICIENGIES (1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3} DATE SURVEY
AND PLAN OF CORRECTION IOENTIFICATION NUMBER: A BUILDING COMPLETED
i 050701 5. WinG 10/05/2007
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
SOUTHWEST HEALTHCARE SYSTEM 25500 MEDICAL CENTER DRIVE
MURRIETA, CA 92582
L SUMMARY STATEMENT OF DEFICIENCIES ! o | PROVIDER'S PLAN OF CORRECTION | . 5
PREFIX | {EACH DEFICIENCY MUST BE PRECEDED BY FULL I pREFIX | {EACH CORRECTIVE ACTKON SHOULD BE CouPLETION
TAG | REGULATORY OR LSC IDENTIFYING INFORMATION) | TAG ) CROSS-REFERENCED TO THE APPROPRIATE
i i E DEFICIENCY)
A 529. Continued From page 115 A 529 (4. The variance readings are tracked by
; radiologist contacts the ED physician, or sends ED physician and type of exam to
the rereads to the ED. The PA is scheduled to address trends and identify areas for
o, 2 A revows o of ey | [t orchano nracice
) ) - vanance rates and results of the
;?:gsgzﬁ::g'::s&mg%?gtg?t?:gt reviews are reported to ED Committes,
documents these actions in the record. The ED (B): e:rcd g?ma":t't;?fh:ng:; Gr?)\:mlng
physician stated the process was documented in P process.
. f .
each pafient's chart, but not in any form for usa in The PACS software company was 04/01/08
the QAPI process. . yW
contacted in February to assist in
3. The policy governing both facilities litied, configuring the system to enable the
"Patient Contact After Discharge From the ED,” required ED ~ QA Worklist tab. The
was reviewed on October 3, 2007. The policy PACS software company configured the
stated the following; tabs for the ED-QA Worklist. The
function was tested and found to be
| @ The ED physician would note prefiminary functioning. The ED physicians and
i reading on fiims taken when the radiologist was Radiologists were given reminders of the
| oft duty; revised process. Additional written
i reminders we ted in th ici
b, The ED physician's preliminary reading would areas in the Erg ggz ?m:;inge physician
| be kept with the films, available for the radiologist ldepartments
: to see what the ED physician concluded; ] ’
I | . . .
- €. After the radiologist reviewed tha filrm and ,‘ iFDiesponsnble Party: ED and Imaging
. rendered a final report, clinically significant i epartment Chairs
i discrepancies would be brought to the attention of Lo .
the ED physician on duty; [Monitoring: Ongoing
d. For films with a positive diagnostic finding that 1. The ED Department Chair (or
did not have an ED preliminary reading noted, designee) provides oversight to the
they would also be brought to the attention of the review of variances to consider trends or
ED physician on duty; clusters of:
The phvsici d teia the. *Palient a. Variance involving the same provider.
€. Ine physician would complete the, ,aten b. Variances of similar types of exams.
goal;t::;‘After Discharge from the ED,” form, for 3 2. The ED physicians review the
: . . variances to identify opportunities for
recl;-doocumenmion in the patient’s medical improvement. Significant variances will
9 éerv es as a log for performance be routed to the ED committee for
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A 529! Continued From page 116

, improvement activities, and,
{ 3. Can provide feedback to the initial ED
; physician;

I
: f. The physician would docunent the attempts .
i made to contact the patient, and if unable to I
! make contact, would initiate a letter, then:
| 1. The physician would give the lefter to the
| ED Director or designee,

2. A copy of the letter would be attached to the
patient's medical record,

3. The original letter would be mailed certified,
return receipt, and,

4. When the ED Director raceived the retum
receipt, it would be attached to the patient's
medical record.

Buring an interview with the ER Director on
October 3, 2007, at 1:10 p.m., the Director stated
a form was used by the physicians at IVMC, but &
dictation and a stamp were used at RSMC. The
Director stated she does not receiva letters from
physicians at either campus. She stated she
thought the physicians mailed the letters
themselves. The Director stated, "Obviously, we
need o change our policy.”

During an interview with the Director of Pl on
October 3, 2007, at 1:17 p.m., the Director stated
she did not receive any forms from either campus
regarding x-rays in the ED.

4. During a review of records in the radiotogy
room on Octlober 3, 2007, at 3:10 p.m., the
following was noted;

a. Patient 411 was seen in the ER on October 2,
2007, and had an ankle x-ray. The ED physician
did not document 2 preliminary reading, and the

radiologist documented a positive diagnostic

A 529 ldiscussion and action as appropriate.
3. Routine variance reporting will be
incorporated into the ED Department
peer review process for analysis and
follow-up action as indicated. At a
iminimum, this wili be done twice

iannually.

4. Variance reviews are incorporated into
the provider's reappointment profile.
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finding (orricle vs. fracture).

b. Patient 412 was seen in the ER on October 2,
2007, and had x-rays of an elbow, an ankle and a
wrist. Tha ED physician did not document a
preliminary finding. The radiologist had a
negative finding.

c. Patient 413 was seen in the ER on October 2,
2007, and had an x-ray done. The ED physician
did not document a preliminary finding. The

radiologist had a negative finding. (

i
d. Patient 414 was seen In the ER on October 2,
2007, and had a chest x-ray done. The ED
physician did not document a prefiminary finding,
and the radiologist documented a positive
diagnostic finding (bilateral infiltrate vs.
atelectasis).

During an interview with the radiologist who
reviewed these x-rays on Qctober 3, 2007, at
3:18 p.m., he stated if the positive finding was
obvious, and there was no preliminary finding
documented by the ED physician, they
{radiologists) worked on the assumption that the
ED physician read the x-ray correctly, so they,
“Didn’t bother the ED physician.” The radiologist
stated if the positive finding was subtle, and there
was no preliminary finding documented by the ED
physiclan, they (radiclogists) would tell the ED
physician who was on duty. The radiologist
stated he did not notify the ED physician on duty
about Patient 411 or 416 because the findings
were obvious, and he assumed the ED physician
 treated the patients correctly. The radiclogist

| stated they told the ED physiclans all the time to

| write their prefiminary finding, "but they get so

: busy, it isn't their priority."

Il

i
i
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A 529

A 537

Continued From page 118
5. The CT unit and the Radiology Spacial !
Procedures/Cardiac Catheterization suite at
RSMC were toured on Oclober 3, 2007, at 10
a.m. There were multiple wrapped
anglocatheters and other equipment, for use in
the Speclal Procedures/Cardiac Cath suite,
stored in the CT room and the special procedures
room. Examination of the supplies in the CT
room revealed three Cordis 6 french angiocaths
that had expired three menths prior to survey.
Examination of the supplies in the Special
Procedures rocom revealad six Cook 5 french
angiocaths, four expired 8 months prior to the
survey, and the other two expired 5 months prior
te the survey,

| The Lead Clinical Nurse for the Special

! Procedures/Cardiac Catheterization room was

| present during the tour, and could not explain the
" presence of expired supplies available for use.

6. The Radiclogy Suite at IVMC was toured on
October 4, 2007, at 2 p.m. Examination of the
supplies in the room revealed one Vista 8 french
endovascular catheter with an expiration date of
September 2007, indicating that the period for
safe use had ended 4 days prior. Three biliary
stents (used to catheterize the gall bladder) ware
also expired Seplember 2007, The staff was
unable to explain why the expired instruments
were stored with the supplies for patient use.

{t 482.26(b)(2) PERIODIC EQUIPMENT
MAINTENANGE

Periodic inspection of equipment must be made
and hazards identified must be promptly
corrected.

A 520

A 537

he Director of Perioperative Services
hanged the Gl tech and SPD Tech job
pecific competencies to reflect that all
nzymatic cleaners must be diluted per
anufacture instructions using exact
easurements of water and enzymatic

10/31/07
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A 537| Continued From page 119 A 537 |cleaner. All G techs, SPD techs and RN

This Standard is not met as evidenced by:

Based on observation, interview, and record
review, the facility failed to ensure angiccatheters,
! blliary stents, and other supplies for use in

" Invasive procedures were inspacted in a manner

| to prevent the use of expired products in patients, |
{ resulting in the potential for infectious i
i complications of these procedures.

| Findings:

i 1. The CT unit and the Radiology Special

| Procedures/Cardiac Catheterization sulte at
RSMC were toured on October 3, 2007, at 10
a.m. There were multiple wrapped
angiocatheters and other equipment for use in the
Special Procedures/Cardiac Cath suite stored in
the CT room and the special procedures room.
Examination of the supplies in the CT roem
revealed three Cordis 5 french angiocaths that

i had expired three months prior to survey.
Examination of the supplies in the Special
Procedures room revealed six Cock 5 french
angiacaths, four expired 8 months prior to the
survey, and the other two expired 5 months prior |
to the survay.

The Lead Clinical Nurse for the Special
Procedures/Cardiac Catheterization room was
presant during the tour, and could not expiain the
presence of expired instruments availabla fer
use.

| 2. The Radiology Suie at 'VMC was toured on
.

Gl staff at both facilities have signed the
revised job description competency, All
Gl and SPD personnel were updated on
the enzymatic cleaner changes at the
October 2007 staff meetings and OR :
board mestings. The policy on SUR #C7 ,
Centralize Service; Cleaning and
Sterilizing Equipment and Supplies was.
revised to reflect “all enzymatic cleaners
are diluted per manufactures instruction.”
:Random audits are currently done to
check the validity of this practice.

All SPD and Gl staff at Inland Valley and [10/31/07
Rancho Springs Medical Centers were
updated on the policy and procedure
revision with an acknowledgement form
signed to indicate they had read and
understood the content of the revised |
ISUR #C7 Centraiize Service; Cleaning |
and Sterilizing Equipment and Supplies.

iResponsible Party: Director of n0/27/07
E;arioperative Services or designee is
nducting random audits to ensure
ompliance. Results of the audits are
eported to the OPIC Committee to
ssure that corrective action is sufficient
0 assure staff comply with requirements.

irector of Imaging / Lead RN Cardiac ~ 10/27/07
ath reviewed and revised the policy
and procedure related to sterilization of

TEE probes. The Lead RN reviews all

nventory for outdates on the first week |
f each month. In addition, the Imaging
anagers conduct bi-weekly random

nspections that include a review of
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A 537 Continued From page 120 A 537 |expiration dates.
Oclober 4, 2007, at 2 p.m. Examination of the
Special Procedure Room revealed one Vista 8 The Imaging Department maintains a log {Ongoing
french endovascular catheter with an expiration to confirm that the require audits are
date of September 2007, indicating that the conducted and the results of checking
period for safe use had ended 4 days prior. the expired items. The Director of
Three biliary stents (used to catheterize the gall Imaging reviews the log at least quarterly
bladder) also expired Septembar 2007. The staff o .
was unable o explain why the expired to confirm thgt the rgqmred inventories
instruments were stered with the supplies fr jand random inspections are occurring
patient use. and the resuits of the inventories and
reviews. (continued on next
A 818/ 482.26 FOOD AND DIETETIC SERVICES A818 ( ext page)
The hospital must have organized dietary
services that are directed and staffed by
adequate qualified personnel. However, a For corrective action see Tags A274,

- hospital that has a contract with an outside food
| management company may be found to meet this
* Condition of Participation if the company has a
dietitian who serves the hospilal on a full-time,
 part-time, or consultant basis, and if the company
1 maintaing at least the minimum standards
specified in this section and provides for constant
liaison with the hospital medical staff for
recommendations on dietetic policies affecting
patient treatment.

i This Condition is not-met as evidenced by:

) Based on gbservation, interview, and record

‘ review, the facility failed to provide an organized
! distary service, siaffed by adequate qualified

| personnei that met the needs of the patients, by i
failing to;

a. Ensure food and nutrition services departments

AB19, A622, AB28, AB30, A631.
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(*4) 1D
PREFIX
TAG

SUMMARY STATEMENT OF DEFICIENCIES
(EACH DEFICIENCY MUST BE PRECEDED BY FULL

] PROVIDER'S PLAN OF CORRECTION (X5)
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DEFICIENCY)

A 537

i
REGULATQRY OR LSC IDENTIFYING INFORMATICN) ; TAG CROSS-REFERENCED TO THE APPROPRIATE
! .

A537 | Continued from 121

Responsible Party: Director of Imaging /
Lead RN Cardiac Cath )

Monitoring: Physical Inventory Ongoing
Inspection log and inventory report from
inventory computer system reviewed
weekly by Lead RN,

The Cardio Manager revised the TEE 04/02/08
cleaning logbook to include a column
requiring documentation of Cidex test
strip expiration date, which is to be filled
in prior to use of the Cidex. Policy and
procedure has been revised to reflect
this practice. All staff involved in the
cleaning of TEE equipment have been
educated to this new procedure. The
Cardio Manager reviews the log book on
a monthly basis to assure compliance
with the new procedures. The Cardio
iManager added this item as a quality
indicator under the Pl Program and
results of the reviews are reported to the
Pi Committee.

Responsible Party: Cardio Manager

Monitoring: Checked monthly and fOngoing
dded to Pl program as a Quality
Indicator

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X8) DATE

Any deficiency statement ending with an astarisk {*) denctes a deficiency which Ihe instiution may be excused from commacting providing it i_s determined that
olhzr nfegu?rd- provide sufficient protaction to the patients. {See instructions.) Except for nursing homas, thq findings stated above are duclo_lnblu 90 days
following the date of survey whether or not a plan of correction is provided. For nursing homes, the above firklings and plans of eonpdion are dm:losgblu 14
days foitowing the dete thess documents are made available 1c the facility. IF deficiencies are cited, an approved plan of comaction is requisile to continued

program paricipation,
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for proper chemical concentrations (A622);

: ¢. Ensure meals ware served to patients
- according to the menu and production sheets
| (AB28),

d. Ensure patients were given the opportunity to
| select alternate foods (AB28);

e. Ensure the kitchen had enough steam table
wells to accommodate every food item required to
comply with the diet orders of the practitioners
responsibla for their patients (A630), and,;

f. Ensure the current diet manual approved by
medicai staff was followed by the dietary

i staff(A631).

|

! The cumutative effect of these systemic problems
i resulted in the failure of the facility to ensure the
provision of safe and effective dietary services to
the patients in the hospital.

482 28(a) ORGANIZATION OF DIETARY
SERVICES

A 619

The hospital must ensure that specific food and
dietetic services organization reguirements are
met.

4

STATEMENT OF DEFICIENCIES (X1} PROVIDER/SUPPLIER/CLIA (%2) MULTIPLE CONSTRUCTION (%3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A BUILDING COMPLETED
B. WIN
050701 G 10/05/2007
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MURRIETA, CA 92562
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PREFIX {EACH DEFICIENCY MUST BE PREGEDED BY FULL, ! PREFIX {EACH CORRECTIVE ACTION SHOULD BE COMPLETION
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A 618, Continued From page 121 ' AB18
' were managed effectively, organized effactively, !
. and had policies and procedures that reflecied
: the current state regulations and acceptable
standards of practice (A619);
b. Ensure dietary staff ware competent and
properly[ trained to store an_d cool foods _
appropriately, and check dishwashing equipment | Ag1g 17, relieve the Food and Nutrition Services  |FT.RD

Director (FNSD) from having to provide direct
clinical patient care, the hospital hired an
additional full-time Registered Dietician (RD).
|This has allowed for the following coverage at
the hospitals:

1. Inland Valley Medical Center (122 beds):
a. Monday - Friday: 2 RDs
b. Saturday/Sunday: 1-2 RDs based upon
volume and patient acuity,

- Rancho Springs Medical Center (80 beds)
a. 1 RD seven days per week
b. An additional RD is scheduled on any
day based upon volume and patient acuity.

’The hospital also hired a per diem RD to

! ired | Per Diem
provide more flexibility in scheduling. The RD
ger diem staff member is available to cover Hired
atient care assignments at either facility on ‘P'fzoos

n as needed basis. This keeps the Director
ocused on the Leadership aspects of the

epartment.
o provide additional support in the Lead Diet | gad Clerk
lerk role, the FNSD provided the foilowing: Training

1. One staff member at Inland Valley VMC —
edical Center was cross-trained to the Lead B/2008
iet Clerk role. RSMS —

2. The existing back-up Lead Dietary F/10]2008

lerk at Rancho Springs Medical Center was
iven updated information regarding the

Hired
10/2007

current expectations of the role.
i
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A 619| Continued From page 122 A 619 { Food and Nutrition Services Director (FNSD) -12/1 0/07
and the COO reviewed the Food and
Nutrition Service leadership structure
including scope of service, budget and

; This Standard is not met as evidenced by:
i Based on observation, interview, and record

' review, the hospital failed 1¢ ensure the Food and
! Nutrition Services Departments at RSMC and

| IYMC were managed effectively, organized
effectively, and had policies and procedures that
reflacted the currant state regulations and
acceptable standards of practice, resulting in
failure to meet the nutritional needs of their

patients.
Findings:

The DNFS was an RD responsible for the daily
management of the kitchen in two hospitals,
greater than five miles apart, and supervising four
| other dietitians. A review of the job description for
this position revealed the DNFS was responsible
for overseeing sanitary food handling procedures,
evaluating and monitering food, food production
and service, developing and approving patient
menus, developing and approving diet manuals,
evaluating and approving supplementa! feedings,
and appropriateness of nutritional care, among
other things.

|

; The combined bed size for both hospitals was
[ over 200 beds. Other hospitals in the area with
: similar bed size had erganizational structures that
allowed for supervision of clinical nutrition staff in
addition to a food service manager managing the
day to day operation of the foodservice area. The
organizational structure of the Nutrition and
Foodservice depariment in this hospital included;
1) a director who had, as par of her
responsibilities, to act as relief Clinical Dielitian
when needed; 2) a foodservice manager

assigned duties. They took the follawing
actions:

1. Reassigned duties to management
Ipersonnel to provide consistency of
responsmlllty and more effective on-site
management.

2. Developed and initiated a new process for
managing, reviewing and revising FNS
policies and procedures to provide for annual
review.

for Emergency Power Outage to include how i
to monitor freezers during and after a power '
outage. i
4. Arranged for installation of continuous
temperature recording devices installed in !
inside and outside freezers. !
5. reviewed and revised clinical staffing
needs per budget to provide additional
dietician services.

6. reevaluated staffing needs for cleaning
FNS and hired additional staffing for new
cleaning schedule of kitchen.

L

7. ordered and installed additionai steam
;fable wells to provide more variety of foods.

Momtonng FNS Director holds monthly FNS Ongolng

ureadershlp team meetings to review ;
.upcoming policies and procedures requiring ;
'rewewlrewsmn and leadership '
[responsibilities and needs. The Food and
ENutntlon Service Director and Food Service
Manager developed a quarterly report for
QAP data that the Food and Nutrition
Service gathers concerning the following:

a. Diet Order Accuracy Study

b. Patient Test Tray Audit (Menu
accuracy, temperature, and taste)

12/10/07
12/9/07
3. Revised and implemented a Dietary Plan 02/06/08

12111707
)

B/11/08
01/02/08

i
I
ho/s1/07
|
|
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A 619| Continued From page 123 AB19| ¢ In-house patient satisfaction
responsible for both campuses, and; 3) leads In survey
; each kitchen (l)gspital). Thers was no manager d. Timeliness of Nutrition
t for clinical nutrition. Assessment by the dietitian
N . . e. Refrigerators/Fraezers
The DNFS explained in an interview on O¢tober h . .
| 2, 2007, at 10 a.m., she had clinical :reer:gg;:tures with recording devices on
responsibilittes in one of the hospitals for two . Cafeteria food T t
weeks because they were short-staffed. She also  teav i a ‘I? emperatures
indicated that some of the cleaning had not been g. Iray line Temperatures
completed due 10 budget cut-backs. h. Dish machine Temperatures _
i. Final Rinse Temperatures on Dish
: The role and responsibilities of the director of a machine
' dietary department had not been fulfilied. The i j. Sanitizing Solution Concentration
. writing and updating of policies and procedures, i in the Pot Sink
! collaborating with other departments ang i
' services, approval of menus, and quality ! The Food and Nutrition Service Director Ongoing
. improvement had not baen done. Palients were and Food Service Manager review the
 given dists that did not exist in the diet manual. results of these QAP activities monthly
i The DNFS's explanation was that there were and report the results to the OPIC
plans to update the menus. committee quarterly, which in turn
Patients on regular diets ware bsing served LSLF roports 1o the cig"‘f:;;"grz"f‘gfth A QAP
diets because of lack of wells on the steam table. dis ed nc?t 9 ked during th
She stated she was not aware that the patients D' Cufts a "acth"’ , uring h_e
on regular diets were being served the wrong epartment’s monthly leadership
diet. Portion sizes were not consistent for same meetings held monthly on the third
food between diets. No explanation or rationale Friday of the month.
was provided.
B. Ensure dietary staff are competent
Policies and procedures had not been updated and properly trained to store and cool
and the Emergency Plan had a significant error foods appropriately and check
whereby it stated, "During an electrical biack out, dishwashing equipment for proper
the emergency generator will not supply electric chemical concentrations. !
power for the kitchen.” Other policies do not !
reflect curent community standards and HACCP 1. Food and Nutrition Service Director | 10/07/07
principles. Hospital policies still reflect 45 degrees researched HACCP and FDA guidelines
F as the temperature for holding cold foods, and initiated recommendations regarding
| current standards recommend 41 degrees F. The roper shelf storage in freezer
' last ime these policies were reviewed was May, prop g )
i 2003.
I
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A 619

 continued from page 124

2. Food and Nutrition Service Director
provided education to all FNS staff
concerning general freezer storage
requirements including proper shelving
locations for various types of foods.

3. Food and Nutrition Service Director
provided educations to all FNS staff
regarding proper cooling of foods prior to
placement in freezer and recognition of
ice crystallization related to foods that
were refrozen. Staff also received i
education on proper reporting if they |
believe food may have been thawed and
refrozen,

4. The Food and Nutrition Service
Director changed the sanitization
products and processes to be consistent
between the two campuses and staff
were educated conceming the new
products and processes.

5. Food and Nutrition Service Director
provided educations to all FNS staff
concerning proper use of all sanitizing
products and sanitizing processes were

10/27/07

01/31/08

10/10/08 §7

10/27/Q8

's:{”"-
onﬁm“P
T € ~

reviewed. ™S - Dafe Divtn,
Py
Responsible Party: Food and Nutritional L1348 @
Services Director 105¢ -
Monitoring: FNS director requires staff  {Ongoing
to conduct bi-weekly freezer and
refrigerator storage inspections.
Random observations are conducted
and concerns addressed and followed
through with individual staff. A litmus
test is used to ensure proper chemical
iconcentration for sanitation.
TITLE (X0) DATE

Any deficiency statement ending with an asterisk (*) dencies a deficiency which Ihe institution may be excusad fram corracting providing it is datermined that
other safeguards provide sufficient protection 1o the patients. (See inslructions.) Except for nursing homas, thq findings stated above sre dbdo@lblo 90 days
foltowing the date of survay whether or not a plan of comection is provided. For nursing homes, the abovs findings and plans of correciion are disclosedle 14
days following the date these documents are made available to the facility. If deficiencies are cited, an approved plan of corraction is requisite 1o cantinued

pragram pardicipation.
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A 19 , continued from page 124a

The FNS Director requires that logs be
kept to track daily compliance with new
process and they are reviewed by FNS
leadership staff weekly. As described
above, patient satisfaction survey results
and test tray information are reported
quarterly through OPIC and begin the
2nd quarter of 2008.

C. Ensure meals are served to patients
according to the menu and production
sheets,

{

{ 1. Food and Nutrition Service Director  ;10/10/07
revised production sheets to reflect
current portion size.

Food and Nutrition Service Director 10/10/07
educated FNS Department staff
concerning the changes to the
production sheets, including how to
provide correct portion size

2. Food and Nutrition Service Director 04/30/08
implemented audits of test trays to
monitor quality and temperature of
foods.

3. Food and Nutrition Service Director 10/31/07
ordered and had installed additional

steam table wells to ensure patients

receive diets according to order from
practitioner.

Responsible Party: Food and Nutrition
Services Director

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SiGNATURE TITLE (X8) DATE

Any deficiency stalement ending with an asterisk (") denoles a deficiency which the inatkution may be excused from correcting providing # is detarmined that
other ufegu?rds provide sufficient protaction to the patients. (See inslructions.) Except for nursing homas, the fincfings stated above are dlldogable 80 days
foltowing the date of survey whether or not a plan of correction is provikled. For nursing homes, the above findings and plans of correction are discloseble 14

days following the date these documents ars made svailable to the facil

program participation.

ity. IF deficiencies are cited, an approved plan of correction is requisite 10 continued
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continued from page 124b )
Food and Nutrition Service Director Ongoing
reviews the Cooks’ log weekly to monitor
food temperatures, quantity, and menu
volume. This is an internal measure the
department uses to improve its
performance.

As described above, overall order
compliance is monitored as described
above and the test tray information is

! reported through OPIC.

D. Ensure patients are given the
opportunity to select alternate foods

{ Food and Nutrition Service Director 1010/07
reviewed and revised menus to add
additional soup choices to dinner menu
for increased variety.

Food and Nutrition Service Director i10/20/07
re-educated staff as to requirements and
process for alternate menu choices.

As described above, Food and Nutrition Ongoing
Service Director monitors compliance
through test tray surveys and general
patient satisfaction survey results.
Patient satisfaction survey results are
reported quarterly, to begin 2nd quarter
of 2008, to QPIC.

E. Ensure the kitchen had enough steam
table wells to accommodate every food
item required to comply with the diet

j orders of the practitioners responsible for
.’ their patients.
1

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REFRESENTATIVE S SIGNATURE TIMLE (X8) DATE
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followiap the date of survey whether or not a plan of cormeciion is provided. For nursing homes, the above findings and plans of carrection are disclosabla 14
days following the date thase documents are made available to the faciity. If deficiencies are cited. an approved plan of correction is requisite (o continusd
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AB19 continued from page 124c

Food and Nutrition Service Director 10/31/07
ordered and had installed additional

steam table wells to ensure patients .
receive diets according to order from 04/07/08
practitioner,

Food and Nutrition Service Director
revised the in-house patient satisfaction
surveys to include a query regarding the |04/01/08
taste of the food.

}
Food and Nutrition Service Director '
reviews test tray data to ensure patients
are getting the correct diet at the
appropriate temperature and the results
of patient satisfaction surveys. As
described above, Food and Nutrition
Service Director reports the results of
patient satisfaction survey to OPIC on a
quarterly basis.

F. Ensure the current diet manual
approved by medical staff was followed
by the dietary staff.

1. Food and Nutrition Service Director  [10/2007
met with Speech Therapy staff to
discuss revision of diet manual to reflect
changes in mechanical soft terminology
vs. national dysphagia diet terminology.
2. Food and Nutrition Service Director  [10/24/07
took diet manual P&T for
review/approval of revisions to address
national dysphagia diet terminology
change.,

13- Food and Nutrition Service Director  |11/13/07
presented diet manual revisions to OPIC
ffor review/approval.

e et cppp— — e el et ———
LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TIMLE (X8) DATE
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days following tha date these documents are made available to th

program padicipation.
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A A 619 | continued from page 124d

4, OPUS computarized diet 04/07/08
management program was maodified to
reflect updated terminology. .
5. Food and Nutrition Service Director | 04/07/08
provided education to staff education
related to national dysphagia diet
terminology change and diet manual
changes.

As described above, Food and Nutrition |12/11/07
Service Director implemented a diet i
order accuracy study implementedto !
[validate accuracy of diet orders received |
jand compared to physicians order.

Study validated compliance in new
process. Another study will be done
starting in April 2008 to validate 11/2007
findings. The data from this validation
study will be presented at OPIC following
the completion of 2nd quarter 2008.

LABORATORY DIRECTOR'S OR PROVIDERISUPPLIER REPRESENTATIVE'S SIEGNATURE TITLE (XB) DATE
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foilowing the date of survey whether or not a plan of correction is provided. For nursing homes, the above findings and plans of correction are disclosabla 14
days following the date these documents ara made avsilable to the facility. If deficiancies are cited, sn approved plan of correction is requisite to continued
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A 22| 482.28(a)(3) COMPETENT DIETARY STAFF A 622 |1, Food and Nutrition Service Director | 10/07/07
. _ researched HACCP and FDA guidelines
There must be administrative and technical and initiated recommendations regarding
personnel competent in their respective duties. proper shelf storage in freezer.

!

v

. filnesses in their patients, and improper cleaning

This Standard is not met as evidenced by:
Based on observation, intarview, and record
review, the facility failed to ensure dietary staff
were competent end properly trained to store and
cool foods appropriately, and check dishwashing
equipment for proper chemical concentrations at
RSMC and IVMC, resulting in the potentiat for
cross contamination and growth of
microorganisms in the kitchen, food borne

of dishes and utensils.
Findings:

1. During the initial tour of the kitchen at RSMG
on Qctober 2, 2007, at 10:20 a.m., a build-up of
ice on the fraezer floor, measuring approximately
12 inches by 8 inches, on the northeast corner
was observed. Other areas of the floor had
solidified chunks of ice. Ice was also observed on
the tops of food, and on the boxes stored on the
shelves closest lo the ceiling.

The following frozen items, stored in the freezer,
were observed to have layers of ice crystals on
the surface (a common sign of thawing and
refreezing);

a. Pans of cooked beef casserole and vegetable
lasagna had layers of ice on the top;

provided education to all FNS staff
concerning general freezer storage
requirements including proper shelving
locations for various types of foods.

3. Food and Nutrition Service Director |01/31/08
provided educations to all FNS staff
regarding proper cooling of foods prior to
placement in freezer and recognition of
ice crystallization related to foods that
were refrozen. Staff also received
education on proper reporting if they t
ibelieve food may have been thawed and
Irefrozen.

4. The Food and Nutrition Service 10/10/07
:Director changed the sanitization
products and processes to be consistent
between the two campuses and staff
were educated concerning the new
products and processes,

5. Food and Nutrition Service Director ~ |10/27/07
provided educations to all FNS staff
concerning proper use of all sanitizing
products and sanitizing processes were
reviewed.

2. Food and Nutrition Service Director }10/27{07
i

Responsible Party: Food and Nutrition
Service Director

iMonitoring: FNS director requires staff Ongoing
to conduct bi-weekly freezer and
refrigerator storage inspections.
Randorn observations are conducted
Iand concerns addressed and followed
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" cross-contamination in the refrigerator, but the

Continued From page 125
i b. A pan containing tilapia had similar ice crystals
| in the corners, and dried out, freezer burned
+ edges on some of the raw fish pieces;
¢. A box containing chorizo sausage had ice
crystals and chunks of ice inside. The chorizo
1 was frozen as a solid block, not in individual
! pieces;

d. A box of pracacked chicken fillets had ice
crystals inside the box. :

The DNFS stated she did not know what the
signs of thawing and refreezing were. She stated
she did not know if the ice crystals found on the
food in the freezer were a result of food thawing
and refreezing, or if it was from the food being
placed directly in the freezer after cooking. The
DNFS stated if the food was placed directly in the
freezer after cooking, the staff did not go through
the proper coaling procedures before storing food
in the freezer.

Inside the freezer, cooked and ready to eat food
itemns (ice, french toast, and pizza crust) were
stored on shelves directly under raw fish and
sausage. The FSM stated he was aware of the
proper order of sterage to prevent

 facility had not utilized that same principle in the i
freezers.

2. During an inspection of the culside freezer at
RSMC on October 2, 2007, at 11 a.m., a large
mass of ice was observed, measuring
approximately 40 inches long and 10 inches thick,
on the east side of the wall of the freezer. There
were icicles on the sheives all around the freezer,
formed as a result of dripping water.

The DNFS and FSM were prasent during the
observation. Both stated this outside freezer

Ag2z

through with individual staff. A litmus test
is used to ensure proper chemical
concentration for sanitation. The FNS
iDirector requires that logs be kept to
track daily compliance with new process
and they are reviewed by FNS leadership
istaff weekly. FNS Director reviews these
Ilogs at least monthly As described
iabove, patient satisfaction survey results
and test tray information are reported
quarterly through OPIC and begin the
2nd quarter of 2008.
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worked well, but they had problems with ice build
up, which had been reported to plant operations
on several occasions. The FSM stated every time
the power went out and the freezer inside went
off, the staff would move some of the frozen
foods to the ouiside freezer, and the frequent
opening and closing of the doors may have
resulted in fluctuations in the outside freezer
temperature. The FSM stated it was his
responsibility to clean the excess ice formed in
the freazer. The FSM stated he did not know how
long ago the task had been completed.

3. At 10:15 a.m., on October 2, 2007, in the
kitchen at RSMC, a dietary employee woerking in
the dish room near the pots and pans sink was |
asked to demonstrate the procedure for testing : |
the concentration of the sanitizer. Using a test i |
strip, he immersad it in the iodine solution for
approximately 25 seconds. Not salisfied with the
- result he observed, he retested with a new strip,
immersing In the solution for approximately 15
seconds. The employee tried for the third time.
When asked how long he needed to immerse the
i strip in the solution, he responded, "1 minute”.
The poster on the wall that demonstrated the
procedure to test the sanitizer listed 30 saconds,
However, the test strip container listed 5 minutes
as the appropriate time for testing.

4. On October 4, 2007, at 8:20 a.m., the cook
responsible for dish washing duties at IVMC was
asked to demonstrate the testing of the chemicals 1
1 in the sanitizing sink. She proceeded to immerse ;
: the strip in the solution for approximately 1

| minute. The posted instructions indicated the strip
; was to be immersed for approximately 5 seconds !
“ and the utensils for 1 minute.

|
i During an interview with the DNSF on October 4,

1
|
|
L

FORM CMS-2567(02-99) Previous Versions Obsolets BQOUI1 if continuation sheet Page 127 of 174




Printad: 03/13/2008

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA {X2) MULTIPLE CONSTRUCTION X2) DATE SURVEY
AND PLAN OF CORREGTION IDENTIFICATION NUMBER: A BUILDING COMPLETED
B. WING
050701 R 10/05/2007
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
SQUTHWEST HEALTHCARE SYSTEM 25500 MEDICAL CENTER DRIVE
MURRIETA, CA 92562
(X4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION 5)
PREFIX {EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX {EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)
A 622! Continued From page 127 A 822
; 2007, at 11 a.m. the DNFS slated the cook had
! been trained the day before. The DNFS stated

- the cook got confused and mixed up the ulensil
: immersion lime with the test strip immersion time. |

! 5. During tray line observation at IVMC on
October 4, 2007, at 9:15 a.m., hot items were
observed served from the steam {sble, and some
itemns were reheated in the microwave oven as
necessary to achieve the required serving
temperature. Cold items were served from an
unrefrigerated cart with no obvious mechanism or
system to keep the items cold. Milk was the only
itern served from tha refrigerator next to tray line.

. The following were some of the cold food
i temperatures taken:

Yogurt 54 degrees Fahrenheit
Non-dairy creamer 54 degrees Fahrenheit
Apple Juice 50 degrees Fahrenheit

2% Milk 35 degrees Fahrenheit {taken directly
out of the refrigerator)

The temperature for all the cold food items taken
except for the cold milk was higher than the

! recommended holding temperature according to
: slate reguiatlon. A review of the hospital policy

! titled, "infection Control Process," showed, "All
perishable foods and beverages..... are

i maintained at 45 degrees F or below.”

The FDA food code requires that ¢cold foods leave
the kitchen at 41 degrees F or below.

The dietary employee responsible for placing the
cold items on the tray was interviewad at
approximately 9:30 am on October 4, 2007. She
stated it was not customary for the cold items to
be placed on ice during tray iine service. In
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A 622‘ Continued From page 128
i response to a question on the frequency of
i temperature taking, she stated temperatures are
i taken at the beginning of tray fine, but not mid
j Way or upon conclusion. )

A 623! 482.28(b) MENUS

| Menus must meet the needs of the patients.

: This Standard is not met as evidenced by: i
| Based on observation, interview, and record

1 review, the facility failed to ensure meals were

| served to patients at RSMC according to the
menu and production sheets, resulting in patients
receiving diets that were not ordered by their
physician. The facility also failed to ensure that
patients at IVMC were given the opportunity to

| select alternate foods, resulting in the same foods

: being served for two consecutive meals avery

| day.
Findings:

| 1. A review of the RSMC lunch menu on Octaber '
12, 2007, showed patients on reguiar diets wers to
; receive a cholce of cream of chicken soup, bread
crackers and white cake with; 1) oriental beef and
vegetables on steamed rice, or; 2} oriental
chicken salad. Patients on heart healthy, ADA
and calorie controlled, and low sodium diets were
to receive the LSLF version of thesa same foods.

During tray line observation at RSMC on October
12,2007, at 11:10 a.m., It was noted all of the

| patients on reguiar, heart healthy, ADA, calorie ,
; controlled, and low scdium diets were served the |
same food items. At the conclusion of the tray
line service, this cbservation was shared with the
cook and lead FSW. The lead FSW worker
stated all of the patients, including those with an

A. Ensure meals are served to patients
mccording to the menu and production
#heets.

1. Food and Nutrition Service Director  |10/10/07
revised production sheets to reflect
current portion size.

Food and Nutrition Service Director 10/10/07
educated FNS Department staff
conceming the changes to the production |
sheets, including how to provide correct
portion size.

2. Food and Nutrition Service Director  {04/30/08
mplemented audits of test trays to
monitor quality and temperature of foods.

B. Food and Nutrition Service Director  {10/31/07
Erdered and had installed additional
team table wells to ensure patients
eceive diets according to order from
ractitioner.

Food and Nutrition Service Director Ongoing
feviews the Cooks’ log weekly to monitor !
ood temperatures, quantity, and menu
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A 628 Continued From paga 129 A 628 | volume. This is an internal measure the
order for a regular diet, received the LSLF version department uses to improve its
of each lood item, because the regular entras performance. As described above,
was not prepared. The lead FSW stated the overall order compliance is monitored as
; hoslpital did not ha‘\;e enr?u%hﬁwellstc;.r; Ih::r steam described above and the test tray
 table to accommodate the different type i ion i
versions of food that needed to be prapared. The information is reported through OPIC.
lead FSW and the cook agreed that patients on , ;
regular diets received diets not ordered by thair E' Enniﬁte ptvzt:a:;;sc? ;ig:::?et:,:)eo ds
physician. The lead FSW stated this had been PP ¥
the facility practice singe the previous food ) .
managen:\ep;t company left, a'::proximately three 1. I\ﬁpnus reweweq and rew_sed to add i 10/10/07
years ago. add'ltlonal soup chmoes to dinner menu
for increased variety.
| A review of the production sheets showed no 2. Re-educated staff as to process for | 10/20/07
i quantity was written next to the production alternate menu choices.
; estimate for regular oriental beef and veggies or ' 3. Food and Nutrition Service Director | 10/31/07
1 oriental style vegetables, indicating that although ! rordered and had installed additional
: a systemn existed for the preparation of food items ! steam table wells to ensure patients
! to serve a regular diet, the hospital staff did not receive diets according to order from
! plan to prepare the regular version. practitioner.
The DNFS, who was present during the tray line 0 ; ;
observalion and inlerview with the lead FSW, r;?sdezntig gﬁg_‘nsf ;r:tliiigzgggtion 04/07/08
staed she did not know about this practice at surveys to include a query regarding the
RSMC. She stated that IVMC had a different taste of the food g
menu and that was not the practice there. She )
also stated patients had nct complained about the . . .
taste of food according to their patient surveys. A Food and Nutrition Service Director 04/01/08
review of the patient surveys showed the taste of reviews test tray data at least monthly to
food was not one of the areas surveyed. The ensure patients are getting the correct
patient satisfaction survey questions were related diet at the appropriate temperature and
; to temperature, color, accuracy, and presentation the results of patient satisfaction
of food. surveys. As described above, Food and
Nutrition Service Director reports the
2. During tray line observalion at RSMC on results of patient satisfaction survey to
Qctober 2, 2007, at 11:10 a.m., patients on a OPIC on a quarterly basis.
mechanically altered diet received a 4 oz scoop of
strained beef, while patients on the LSLF,
non-mechanicaily altered diet were served a6 oz |
ladle of beef. i |

i L
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A 628( Continued From page 130 ;
A review of the production sheets for that meal
showed, for patients on the LSLF diets, the
recommended utensil was a 3 oz ladie {but they
were served with a 6 oz ladle during tray line),

and patients on regutar diets (not prepared) were
to be served with the 6 oz tadie.

The discrapancies observed in the serving sizes
were discussed with the DNFS. The DNFS had
na explanation or rationale for the different
serving sizes for the same food item between the
diets.

3. A review of the menu on October 4, 2007, at
IVMC showed for lunch and dinner, the samea
soup was served at both meals every day of the !
week. For exampie, on Mondays potato soup was
served for both lunch and dinner, Tuesdays,

t cream of tomato soup, Wednesdays, chicken

; noodle, etc. The second option was tossed green
| salad, which was served both meals everyday. |

}

| During an interview with the DNFS on October 5,
2007, at 10 a.m,, the DNFS stated that was what
the menu calied for, and the hospitai had plans to |
update the menus. She also stated the hospital
had an alternate menu that patients could order
from. The DNFS did not know how the patients
were informed of the alternate menu, how they
would access the alternate menu, or how many
patients had ever requested an alternate meny.

A 629| 482.28(b){1) THERAPEUTIC DIETS
Therapeutic diets must be prescribed by the
practitioner or practitioners responsible for the
care of the patients.

A 628

A 629

1. The FNS Director educated all food

10/31/07
service and clinical staff regarding the
requirement that each patient must
receive the diet prescribed by the
physician and how to obtain orders when
there is a need to change or clarify the
diet order,
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A 628| Continued From page 131 AB29 5 Food and Nutrition Service Director  {10/31/07

; i imet with Speech Therapy staff to
i : idiscuss revision of diet manual to reflect
) changes in mechanical soft terminology !
i .vs. national dysphagia diet terminology.

** This Standard is not met as evidenced by: 3. Food and Nutrition Service Director
h . . . . 10/24/07
Based on observation, staff interview and review took diet manual P&T for

of the facllity’s clinincal records, RSMC failed to : oy
ensure that the therapeutic diet served to 1 of __ review/approval of revisions to address
patients (Patient 503) was ordered by a physician, national dysphagia diet terminology

change.
Finindgs: 4. Food and Nutrition Service Director  [11/13/07
presented diet manual revisions to OPIC
Review of Patient 503's clinical record begun at for review/approval. i
on revealed a that a swallowing 5. OPUS computerized diet 04/07/08
avaluation was completed by the speech therapist management program was modified to
| on September 30, 2007. The speech therapist reflect updated terminology.
: recommended a mechanical soft diet with thin 6. Food and Nutrition Service Director  |[04/07/08
: liquids and no breads. A corresponding note was provided education to staff education
written by the speech therapist in the physician's related to national dysphagia diet
progress notes. There was no physician order for terminology change and diet manual
implementation of the recommended therapeutic changes.
diet. 7. The Rehabilitation Manager educated |10/31/07
Review of the begun at on the_Speeclj Therapist to imrpediately
ravealed that the patient had been not!fy physician when th:ere is a need for
served a mechanical soft diet with thin fiquids and a diet order or revised diet order or
| no breads since . patients who are assessed as being

dysphagic (difficulty swallowing).
During an intarview begun at on
. stated

! Review of the medical staff rules and regulations
| begun at on revealed
no evidence that the speech therapist had baen
given privileges to modify a patient's diet.

A 830| 482.28(b)(2) DIETS A 630
Nutritional needs must be met in accordance with The FNS Director ordered and arranged |10/31/07
recognized dietary practices and in accordance for the installation of more steam table
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with orders of the practitioner or practitioners
| responsible for the care of the patients.

This Standard is not met as evidencad by:
Based on cbservation, interview, and record F
| raview, the facility failed to ensure the kitchen at

| RSMC had enough steam table wells to
accommodate every food item required to comply

with the diet orders of the practitioners
responsible for their patients, resulting in al
patients with orders for a regular diet receiving a
! low sodium, low fat diet.

Findings:
A review of the RSMC lunch menu on October 2,

2007, showed patients on regular diets were to
receive a choice of cream of chicken soup, bread

crackers and white cake with; 1) oriental beef and
vegetables on steamed rice, or; 2) oriental
chicken salad. Patients on heart healthy, ADA
and calorie controlied, and low sodium diets were
to receive the LSLF version of these same foods.

During tray'llne observation at RSMC on October

2, 2007, at 11:10 a.m., it was noted all of the
patients on regular, heart healthy, ADA, calorie |
. controlled, and low sodium diets were served the |
: $ame food items. At the conclusion of the tray

; ine service, this observation was shared with the '
; cook and lead FSW. The lead FSW worker

 Stated all of the patients, including those with an

:query regarding the taste of the food.
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A 830} Continued From page 132 A B30 \wells to ensure the kitchen had enough

steam table wells to accommodate every
food item required to comply with the
patient’s diet orders.

The FNS Director revised in-house 04/07/08
patient satisfaction surveys to include a

The FNS Director created and 11/30/07
implemented a tray survey to evaluate . |& ongoing
compliance with diet orders. As
described above, the FNS Director
reviews test tray data at least monthly to
ensure patients are getting the correct
diet at the appropriate temperature and
reports results of the tray audits and
patient satisfaction survey to OPIC
quarterly.
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A current therapeutic diet manual approved by
the dietitian and medical staff must be readily
available to all medical, nursing, and food service
personnel,

This Standard is not met as evidenced by:
Based on observation, interview, and record
review, the hospital failed to ensure the current
diet manual, approved by the medical staff in
March, 2006, was foliowed by the dietary staff,
resulting in unapproved substitutes being
pravided to patients receiving soft textured diets
at RSMC and IVMC.

Findings.

During tray line observation at the RSMC campus
on Octlober 2, 2007, at 11 a.m., one of the manu
items prepared and served was a “surgical soft”
diet. During preparation of the tray, the cook was
observed making substitutions to this diet order.
She placed mashed potatoes on the tray, when
the menu called for rice.

1. Food and Nutrition Service Director
met with Speech Therapy staff to discuss
revision of diet manual to reflect changes
in mechanical soft terminology vs.
national dysphagia diet terminology.

2. Food and Nutrition Service Director
ook diet manual P&T for review/approval
of revisions to address national
dysphagia diet terminology change.

3. Food and Nutrition Service Director
presented diet manual revisions to OPIC
for review/approval.

4. OPUS computerized diet
management program was modified to
reflect updated terminology.

5. Food and Nutrition Service Director
provided education to staff education
related to national dysphagia diet
terminology change and diet manual
changes.

6. The Rehabilitation Manager educated
the Speech Therapist to immediately
notify physician when there is a need for
a diet order or revised diet order or
patients who are assessed as being
dysphagic (difficulty swallowing).
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Continued From page 133 A 630
: order for a reqular diet, received the LSLF version
| of each food item, because the regular entree
! was not prepared. The lead FSW stated the
hospital did not have ancugh wells on the steam
lable to accommodate the diffarent types/
versions of food that needed to be prepared. The
lead FSW and the cook agreed that patients on
regular diets received diets not ordared by their
physician.
482.28(b)(3) THERAPEUTIC DIET MANUAL AS3

10/31/07

: 10/24/07

11113/07

04/07/08

04/07/08

10/31/07
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| During an interview with the cook at RSMC on

October 2, 2007, at 12:30 p.m., the cook stated
the speech therapist had trainad the dietary staff
to eliminate rice from the "surgical soft" diet, and
substitute it with mashed potatoes,

A review of the hospital's diet manual (for RSMC |
: and IWVMC), approved by the medical staff in ‘
. March 2006, indicated a “surgical soft” diet was

- natincluded in the diet manual, and was not one i
" of the diets approved by the dietitian and medical i
; staff. The diet manual included a "soft" diet. The
soft diet was described in the hospital diet manual
as, "consists of foods which are easy to digest,
such as whole tender meats, cooked fruits and
vegetables.” Under the heading, "Foods Allowed,”
in the category of potato and starches, rice was
listed. According to the hospital diet manual, the
mechanical soft diet for the management for
patients with dysphagia allowed rice.

Based on the substitutions made, it was not clear
; what kind of diet the patient was served. During
 @n interview with the DNFS on October 2and 3, |
I‘ 2007, the DNFS stated the ST did not agrea with .
the information in the diet manual regarding rice i
for patients with dysphagia who were on a soft |
diet. The DNFS stated the ST provided training
I for the dietary staff on what to include in the diets,
and the training included the dysphagia and
mechanically altered diets.

The hospital diet manual recognized the three

| levels of NDD textures; NDD 1, NDD 2, and NDD
| 3. During an interview with the ST, she stated she
] disagreed with the approved dysphagia diets in

| the current hospital manual.

!

i A review of correspondence batween the ST and
|

! Therapy plan of care includes diet
recommendations for patients. A
physician's signature on the plan of care
for diet changes constitutes an order for
such,

As described above, Food and Nutrition
Service Director implemented a diet
iorder accuracy study implemented to
validate accuracy of diet orders received
and compared to physicians order.
Study validated compliance in new
process. Another study will be done
starting in April 2008 to validate 11/2007
findings. The data from this validation
study will be presented at OPIC following
the completion of 2nd quarter 2008.

Southwest Healthcare System
respectfully disputed the deficiency
citation concerning the substitution of
mashed potatoes for rice. Rice and
mashed potatoes were both permitted
;under the soft diet requirements.

i However, the Speech Therapist, who is
responsible for evaluating patients with

1 difficulty swallowing, correctly noted that
| the use mashed potatoes are more

| easily swallowed than rice for individual

| with difficulty swaliowing. This is

! important because rice creates a higher
trisk of aspiration. Therefore, any
citations that fault the hospital for
substituting mashed potatoes for rice in
the surgical soft diet should be removed.
See A274, A619, AB29,
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A 631} Continued From page 134 [ AB3 7. Itis important to note that the Speech |

11/30/07
& ongoing
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A 631 i Continued From page 135
| the DNFS, dated December 21, 2004, revealed
' that the NDD was discussed. The current hospital
, ; diet manual was approved by the Medical Staff in !
- March 2008, with no changes in the soft diet !
| information. The ST conducted training for the
dletary staff in March 2007, and taught them not
I to use rice for mechanical soft diets, in conflict

i with the diet manual information.

During an interview with the ST and the DNFS on
October 5, 2007, at 11 a.m., the DNFS stated she
| left the issue of texture modnﬂcatlon to the ST.
‘ She also stated she and her staff did not provide
, any education to patients on texture modificstion.
: Both stated the issue was never brought to the
| P&T Committee for resolution. Both the ST and
' the DNFS agreed the items aliowed in the diet
- manual did not match what was being served in
i the hospital.

482.41 PHYSICAL ENVIRONMENT i

A 700;

The hospital must be constructed, arranged, and
maintained o ensure the safety of the patient,
and to provide facilities for diagnosis and
treatment and for special hospital services
appropriate to the needs of the community.

Thas Condition is not met as evidenced by:
; Based on observation, interview, and record
. review, the facility failed to ensure the

’ maintenance of patient safety by failing to;

i i a, Ensure that 17 of 18 pieces of electrically
1 powered patient care equipment received
 calibration/electrical safety testing at the intervals

i determined by the facility. IVMC failed to ensure

A6H

A 700

For corrective actions see Tags A284,
AT24, and A726.
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A 700 Continued From page 136
i that 1 of 1 hydrocollators in the physical therapy
| department was adequately maintsined (A724);

i b, Ensure proper temperature controls in two of
two food storage freezers at RSMC, resulting in
the potential for growth of microorganisms and
food borne iliness in patients and vigitors. The
facility also failed to ensure the proper storage of
ready to eat food items at RSMC, resuiting in the
potentiat for juices from raw fish and sausage
dripping on the ready to eat food items, cross
contamination, and food borne iliness in patients
and visitors (A726).

The cumulative effect of these systemic problems
resulted in the failure of the facility to ensure the
! provision of a safe patient care environment.

A 724! 482.41(c){2) FACILITIES, SUPPLIES,
EQUIPMENT MAINTENANCE

Faclities, supplies, and equipment must be
maintainad to ensure an acceplable level of
safety and quality.

This Standard is not met as evidenced by:
Based on observation, staff interview and review
of facility's policies and procedures, IVMC failed
to ensure that 17 of 18 pieces of electricaily
powered patient care equipment recaived
calibralionfelectrical safety testing at the intervais
_ | delarmined by the facility. IVMC failed to ensure
that 1 of 1 hydrocollators in the physical therapy

A T00

AT724

had a Biomed inventory completed, all
quipment verified, and appropriate
aintenance performed.

|

The Director of Safety & Environment 10/25/07
contacted the vendor for the anesthesia
machine and the preventive maintenance

ras completed.

he Director of Safety & Environment 12/31/07
ad preventive maintenance schedules
ligned and put on an automatic
chedule to be generated monthiy for
eview and performance of preventive
aintenance as it comes due.
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A724| Continued From page 137 A 724 [The Rehabilitation Manager had the 04/07/08
department was adequately maintgined. hydrocollator completely cleaned and
deoxidized, and had a new rack and lid
| Findings: hinge installed. :
3
'a) During a tour of the rehabilitation services area The Rehabilitation Manager developed  |04/07/08
. begun at 8:32 am. on Oclober 4, 2007 one cold Lnd implemented a new and more
: 2:2 ;’:"e:f;h zn:wzaﬁ?ionptl’iﬁ:: E::gg}:’:t:;:e"t)' thorough policy and procedure regarding
treatment table), four ultrasound machines (a fhe maintenance of the hydrocollator.
treatment modality), one balance test plata, cne I .
hydrocallator (a wt‘s’:)ler bath for storing hot packs) The Rehabilitation Manager is 04/07/08
and one treadmill were observed affixed with responsible for monitoring the
calibration/electrical safety stickers indicating the hydrocoilator daily and documenting in a
equipment was due for service in December fracking logbook.
2006. One ultrasound machine was not affixed
with a sticker. One cold pac freezer was affixed New endoscope cabinets arrived and 10/31/07
with a slicker indicating that it was due for service were installed at both campuses.
in June 2007. The director of physical therapy,
who accompanied the surveyor, acknowledged All endoscopes were immediately placed |10/31/07
that the equipment had not received n the new scope cabinets. The
calibration/electrica! safety testing at the intervals ndoscopes are hung in the scope
indicated on the service stickers. binets in a vertical position; the new
. - Cabinets protect the scopes from
Review of the facility's policies and prooeydures contamination and the tips hanging freely
begun at 4:13 pm..... on October 4, 200 n the well-ventilated cabinet to protect
revealed a policy titled "Equipment Managemant he scopes from contamination. The
Program”. The policy stated that all equipment o P ored | d
used in the facility would be tested by the clinical erdoscopes are stored in accordance
engineering department and included in a with the Southwest Heaithcare policy and
regularly scheduted preventive maintenance procedure (SUR #E5 Endoscopes .
| program. ~lexible use, Care and Processing of) in
: ccordance with AORN recommended
b) During a tour of the rehabilitation services area ractices for Cleaning and Processing
begun at 8:32 am. on Qctober 4, 2007 one ndoscopes and Endoscope
hydrocoilator was observed in the physical i ccessories.
therapy area. The inside of the tank and lid were
observed to be rusty. erioperative Services Director reviewed (10/31/07
. . , nd revised the policy on SUR #E5
During an interview begun at 8:35 am. on ndoscopes Flexible use, Care and
October 4, 2007 the director of physical therapy f’rocessing.
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A724

Continued From page 138

stated that the hydrocoliator had been cleaned on
September 28, 2007. The director stated that the
routine cleaning of the unit was not intended to
remové comrosion and rust. The director
acknowledged that the rust inside the
hydrocoilator tank could pese an infaction control
risk.

Review of the facility's policies and procedures
begun at 4:13 pm...... on October 4, 2007
revealed a pelicy titled "Cleaning Hydracollator”,
The policy stated that the unit would be cleaned
monthly “or more often if needed.” The policy did
not address maintaining the tank free of corrosion
and rust.

3. The OR Sulte at RSMC was toured on October
2,2007, at 2:35 p.m. OR 2 was not in use, and
was inspected. The anesthesia machine
contained a PM sticker indicating the machine
was due for PM July of 2007, two months prior to
the survey.

a. The Clinical Lead {interviewed at the same
time) for the OR was unable to explain the policy
for preventive maintenance of the anesthesia
machines.

b. A representative from the hospital's
biomedical department was interviewed on
Qctober 5, 2007, at 11 a.m. He was unabie to
explain the expired PM sticker on the anesthesia
machine, or to provide evidance for the
performance of the PM.

4. During a tour of the SPD area on October 2,
2007, at 3:20 p.m., a cart was observed with a
towel on top. Clean endoscopes were cbserved

' curled up in the towel. The clinical lead for

Surgical Services stated the old cabinet for

i hanging the endoscopes had to be discarded,

i

A 724 perioperative Services Director updated

10/31/07
Il Sterile Processing Department and GI
taff on the policy and procedure revision
ith an acknowledgement form signed to
ndicate they had read and understood
he content of the policy.
The Sterile Processing Department Ongoing
personnel are responsible for checking all
lest strip containers for outdates on a
weekly basis. Random audits are
Currently done to check the validity of this
bractice.
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A 724; Continued From page 138 A724
and they were awaiting approval of the capital
budget to purchase a new one. In the meantime,
the scopes were stored in this manner. The
clinical lead agreed that endoscopes should be
stored in an upright hanging pesition ta ensure
' that maisture from condensation does not collect :
: in the chambers, forming a place for microbes to ! | !
grow. She stated, we have to wait for a new !
cabinet, there is no other place to put them.
A 726)| 482.41(c)(4) VENTILATION, LIGHT, AT26
TEMPERATURE CONTROLS
There must be preper ventilation, light, and IMMEDIATE (TEMPORARY)
ternperature controls in pharmgo'euticél. food CORRECTIVE ACTIONS:
preparation. and other appropriate areas. As documented in the citation, the 10/03/07

Hospital took the following actions
immediately on 10/03/07 to ensure safe
practices for food handling. The Chief
Operating Officer was responsible for
being sure all actions were
accomplished.

| This Standard is not met as evidenced by:
Based on cbservation, interview and record
review, the facility failed to ensure proper
temperature controls in two of two food storage
freezers at RSMC, resulting in the potential for
growth of microorganisms and food borne iliness
in patients and visitors. The facility also failed to
ensure the proper storage of ready to eat food
items at RSMC, resulling in the potential for

1. Freezers were locked on the day of
notice to prevent inadvertent access to
contents.

2. All foods currently in the freezers at

! juices from raw fish and sausage dripping on the
i ready 1o eat food items, cross contamination, and
i food borne iliness in patients and visitors,

! Findings:

1. During the initial tour of the kitchen on October
2, 2007, at 10:20 a.m., a build-up of ice on the
freazer floor, measuring approximately 12 inches
by 8 inches, on the northeast comer was
| observed. Other areas of the floor had solidified

Rancho Springs were discarded.

3. No food products were stored in the
freezers at Rancho Springs until such
time that the organization was assured
that the freezers were fully functional.
This included any or all of the following:
> Full evaluation and repair by an
appropriate service,

> Evaluation of the option of securing a
rental freezer that meets established
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A 726] Continued From page 140 A 728 [requirements,
chunks of ice. ice was also observed on the tops > Replacement of the existing freezer if
of food, and on the boxes stared on the shelves necessary.
closest to the ceiling.
) . ) 4. In preparing meais at Rancho Springs,
The following frozen items, stored in the freezer, all perishable products taken from the
were observed to have layers of ice crystals on Rancho Springs inventory were fresh
the surface (a common sign of thawing and non-frozen ’
refreezing); '
Iaés::g: ﬁzmgﬁfmﬁs:;::ﬁ:?d vegetable .To ensure the availability of the _
b. A pan containing tilapia had similar ice crystats ppropriate produqts to meet the dietary
i in the corners, and dried out, freezer bumed needs of patients, if frozen foods were
| edges on some of the raw fish pieces; fequired, they were brought to the
{ ¢. A box containing chorizo sausage had ice Cancho Springs campus from the Inland
: crystals and chunks of ice inside. The chorizo Valley campus just prior to preparation,
 was frozen as a solid block, not in individual pr purchased for same day delivery.
pieces, |
d. A box of precooked chicken fillets had ice - Unused portions were properly
crystals inside the box. rapped or packaged and refrigerated.
@ unused portions were frozen until the
The DNFS stated she did not know what the reezers were confirmed to be fully
signs of thawing and refreezing were. She slated functional.
she did nof know if the ice crystals found an the |
faod in the freezer wers a result of food thawing Patient menus for 10/03/07 were 10/02/07
and refreezing, or if it was from the food being feviewed and adiusted b 7
placed diractly in the freezer after cooking. The 40/02/07 J y fpmon
DNFS stated if the food was placed directly in the ! :
freezer after cooking, the staff did not go through | . .
| the proper cooling procedures before storing food Therg are patient refrigerators that 10/02/07
Lin the freezer. contain frozen products. To be tharough
! n addressing this issue, the contents of
During an interview with the DNFS and the DPO those freezers were discarded. (Items
on October 2, 2007, at 4:45 p.m., the DPO stated tan include Healthy Choice frozen meals,
the hospital suffered several power outages this ce cream cups, and
summer and, on one occasion, up 1o seven popsicles.) .
power interruptions in one day. He stated dietary
staff called to inform his department each time SBUBSQUENT ACTIONS:
there was an outage.
 Inside the freezer, cocked and ready to eat food reezer Temperature Monitoring
|

FORM CMS-2587(02-98) Previous Versions Obsolete

8QOU1Y

it consnuation sheel Page 141 of 174




Printed: 03/13/2008

items {ice, french toast, and pizza crust) were
stored on shelves directly under raw fish and
sausage, The FSM stated he was aware of the
proper order of storage to prevent
cross-contamination in the refrigerator, but the

: facility had not utilized that same principle in the
' freezers.

The lead dietary staff present during the tour
stated the freezer had condensation problems,
and that it had been reported to their plant
operations staff several times. Another employee
indicated, "a while back," there was a power
outage in the facility, and that every time there
was a power oulage, the freezer took about one
hour to "kick in" after the power was restored.
The employee stated there was a power outage
sometime in Septomber, in which the freezer was
; out for an extended peripd of time, “about” 4
hours. A review of the cafeteria register showed
calls were made to Plant Operations to report

. power outsages in the month of September, 2007.
The DNFS stated she did not know how many
hours the freezer was non gperational due to the
power outages, or if the temperatures in the
freezers fluctuated during the power outages.

2. During an inspection of the cutside freezer on
October 2, 2007, at 11 a.m., a large mass of ice
was observed, measuring approximately 40
inches long and 10 inches thick, on the east side
of the wall of the freezer. There were icicles on
the shelves all around the freezer, formed as a
result of dripping water.

The DNFS and FSM were present during the
observation. Both siated this cutside freezer

| worked well, but that they had problems with ice

¢ bufld up, which had been reported to plant
operations on several occasions. The FSM stated

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
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A 726 Continued From page 141 . AT28 irmdministration decided to install 10/03/07 -

ontinuous temperature monitoring for  {12/11/07

oth freezers at Rancho Springs.

nti! such time as the units could be

urchased and installed, the Hospital

ntinued with the interim plan that was
'Fubmitted and accepted 10/03/2007. The
nterim plan was in effect from that date
rhrough 12/11/2007, specifically:

To assure the availability of the
ppropriate products to meet the dietary
eeds of patients, if frozen foods were

equired, they were brought to the

ancho Springs campus from the Inland
alley campus just prior to preparation or

turchased for same day delivery.

i

> Unused portions were properly wrapped
pr packaged, and refrigerated. No
unused portions were frozen.

The continuous monitoring units were 12111/07
nstalled and determined to be functional.
The units are on e-power to ensure their
pontinued operation during power
butages.

Ihe Manager of Food Services (MFS)is [12/11/07
esponsible for reviewing the freezer & ongoing
emperature monitoring graphs on a daily
asis to be sure that proper {emperatures
re maintained.

in the event of a power outage, the 12/11/07
reezer temperatures are to be monitored {& ongoing
ourly by the MFS/designee until power is
;estored. This allows the supervisory
taff to assess whether there is a need
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A 726| Continued From page 142 A 726 to move products to an alternate location
; every time tha power went out and the freezer during a prolonged outage before a
 inside went off, the staff would move some of the critical temperature is reached.
. frazen foods to the outside freezer, and the !
| frequent opening and closing of the doors may As part of the organization’s emergency [12/11/07
have resulted in fluctuations in the outside freezer reparedness plan during power outages, |& ongoing
temperature. The FSM stated it was his it et : o
ILure o he Hospital is in contact with the utility
responsibility to clean the excess ice formed in mpany to determine the estimated
the freezer. The FSM stated he did not know how el -
long ago the task had been completed down time” and when the utility company
’ nticipates that power will be restored.
3. The refrigerator and freezer temperature logs
on QOclober 2, 2007. The temperatures were ervice (DNFS) determined that, should |& ongoing
checked every 12 hours, and the log showed no here be any prolonged time frame when
temperatures out of range. The DNFS agreed this he freezer temperature is above
meant that the temperatures were in range at the reezing, the organization will follow the
times they were checked, but it did not represemn SDA Guidelines of the Food Safety and
any fluctuations in temperatures that may have nspection Service under the direction of
oceourred during the power outages when the rhe DNES and/or the MFS:
inside f!IEezer was Oﬁ. and the Outside fl'eBZBf 1. "When the power goes back on, if the
was being opened and closed frequently. There efrigerator is still 40°F and the freezer is
was no documentation of the power outages on °F or below. the food is safe.”
the bg, and ne e\fidance that the freezar 2. "If food is' . -
. . . partly frozen, still has ice
;eurgzzr:tures were monitored during the power crystals, oris as cold as if it were in a
' refrigerator (40°F), it is safe to refreeze or
4. During the team meeting on Qctober 2, 2007, ise.
at 4:15 p.m., the leam reviewed the above 8. "Discard any foods that have been
findings, and determined that the deficient contaminated by raw meat juices.
' practice met the criteria for Immediate Jeopardy. Dispose of soft or melted ice cream for
The CFO was notified of the immediate Jeopardy juality’s sake.”
on October 2, 2007, at 6:05 p.m.
Condensation Causing Excessive Ice
On October 3, 2007, at 8 a.m., an acceptable Build-up
plan of correction was recaived by the facility,
which consisted of, Bdministration had a freezer repair 10/03/07
. . , ervice inspect the freezers, and the
a. L°°kt"?9 tge :_tt\su::e and oulside freezers to reezer repair services determined that
prevent inadverient access, he freezers were functioning and running
t design set points.
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A 726| Continued From page 143 A 726 |In a planned follow-up visit, the freezer  |10/05/07
b. Discarding all foods that were stored in the repair service did a thorough system
inside and outside freezers; check and took the following actions:
) . > Replaced an in-line heater to address
¢. Holding storage of food in the inside and a frozen drain line.
outside freazers umlil they could be as_sured that > Replaced the failing condenser fan
: both freezers were operating properly, i motor.
; . . . > Reinsulated exposed pipe that was
. d. Preparing meals with fresh, non frozen Ioods.. causing excessive condensation and
‘e Arranging for frozen foods Io be brought from !replalred a water leak on the evaporation
: the IWMC campus or purchased for same day ol
: delivery, in the event ihe use of frozen foods > Made sure that the freezers were
became necessary; and, functioning properly after repairs.
f. Packaging and refrigerating-unused foods until The MFS is responsible for inspecting 10/08/07
the freezers were operating properly, the freezers on a biweekly basis. Should
' there be any build-up of ice, the MFS
The CFO and CNO were notified that the must contact the Plant Operations
Immediate Jeopardy was abated on October 3, IDepartment for corrective action. If the
2007, at §a.m. Plant Operations staff is unable to make
. he proper adjustments to address
5. The Piant Operations work order summary for ndensation / icing, the MFS and Plant
! Dietary was reviewed with the DPO on Qctober 5, Operations staff are res :
. ponsible for
2007. The summary did not show any calls from ntacting an appropriate repair service
the Dietary departmant regarding the problems or bromot service
with the freezer for the month of September, promp :
2007. The DPO was unable to provide a log of .
calls received from the dietary staff regarding Fontlnued on page 144a
power outages in the month of September.
A 747, 482.42 INFECTION CONTROL AT47
! The hospital must provide a sanitary envirenmeant
i fo avoid sources and transmission of infections
 and communicable diseases. There must be an
l aclive program for the prevention, control, and
 investigation of infections and communicable i
| diseases.
|
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10/05/2007

PEFICIENCY)

{

A T AT76 .

continued from page 144 .
In addition to the biweekly monitoring by | 10/08/07
the FSM, The Director of Plant & ongoing
Operations (DPO) incorporated general
freezer inspection rounds into the
Building Maintenance Program. Rounds
are to be done at least quarterly.

Adequacy of Freezer Power Supply

' The DPO reviewed building plans and  [11/14/07
: confirmed that the inside walk-in freezer ;
| in the Dietary Department at Rancho
Springs is on emergency power.

The DPO was able to test and verify the |11/14/07
power supply and monitoring procedures
when the Hospital was on generator
power. The freezer continued to he
operational and appropriate
temperatures were maintained during
the 2-hour test.

Food Storage

The DFNS and MFS conducted staff 10/10/07
education to review and reinforce the
procedure for storing food and products
in the refrigerators and freezers.
Education emphasized that raw
meatffish or other potentially hazardous
products must be stored on the bottom
shelves, and that staff members must be
aware of and follow the proper storage
requirements each time food is placed in
the refrigerator or freezer.

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE %8} DATE
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DEFIGIENCY)

AT26 | continued from page 144a 10/10/07
Dietary supervisory staff members & ongoing
inspect the refrigerators and freezers on
a biweekly basis to confirm that food is
stored properly and that no raw meatffish
products or potentially hazardous
uncooked foods are stored above
ready-to-serve items. Should there be
any such findings, they are responsible
for immediately having the problem

! corrected and addressing it with the staff
involved. Compliance with safe food i
handling is incorporated in to each staff |
imember’s evaluation.

|
The DFNS researched the aspect of 02/01/08
food storage in freezers. She confirmed
that the Hospital's current policy for
proper cooling before storing food in the
freezer was consistent with safe food
handling practices according to HACCP., |

The DFNS/designee provided education 102/01/08
to the staff on the signs of thawed and
refrozen food. The policy for proper
cooling before storing food in the freezer
was reviewed and reinforced.

Dietary supervisory staff members are  [02/01/08
responsible for monitoring compliance & ongoing
with this aspect of safe food handling by
direct observation. In addition, as part of
each employee’s evaluation, compliance
with the HACCP guidelines is assessed.

i
i
r
i
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A A 726 ic:ontinued from page 144b

The Hospital nevertheless disagrees that
this citation identifies a situation that .
constituted an Immediate Jeopardy as
defined by state or federal rules.
California Code §1280.1(c) defines
“immediate jeopardy” as “a situation in
which a licensee's non compliance with
one or more requirements of licensure

' has caused, or is likely to cause, serious
injury or death to the patient.” The i
Medicare definition is similar: immediate :
jeopardy is a “situation in which the i
provider’s noncompliance with one or
more requirements of participation has
caused, or is likely to cause, serious
injury, harm, impairment, or death to a
resident.” The citation does not indicate
that any harm was caused or was likely
to be caused to any patient.

First, because the inside walk-in freezer
is on emergency power, power outages
do not (and did not) affect its functioning.
Therefore, power outages did not cause
any of the food in the inside freezer to
thaw and refreeze. Staff was
misinformed about this issue.

Second, the Hospital confirmed through
inspection by a freezer repair company
that the freezers were functioning and
running at design set points. Therefore,
i Ithe concern in the citation that the

| freezers were not functioning properly

! was misplaced.
1
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Third, there was no other evidence that
the storage of food did cause or was .
likely to cause harm to a patient.

For these reasons, the Hospital
disagrees that an immediate jeopardy
ever existed with the freezers and
refrigerators and requests that this
citation be removed.
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i A726 | continued from page 144c

TITLE

(%8} DATE

Any deficiency statement ending with an asterisk (*) denotes a deficiency which the inatitution may be excused from correcting providing it is determined that
olher safaguards provide sulficient pretection to the patients. (See instructions.) Except for nursing homes, the findings stated above sre discicsable 50 days
following the date of survey whethers or not a pian of comection is provided. For nursing homes, the above findings and plans of correction are disclosabia 14
days following the dales these documents ars made available ta the faciity. |f deficienciea are clted, an approved plan of ecorraclion is regquisite to continued

program participation.

FORM CMS-2567(02-89) Provious Versions Obsolete

BQOU11

if cantinuation sheet Page 144d of 174




Printed: 03/13/2008

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. g
STATEMENT OF DEFICIENCIES {X1) PROVIDER/SUPPUER/CLIA {X2) MULTIPLE CONSTRUCTION (%3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A BUILDING COMPLETED
050701 B. WING 10/05/2007
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
SOUTHWEST HEALTHCARE SYSTEM 25500 MEDICAL CENTER DRIVE
MURRIETA, CA 92582
(%4} 10 SUMMARY STATEMENT OF DEFICIENCIES D ! PROVIDER'S PLAN OF CORRECTION {15)
PREFIX {EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX ‘ (EACH CORRECTIVE ACTION SHOULD BE W";’ALEE"W
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG H CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)
A 747| Continued From page 144 A 747

This Condition is not met as evidenced by:
Based on observation, interview, and record
review, the facility failed to ensure the
maintenance of an effective infecticn control

program by failing to;

a. Ensure IC surveillance at the RSMC campus
| (AT48);

1 b. Ensure clean fables in the OR (A749); ,

' ¢. Ensure proper cleaning of surgical Instruments i
i (A749),

d. Ensure current, up to date policies for cleaning
instruments (A749);

e. Ensure proper storage of endoscopes (A749);
f. Ensure intravenous fluids and supplies stored in

areas ready for patient use were not outdated
(A748);

g. Ensure policies for decontamination of surgical
instruments were followed (A284), and;

h. Ensure there was a system in place that
supplies used for cardiac and radiological
procedures were not outdated and unsafe for use
(A284)(A537).

The cumulative effect of these systemic problems
resulted in the failure of the facility to ensure the
provision of a safe and sanitary patient care

For corrective action see Tags A284,
A537, AT49,
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A 747| Continued From page 145 . AT747
environment.
A 749| 482.42(a)1} INFECTION CONTROL OFFICER A 749
RESPONSIBILITIES
The infection control officer or officers must The Infection Control program at
develop a system for identifying, reporting, Southwest Healthcare System is a
investigating, and controfiing infections and system-wide, dual campus program.
communicable diseases of pafients and Encompassing all departments and
personnel. - services within these two hospitals, the
program includes the prevention, control,
and investigation of infections and
communicable disease in patients, staff,
and visitors who enters the Hospital.
At the time of the survey, the 10/29/07
dual-campus Infection Control
department consisted of 1 full-time
This Standard is not met as evidenced by: Infection Control Practitioner, with
Based on cbservation, interview and record oversight provided by the Director of
review, the facility failed to ensure the |C Officer Clinical Operations, while the Hospital
had a system for implementation of the IC plan was actively recruiting another Infection
j and policies governing asepsis, sterilization, and Control Practitioner to replace an
infection control, resulting in; individual who had resigned. Typically,
. the Hospital infection Control
a} Lack of IC surveillance at tha RSMC campus; Department was staffed by no less than
) ) FTE's. While recruitment was
b} An unsanitary table in the OR; underway, an additional part-time
ical is: employee had been added to the
c) Improper cleaning of surgical instruments; department to allow for increased
d) Qutdatad policies for cleaning instruments; two-campus surveillance capabilities.
| storage of endoscopes, and; new Infection Control Practitioner 02/12/08
&) Improper storag pe {Director of Infection Control) was hired,
f) Expired intravenous fluids and supplies stored bringing the total Infection Control
in areas ready for palient use. Department staffing to 2.5 FTE's.
These failures resulted in an increased risk of
infection in patients having surgical, cardiac, and
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A 743| Continued From page 146 A 749 IThe IC Practitioners are responsible for |Ongoing
radiological procedures. Founding twice a week within both [VMC
_ nd RSMC. Al findings are documented
Findings: nd conveyed to departmental Directors
 The IC pian (for both RSMC and IVMC) was for resolution/follow-up.
i ;?:r"a“::g I%npor:;?:g ii%%ﬁpﬁg:g;%l? the ' f‘l’he Director of Infection Control is OGngoing
designed to serve all programs, departments and responsible for noting targeted
services of both facilities, with a focus on urveillance with Quality Improvement
surveillance, control and prevention of infection. ctivities and presenting resuits quarterly
The plan indicated the IC department would tthe Infection Control Committee
perform routine rounds in the clinical meetings. Information is also
deparntments. | disseminated among the affected units
for optimal Infection
A review of the IC risk assessment for 2007 was Prevention/Reduction activities.
done on October 2, 2007. The statistics were
combined for both facilities. The action plan for The Circulating RN is responsible for 10/31/07
reducing the risks in both facilities included; pssessing the integrity of the mattresses
. o pn the OR tables while preparing each
a. Monitoring staff on all units for hand washing; DR for the next case. if the matiress has
. . B tear or irreparable soiling, the
f &Bliilcr:a&tspbservation of RT and nursing staff in Circulating RN is responsible for having
' he mattress replaced imrpediate!y.
. Dail i f isolation logs with staff at both
?aclﬁ;iey;evmw ot on log The Lead RN is responsible for checking (04/21/08
' he integrity of mattresses on OR tables  |& ongoing
. d. Direct observation of staff mrformlng bn the first week of each month.
: bronchoscopy at each facility,
The Director of Perioperative Services  {10/31/07
e. Direct observation of the OR, preoperative, Ehanged the Gl tech and SPD Tech job
SPD and PACU areas at both facilities, and: pecific competencies to reflect that all
. _ ) | Enzymatic cleaners must ba diluted per
f. Diract observation of EVS terminal C'eanlng at manufacture instructions usfng exact
ieast monthly at both factilies. measurements of water and enzymatic
1. The IC staff {consisting of the CNO and the f\lle:['aef'r"a? II)I o(tghl ::c:?ifi, S:D techs ar;dt:!N
JCC), was interviewsd on October 5, 2007, at o San o168 nave signed the
1:12 p.m. Ouring the interview, the ICC stated evised job description competency.
she made daily rounds, attended construction
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A 748 Centinued From page 147 A 748 | The Director of Perioperative 10/31/07
rounds and meetings, and called for corrective Services/designee updated Gl and SPD
action when needed at |VMC' but not at RSMC. personnel on the enzymatic cleaner -
The ICC stated the IC activities at RSMC changes at the October 2007 staff
consisted of review of culture resuils. The CNO meetings and OR board meetings
stated they used to have two IC employees, but )
ﬂ:: 'r::: :glf:c‘zzwms;v:or::hm?tﬁ :%:}g":tat?:g Tht-‘,1 Director of P_erioperative_ Services |10/31/07
there was no way one person could do complete reviewed and revised the policy on SUR
) #C7 Centralize Service; Cleaning and
surveillance at both campuses, o the IC € . ' g
Coordinator was doing, “only the essentials.” at Sterilizing Equme_nt and Supplies to
RSMC. reflect “all enzymatic cleaners are diluted
per manufactures instruction.”
2. The OR suite at RSMC was toured on October .
2, 2007, at 2:35 p.m. The sheets on the operating All SPD and G staff at IVMC and RSMC |10/31/07
room table in OR 2 were pulled back to reveal a were updated on the policy and
two inch tear on the mattress, partially covered by procedure revision with an
tape. The inside foam was exposed, visible, and acknowledgement form signed to
available to soak up any liquid substance that it indicate they had read and understood
came In contact with including blood and body the content of the revised SUR #C7
fluids. Centralize Service; Cleaning and
3. The SPD at RSMC was toured on October 2, Sterilizing Equipment and Supplies.
2007, at 3:20 p.m. Tech 1 was observed washing . . .
| instruments, and was interviewed about the ghe !Dwe;:tor of Perioperative ;0/ 31707
procedure she followed. The tech stated the en_nces designee coqdycts raqdom ongoing
washing sink held about six quarts of water, and audits to check the validity of this
when she mixed the solution for decontamination practice. Results are reported to the
of surgical instruments in this sink, she added, "a OPIC Committee.
few squirts,” of Ultrazyma cieaner to the water.
The tech stated there was no measured amount The Director of Imaging / Lead RN 10/27/07
of solution added to the water, sometimas she Cardiac Cath reviewed and revised the
added more, and sometimes she added less. A policy and procedure related to
review of the manufacturer's recormmendations sterilization of TEE probes.
on the Ultrazyme bottie Indicated one ounce (one
pump) of cleaner should be added to each galion The Cardio Manager revised the TEE ~ [04/02/08
of water. cleaning logbook to include a column
i The tech was not aware of the need to accurately l':;]tl.l:::; g documentation of the Cidex
; p expiration date, which is to be
: measure the amount of enzymatic cleaner to be E‘llled in prior & f the Cid
added to a known amount of water. She stated | priorto use of the Cidex.
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and add about 10 pumps of solution to the sink
water. He did not know how he was taught the
mixing procedure. He did nat recall having this
part of his job checked with his annyal
competencies.

5. During the tour of the SPD, the side opposite
- the instrument pre wash area was identified as

! the area for washing TEE probes (used to do a

cardiac ultrasound from inside the esophagus).

The SPD tech stated the cardiology techs were
responsible for cleaning these instruments. The
tech stated Cidex was used as the enzymatic

n the new scope cabinets. The
ndoscopes are hung in the scope
abinets in a vertical position; the new
abinets protect the scopes from

ntamination and the tips hanging freely

n the well-ventilated cabinet to protect

he scopes from contamination. The

endoscopes are stored in accordance
with the Southwest Healthcare policy and
procedure (SUR #E5 Endoscopes
lexible use, Care and Processing of) in
ccordance with AORN recommended

(%4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION X5}
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX {EACH CORRECTIVE ACTION SHOULD BE COMPLETION
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A 748} Continued From page 148 A 749 [The Cardio Manager reviewed and 04/02/08
! she could not recall being educated about this, or revised the policy and procedure to
. having her competency checked at her last skills reflect documentation of the Cidex test |
| day or evaluation. ‘Ftrip expiration date. ’
i The Clinical Lead for Surgical Services and IThe Cardio Manager/designee education (04/02/08
j Charge Nurse 5 were interviewed during the tour. all staff involved in the cleaning of TEE
« They both staled that the mixing of the cleaner bquipment on this new proced
was not part of the annual competency evaluation | Quip procedure. '
nicians.
for the SPD technicians he Cardio Manager reviews the log 04/02/08
4. The Endoscopy Lab (used for scoping ook on a monthly basis to assure & ongoing
procedures of the stomach and colon) at IVMC mpliance with the new procedures.
was toured on October 4, 2007 at 3:30 p.m. The he Cardio Manager added this item as a
Endo technician was questioned regarding the uality indicator under the Pl Program
cleaning of the endoscopas. The first step nd results of the reviews are reported to
involves soaking the scopes and cleaning them he Pl Committee.
with an enzymatic cleaning solution. The cleaner :
, present in the cleaning area was V. Musller Dual ew endoscope cabinets arrived and 10/31/07
Enzy-Clean and the instructions were 1-2 pumps ere installed at both campuses.
{ounces) per galion of water. The technician
described that he wouid fill the sink with water Il endoscopes were immediately placed |10/31/07

cleaner for this procedure. The tech identified a practices for Cleaning and Processing
bottle of test strips used to verify the Endoscopes and Endoscope
concentration of the cleaner after mixing. The hccessories
date on the bottle of test strips indicated they had ’
expired.
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A 749| Continued From page 149 A 748 |Perioperative Services Director reviewed | 10/31/07
The hospital pelicy on cleaning TEE probes was and revised the policy on SUR #E5
reviewed on Qctober 2, 2007. The policy Endoscopes Flexible use, Care and
indicated the probes shoutd be cleaned with one Processing.
to two ounces of enzymatic cleaner per gallon of
water, However, the boltie of Cidex specified one Perioperative Services Director updated | 10/31/07.
ounce of cleaner per gallon of water. The tech all Sterile Processing Department and Gl
stated the old cleaner was mixed with one to two ‘staff on the polic
: y and procedure
j ounces of solution per gallon of water, and the revision with an acknowledgement form
E policy was outdated. signed to indicate they had read and
i B. In the same area, a cart was placed with a f understood the content of the policy.
towel on top. The clean endoscopes were . . .
observed curled up on the towel. The clinical lead The Sterile Processmg Department _ Ongoing
for Surgical Services stated the old cabinet for personnel are responsible for checking
hanging the endoscepes had to be discarded, all test strip containers for outdates on a
and thay were awalting approval of the capital weekly basis. Random audits are
budget to purchase a new one. In the meantime, | currently done to check the validity of
the scopes were stored in this manner. The this practice.
clinical lead agrt_aed that endoscopes should be
stored in an upright hanging position to ensure The Lead RN reviews all inventory for ~ 10/31/07
that moisture from condensation does not collect outdated aquipment and supplies on the & ongoing
in the chambers, forming a place for microbes to first week of each month.
grow. She stated, we have to wait for a new
cabinet, there is no other place te put them. In addition, the Imaging Managers 10/31/07
. conduct bi-weekly random inspections & ongoing
36;2: gf g:gl?;? ;'o ;Og,’jit:t ;t._,gsng w‘?l?ere that include a review of expiration dates.
were bags of intravenous (IV) solutions stored on , L ,
a cart In a small storage area. One bag, labeled The Imaging Department maintains a log Ongoing

"5% Dexirose, 1000 mi," had an expiration date
of May 2006,

The Clinicai Lead for Surgical Services and
Charge Nurse § were interviewed during the tour.

o confirm that the require audits are
nducted and the results of checking

he expired items. The Director of

Imaging reviews the log at ieast quarterly

to confirm that the required inventories

i Neither had an explanation for the expired bag of and random inspections are occurring
! dextrose, and the results of the inventories and
! reviews.
i 8. The CT unit and the Radiclogy Special
Procedures/Cardiac Catheterizalion suite at
RSMC were toured on October 3, 2007, at 10
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A 749| Continued From page 150 A 748

a.m. There were multiple wrapped
angiocatheters and cther equipment, for use in
the Special Procedures/Cardiac Cath suite,

: Stored in the CT room and the special procedures
; room. Examination of the supplies in the CT

' room revealed three Cordis 6 french angiocaths
; that had expired three months prior to survey.

: Examination of the supplies in the Spacial
Procedures room revealed six Cook § french
angiocaths, four expired 8 months prior to the
survey, and the other two expired 5 months prior
to tha survey.

The Lead Clinical Nurse for the Special
Procedures/Cardiac Catheterization room was
present during the tour, and could not explain the .-
. presence of expired supplies available for use. T
; 9. The Radiclogy Suite at IVMC was toured on

: October 4, 2007 at2p.m. The Special Procedure
| Room was inspected. One Vista B French
endovascular catheter was found with an
expiration date of September 2007, indicating that
the period for safe use had ended 4 days prior.
Three biliary stants (used to catheterize the gall
bladder) were also axpired September 2007. The
staff was unable to expiain why tha expired
instrumeants were stored with the supplies for
patient use.

A 840 482.51 SURGICAL SERVICES A 840

If the hospital provides surgical services, the
services must be well organized and provided in
accordance with acceptable standards of
practice. |f outpatient surgical services are
offered the services must be consistent in quality
with inpatient care in accordance with the
complexity of sarvices offered.

Please see response to A951,

I
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A 951

- This Condition is not mat as evidenced by:

Continued From page 151

Based on a review of the ermergancy supplies for
the treatment of malignant hyperthermia (a rare
life-threatening condition that is triggered by
exposure to drugs used for general anesthesia,
such as volatile anesthetics ¢r the depolarizing
muscle relaxant succinylcholine), staff interviews
and a review of the facility’ policy and procedura
for the treatment of malignant hyperthermia, the
surgical services wera not consistent with the
acceptable standards of practice for the treatment
of matignant hyperthermia as established by the
Malignant Hyperthermia Association of the United
Statas (MHAUS).

The cumutative effects of this systemic problem
resulted in the hospital's inability to ensure the
provision of surgical services in a safe and
effective manner

Findings. :

f
‘4. See A 951 regarding the failure of the facillty ;

to maintain the minimal amount of dantrolene (an :
a drug used to treat malignant hyperthermia).

482.51(b) OPERATING ROOM POLICIES

Surgical services must be consistent with needs |
and resources. Policies governing surgical care
must be designed to assure the achievement and
maintenance of high standards of medical
practice and patient care.

This Standard is not met as evidenced by:

A 940

A 951

steps to resolve the immediate jeopardy

J resolution:

The Hospital undertook the following 10/04/07
dentified by surveyors:

The Hospital had a total of 48 vials of
Pantrolene between its two campuses
IV-18 vials and RS-30 vials)

As IVMC is the designated trauma
tenter, it was important to maintain full
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A 951| Continued From page 152 A 851 Isurgical capacity at the facility
Based on a review of the emergency supplies for * The Pharmacy Director was contacted
the treatment of malignant hyperthermia (a rare jand transported 18 vials of Dantrolene
life-threatening condition that is triggered by from RSMC to IVMC to bring up the total
: xposure to drugs used for general anesthesia, inumber of vials to the required level of 36
; uch as volatile anesthetics or the depolarizing Wials
' muscie relaxant succinylcholine), steff interviews ! k Pendi . -
. and a review of the facility’ policy and procedure ia;zngf"gamfo?;:;atloo;t:: eaj d'ttr']c;nﬂ"
for the treatment of malignant hyperthermia the nventory of 36 vials for both P
surgical services were not consistent with the [oTy 01 95 via's for both sites, the
facility's resources and the policy for the urgical cases at RSMC that required the
treatment of malignant hyperthermia was not se of triggering drugs were held
consistent the standards of medical practice and To make up the required full inventory of
patient care established by the Malignant 6 vials of Dantrolene for each site, the
Hyperthermia Association of the United States ospital obtained an additional 24 vials
{MHAUS). rom two nearby facilities
The Hospital contacted the vendor that
Neither the RSMC or the IVMC had the minimum upplies Dantrolene to SWHCS to
amount of dantrolene (a drug used 1o treat this rovide written verification of the
rare but life threatening adverse reaction to some antrolene order that was placed on
1 medications used in surgery) recommended by 0/03/07
MHAUS. The facility policy entitied "MALIGNANT ; ;
HYPERTHERMIA" contradicted itself on the Sr';"ﬁi;','e‘?ﬁéi l;zdthb:tet?l:f;lgfedéghey
amount of dantrolene to be immediately available antrolene vials at each campus
and was not consistent with the P
recommendations of MHAUS. he Plan of Correction was accepted and {10/04/07
The failure of the facility to have minimum he IJ was lifted v_vhen the_ additional vials
amount of dantrolene recommended MHAUS to f Dantrolene arrived, which was on
treat this life threatening condition placed all ° 10/4/07 @ 1935.
| patients who received drugs known to cause
malignant hyperthermia {MH) at risk for serious Pn an ongoing basis, the Director of 10/04/07
* harm including death. This failure resulted in the Pharmacy maintains 36 vials of & ongoing
hospital's inability to ensure the provision of Dantrolene at each facility (36 vials at
guality haaith care in a safe and effective manner. VMC and 36 vials at RSMC). Any use of
At 6:10 p.m. on October 4, 2007 the survey team he Dantrolene triggers replenishment
met with lhehfacllity‘s to de::lar?j an immeet.;ljiate rom Pharmacy stock and re-order of
jeopardy. The facility developed an immediate b
action plan that included consolidated the harmacy stock from the manufacturer.
available dantrolene supplies at the IVMC,
contacting other hospitals in the area to obiain
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A 851| Continued From page 163 A 951 bn a monthly basis, the Director of 10/04/07
additional dantrolene and suspending surgeries at Pharmacy/designee checks & Ongoing
RSMC until sufficient dantrolene is obtained that pharmaceuticals for upcoming expiration,
j both campuses could have the recommended ny Dantrolene that will expire within the
minimum amount. At 7:35 p.m. on October 4, ext 3 months following the check is
2007 the facility had transferred the RSMC utomatically re-ordered
dantrolene supply to IVMC, The facility had y :
o0 sl made amangemens (o ponefer an The Perioperative Services Director  [01/31/08
hospitals. The facllity had held or suspended eviewed and revised the Malignant
surgeries using drugs known to trigger MH at the Hyperthermia policy and procedurs to
RSMC until the additional 36 vials of Dantrolene conform to the current Malignant
had been obtained. Basad on the facility obtaining Hyperthermia Association of the United
he recommended amount at 'VMC and holding States (MHAUS) and the American
surgeries at RSMC the immediate jecpardy was Perioperative Nurses {AORN) guidelines.
abated at 7:35 p.m. on October 4, 2007,
o The Perioperative Services Director 01/31/08
Findings: presented the policy and procedure to the
. ) . Surgery and Anesthesia Committees
1. During a review of the RSMC malignant respectively for approval. The policy was
emergency drug supply on October 2, 2007 also approved by the CNO, and by
beginning at 2:15 p.m. it was noled that the linical and ancillary departments
gwahg;ant h{gﬁdhgnt:m cart WTZ";? 18 vials of fhroughout Southwest Heaithcare System
antrolene. When interviewed at 2:15 p.m. on : .
October 2, 2007 Pharmacy Staff A and Pharmacy {SWHCS). The policy reflects the various
Staff B reported that the pharmacy had an settings in which Ma.hgnant_ Hyperthermia
additional 12 vials of the dantrolene. If needed, N occur in a hospital setting.
additional supplies where available from the ) ) . ]
IVMC campus. Pharmacy staff B reporied the he Perioperative Services Director 01/31/08
other campus was approximately 15 minutes pdated staffs at IVMC and RSMC on the
away. ajor policy and procedure revision with
n acknowledgement form signed to
When interviewed on October 4, 2007 at 2 p.m., dicate they had read and understood
Pharmacy Staff C reported that the IVMC he content of the revised MH policy and
currently had 18 vials of Dantrolene. Recently rocedure.
{staff was unsure of the actual date) 18 vials of
dantrolene had expired and more viais wers on annual competency for all SW 04/05/08
| order from the manufacturer. Pharmacy Staff C linical RN's an?:l Perioyperative st;fcv?as
| reported the additional dantrolene would not be treated to reflect the current MHAUS
; available for about a week. ?ui delines
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F
A 951, Continued From page 154 A 831 ! The contents of the Malignant 01/31/08
The standards of medical practice and patient Hyperthermia cart were also revised to
ﬁfﬁassdeﬁn_eq by th:f fggﬂ!ﬂpe?%aﬂiﬂﬁlﬁ reflect the current recommendations.
a minimum vials of Dantrolene Each MH cart at IV, A
should be available within 5 minutes of the initial cart at YMC and RSMC is
diagnosis of MH, In response 1o a qusstion stoc_ked with 36 vials of Dantrolene
regarding the need to store 36 vials of dantrolene Sodium. The MH cart is checked weekly
| MHAUS resoonded "a stock of 36 vials s to ensure that no medication contained
| P d bt within the MH cart is expired.
recommended. The patient experiencing an MH P
episode must be stabilized before being The Di . . .
transported. Stabilization of an MH episode may he Director of Perioperative Serwcgs 10/31/07
take 30 minutes or more with multiple doses of changed the Gl tech and SPD Tech job
dantrolene because, in some cases, MH specific competencies to reflect that all
progresses with explosive rapidity. The full 36 enzymatic cleaners must be diluted per
vials of dantrolene is inexpensive insurance manufacture instructions using exact
against patient injury and a malpractice claim, measurements of water and enzymatic
which the facility will lose. The full 38 vials of cleaner. All Gl techs, SPD techs and RN
dantrolene should be available within five minutes Gl staff at both facilities have signed the
of the diagnosis of MH." revised job description co t .
2. The facility policy "Malignant Hyperihermia” J prion Gompetency
states that is is based on the recommendations of The Di f Peri ;
MHAUS. The policy conflicts with the MHAUS ey o1 Perioperative oR1/07
Raahilt gnee updated Gl and SPD
recommendations in that states that the MH h
emergency supply will contain 18 vials of personnel on the enzymatic cleaner
gency supply changes at the October 2007 staff
dantrolens instead of the 35 recommended vials. i d OR board .
Further the written procedure for this policy meetings an oard meetings.
contradicts the policy in that it states the supply . . . .
will have 20 vials of dantrolene (10 viais at each Thg Director of Pgnoperatlve. Services  10/31/07
campus). ) reviewed and revised the policy on SUR
#C7 Centralize Service; Cleaning and
| ’ iSterilizing Equipment and Supplies to
+ 2. During a review of the MH cart on the IVMC - eflect “all enzymatic cleaners are diluted
; campus on Oclober 4, 2007, at 5:10 p.m., with er manufactures instruction.”
; the Director of Surgical Segviu_as and the PACU
Clinical Lead, the MH madication tray was Il SPD and Gl staff at IVMC and RSMC  [10/31/07
observed to contain 18 vials of dantrolene. ere updated on the policy and
. ) . . rocedure revision with an
During an interview with ‘the PACU Clinical Lead, cknowledgement form signed to
on October 4, 2007, at 5:20 p.m., she stated that ndicate they h
g y had read and understood
36 vials of dantrolene were needed to treat MH, he content of the revised SUR #C7
and the PACU staff had been directed to obtain
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A 951/ Continued From page 155 A 95t | Centralize Service; Cleaning and
the additional vials of dantrolene from the RSMC Sterilizing Equipment and Supplies.
campus in the event a patient developed MH.
The Clinical Lead stated that this was not a good The Director of Perioperative 10/31/07
practics, she had protested to the pharmacy, and Services/designee conducts random & ongoing
no action had been taken. The Clinical Lead audits to check the Valldlty of this
stated that this plan had been in piace since she practice. Results are reported to the
began her employment with the facility one year OPIC Cc'>mmittee
prior. The Clinical Lead stated that the time it )
would take to obtain the additional medication . , :
from the RSMC campus would be dependent on The I_Jlrector of Irpagmg / Lead BN 10/27/07
1 traffic, road and westher conditions and whether Cardiac Cath reviewed and revised the
} the pharmacy was open or closed at RSMC. pollcy and procedure related to
i sterilization of TEE probes.
+ The team met and discussed the above findings
on October 4, 2007, at 5:25 p.m., and determined The Cardio Manager revised the TEE 04/02/08
that the deficient practice met the critsria for cleaning logbook to include a column
Immediate Jaopardy.' The CFO and CNO were requiring documentation of the Cidex
notified of the Immediate Jeopardy on October 4, test strip expiration date, which is to be
2007, at 5:35 p.m. filled in prior to use of the Cidex.
On October 4, 2007, at 6:05 p.m., an acceptable The Cardio Manager reviewed and 04/02/08
plan of correction was received from the facilty, revised the policy and procedure to
which consisted of, reflect documentation of the Cidex test
a. Acquiring 18 vials of dantrolene from the strip expiration date.
RSMC campus, and taking It to the IVMC campus . , )
S0 surgery opould be pmﬂm safely at the IVEIC The Ca{dlo Mangger!de&gnt_ae education | 04/02/08
campus, which was a trauma center: all staff involved in the cleaning of TEE
equipment on this new procedure.
b. Putting a hold on all surgeries at the RSMC
campus that required the use of anesthesia The Cardio Manager reviews the log 04/02/08
triggering agents known to cause MH (all book on a monthly basis to assure & ongoing
surgeries were completad for the day); and, compliance with the new procedures.
The Cardio Manager added this item as
C. Borrowing 18 vials of dantrolene from BaCh of a quahty indicator under the PI Program
two local hospitals, to equal a total of 72 vials {36 and results of the reviews are reported to
at each campus). the Pl Committee.
The Director of QAP! was notified that the
Immediate Jeopardy was abated on October 4,
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A 951] Continued From page 156 A 951 [New endoscope cabinets arrived and 10/31/07
| 2007, upon the facility's receipt of 36 vials of were installed at both campuses.
! dantrolene from the 2 local hospitals, giving them
! ?a gﬁir;plate complement of dantrolene at each ;:ntsndoscopes wer?) _im:tnediﬁtely placed 110/31/07
| . en .
| 3. The SPD at RSMC was toured on October 2, londosoopes oo hung 1 the seope
1 2007, at 3:20 p.m. Tech 1 was observed washing lcabinets in a vertical position; th: new
linstruments, and was interviewed about the leabinets protect th i
 procedure she followed. The tech stated the fontarn; pt' de scopes from
washing sink held about six quarts of water, and onhamma ion and the tips hanging freely
when she mixed the solution for decontamination n the well-ventilated cabinet to protect
of surgical instruments in this sink, she added, "a he scopes from contamination. The
few squints,” of Ultrazyme cleaner to the watar. r}doscopes are stored in accordance
The tech stated there was no measured amount ith the Southwest Healthcare policy and
of solution added to the water, sometimes she rocedure (SUR #E5 Endoscopes
added more, and sometimes she added less. A lexible use, Care and Processing of) in
| review of the manufacturer's recommendations Accordance with AORN recommended
jonthe Ullrazyme bottle indicated one ounce (one Eracﬁces for Cleaning and Processing
+ pump) of cleaner should be added to each gallon ndoscopes and Endoscope
. of water. iAccessories.
i
| The tech was not aware of the need to accurately | erioperati i i i
measure the amount of enzymatic cleaner to be perative Sem?es Dirsctor reviewed 110/31/07
nd revised the policy on SUR #E5
added to & known amount of water. She slated ndoscopes Flexible use, Care and
she could not recall being educated about this, or . ’
having her competency checked at her last skills g.
day or evaluation. . . . .
erlopt?ratlve Services Director updated [10/31/07
The Clinical Lead for Surgical Services and Il Sterile Processing Department and G|
Charge Nurse 5 were interviewed during the tour. taff on the policy and procedure revision
They both stated that the mixing of the cleaner ith an acknowledgement form signed to
was not part of the annual compatency evaluation ndicate they had read and understood
for the SPD technicians. he content of the policy. ’
4. The Endoscopy Lab {used for scoping TFhe Sterile Processing Department Ongoing
procedures of the stomach and colon) at IVMC ersonnel are responsible for checking all
was toured on October 4, 2007 at 3:30 p.m. The est strip containers for outdates on a
Endo technician was questioned regarding the Kl i i
cleaning of the endoscopes. The first step freekly basis. Random audits are
involves socaking the scopes and cleaning them l::;;;t;y done to check the validity of this
with an enzymatic cleaning solution. The cleaner )
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A 951! Continued From page 157 | A851{The Lead RN reviews all inventory for 10/31/07
present in the cleaning area was V. Mueller Dual outdated equipment and supplies on the |& ongoing
1 Enzy-Clean and the instructions were 1-2 pumps first week of each month.
(ounces) per gallon of water. The technician
described that he would fill the sink with water In addition, the Imaging Managers 10/31/07
and add about 10 pumps of solution to the sink conduct bi-weekly random inspections  |& ongoing
water. He did not know how he was taught the that include a review of expiration dates.
mixing procedure. He did not recall having this
rt of his job checked with his annual . N .
gmpatem.!.izs. The Imaging Department maintains a log Ongoing

to confirm that the require audits are
conducted and the results of checking

5. During the tour of the SPD site the side of X
unng ou - CPpasite the =i the expired items. The Director of

the instrument pre wash area was idenlified as

the area for washing TEE probes {used to do a Imaging reviews the Iog at i(l-}ast quarterly

! cardiac ultrasound from inside the esophagus)_ LO confirm that the required inventories
The SPD tech stated the cardiclogy lechs were nd random inspections are occurring
responsible for cleaning these instruments, The and the results of the inventories and
tech stated Cidex was used as the enzymatic reviews.

cleaner for this procedure. The tech identified a
bottte of test strips used to verify the
concentration of the cleaner after mixing. The
date on the bottle of test strips indicated they had
expired.

The hospital policy on cleaning TEE probes was
raviewed on Qctober 2, 2007. The policy
indicated the probes should be cleaned with one
; 1o two ounces of enzymatic cleaner per gallon of
; waler, However, the bottle of Cidex specified one
ounce of cleaner per gallon of waler. The tech
stated the old cleaner was mixed with one to two
cunces of solution per gallon of water, and the
policy was outdated.

€. In the same area, a cart was placed with a
towel on top. The clean endoscopes were
observed curled up on the towel. The clinical lead
for Surgical Services stated the oid cabinet for
hanging the endoscopes had to be discarded,
and they were awaiting approvai of the capital
budget to purchase a new one. |n the meantime,
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A 951} Continued From page 168 A 851

the scopes were stored in this manner. The
clinical lead agreed ihat endoscopes should be
stored in an upright hanging position to ensure

i that moisture from condensation does not coilect
l'in the chambers, forming a place for microbas to
| grow. She stated, we have to wait for a new

: cabinet, thera is no cther place to put them,

7. The Operating Room Site at RSMC was
toured on October 2, 2007, at 2:35 p.m. There
were bags of intravenous {1V} solutions stored on
a cart in a small storage area. One bag, labeled
"5% Dextrose, 1000 mi," had an expiration date
of May 2006.

The Clinical Lead for Surgical Services and
Charge Nurse 5 were interviewed during the tour.
E Neither had an explanation for the expired bag of
i dextrose.

i 8. The CT unit and the Radiclogy Speciat

E Procedures/Cardiac Catheterization suite at
RSMC were toured on October 3, 2007, at 10:00

a.m. There were multiple wrapped

angipcatheters and other equipment, for use in

the Special Procedures/Cardiac Cath suite,

stored in the CT room and the special procedures

room. Examinaticn of the supplies in the CT
room revesled three Cordis & french angiocaths

| that had expired three months prior to survey.

; Examination of the supplies in the Special

i Procedures room revealed six Cook 5 french

; angiocaths, four expired 8 months pricr to the

: survey, and the other two expired 5 months prior

i to the survey.

| The Lead Clinical Nurse for the Special

| Procedures/Cardiac Catheterization room was
present during the tour, and could not explain the
presence of expired supplies available for use.
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A 51| Continued From page 159 A 951
80. The Radiclogy Suite at 'VMC was toured on
October 4, 2007 at 2p.m. The Special Procedure
Room was inspected. One Vista 8 French
endovascular cathater was found with an
expiration date of September 2007, indicating that
the period for safe use had ended 4 days prior.
Three biliary stents {used to catheterize the gall
bladder) were also expired Septamber 2007,
The staff was unable to explain why the expired
instruments were stored with the supplies for
: patient use. _ ;
A1004§ 482.52(b)(3) INPATIENT POST-ANESTHESIA A1004 |
: EVALUATION ; ;
| With respect to inpatisnts, a post-anesthesia | | , , )
| evaluation must be completed and documented | |F'l'he Chair of Anesthesia met with the Pl {10/25/07
by an individual qualified to administer anesthesia &'_I" ector to review the Department of
=8 :peciﬁeg;n paragraph (a) of this section within Mﬁ'};ﬁl& s :t::ihint_i Fegtll,atlops,
ours after surgery. siologist's primary
duties including the post-anesthetic
Pvaluation and treatment, and
Hocumentation of the post-anesthetic
visit. In addition, they reviewed the CMS
nterpretive Guidelines for documentation
This Standard is not met as evidenced by: bf the post-anesthesi luati
Based on record review, the facillty failed to P esihesia evaluation.
Snoua that the D anesthesia follow.up report The Chair of Anesthesia and Pl Director 12/06/07
gg:‘ dk;nzlmzn:qu s&tuosca::gv " ;'f revised the Anesthesia Evaluation form
consci,t,:usnassn:'esultlng' in the potential for [SW124) to enhance the area used to
unrecognized :;ost operative complications. Hocument the post-anesthesia evaluation
0 expressly include cardiopulmonary
Findings: tatus and level of consciousness,
anesthesia complications, and other
The closed medical records for three surgical omments, observations and follow-up
patients treated at RSMC were reviewed on are. On 12/6/2007 the revised form was
October 4, 2007, at 6 a.m. pproved by the Depariment of
esthesia.
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A1004| Continued From page 160 A1004 |The revised form was available for 03/01/08
1. The medical record for Patient 101 contained a ordering on 2/21/2008 and implemented
form lat_:eled. "Preoperative Anesthesia with the instructions that prior versions of
Eva;uaggﬂ" Té’: %ﬂst"r'fpefaﬂ\t;‘e AP?SU_W:’H the Anesthesia Evaluation be destroyed
vajualion wrtien Y (he anastnesKiogig and the new version impl
consisted of four lines of text that stated, "No plemented.
apparent complications.” The note did not The Health Information Management  |Ongoing

: address the cardiopulmonary status, level of
. consciousness, follow-up care and/or

| observations or complications,

;(HIM) Department is responsible for
“ianalyzing each patient's chart for the
completeness of the medical record. If

2. The medical record for Patient 102 contained a the post-anesthesia assessment is not
form labeled, "Physician Record of Sedation.” complete, the record is flagged for the
This form contained areas for Pre-Sedation - anesthesiologist.
Evaluation and Post-Procedure Evaluation. The
form was blank. The pre-sedation evaluation was Should a physician have records that are [Ongoing
documented in the Hislory and Physical. not completed within the required time
However, no post-gsedation evaluation was Iframe, the physician is placed on
documented. . isuspension until the delinquent records
are completed. Medical records

| 3. The medical record for Patient 103 contained a lsuspensions are one of the elements
form labeied, "Preoperative Anesthasia evaluated during the physician's
Evaluation.” The Post-operative Anesthesia reappointment process.

Evaluation written by the anesthesiologist
consisted of four lines of text that stated, "NR,
2400", The note did not document the
cardiopulmonary status, level of consciousness,
follow-up care and/or obsarvations or
complications. R
A1103] 482.55(a)(2) INTEGRATION OF EMERGENCY A1103 T &
SERVICES ) T

Physician representatives from the

The services must be integraied with other Departments of Imaging and Emergency

departments of the hospltal. hnd the Pl Director reviewed the policy,
‘Patient Contact after Discharge from the
ED" (ED P#16) the decision was made
This Standard is not met as evidenced by: o draft a new policy specific to the
Based on interview and record review, the facility edical Staff concerning variances in
failed to ensure an integration of services -ray readings between Emergency
between the Emergency Medicine Department hysicians and Radiclogists. The new
1
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stated there was no tracking system to ensure
that each discrepancy was followed up, She
stated there was no tracking of the readings for
QAPI purposas to lock for trends. She stated
there was a quarterly meeting in which some of
the cases were reviewed, but could not provide
documentation of QAP activities at that meeting.

Radiologist 1 was interviewed during the tour, He
was asked about the QAPI process for ED x-ray
rereads. He stated that there was no format
process.

A physician from the Madical Group covering the
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A1103| Continued From page 161 - A1103 ! policy establishes a process to identify
and Imaging Department. The fecility failed to when there is a variance in the
perform a quality control assessment of x-ray interpretation of imaging studies. When
| reading discrepancies between the radiologists such a variance is identified:
) and_arnergancy medicine ph_ysmlans. resulting in 1. Appropriate action is taken to alert a
i ?ef:éliﬁtg;hr::: :?::&T:ﬁ;::r:;aeﬂt:?: i the physician when a variance is identified
patential for inappropﬁate.d'iagnqsis anc_l g::;could Impact the patient’s pfan of
treatment of patients receiving diagnostic x-rays 2. The Medical Staff, as part of their
in the ED after hours. - : "
ongoing efforts to improve the quality of
Findings: care provided, review each variance on
| a regular basis to identify opportunities
i The two hospitals used separate Emergency for improvement,
| Medicine Medical Groups to staff the two ED’s.
On 12/10/2007, the hospital 12/10/07
1. The Emergency Department for RSMC was implemented a digital imaging system
toured on October 3, 2007, at 9 a.m. During the referred to as “PACS” that provides
tour, the ED Director was questioned regarding better capabilities to track the variance.
the follow up of x-rays read after hours whan a Under the new process:
radiologist was not avallable. The Director stated 1. The ED physician or PA reviews the
all diagnostic x-rays were read by the ED exam and enters in PACS an internal
physician after hours, and the radiologist would note of their findings for each exam
read them the next morning and contact the ED reviewed. Treatment is initiated as
physician if there was a discrepancy. The appropriate and the
Director stated the ED physician would then be p{:_ Ft,l tative is advised of th
responsible for following up with the patient. She patientrepresentative is advised of the
preliminary findings.

2. The radiologist reviews the exam for a
final interpretation and result reporting.
a. [f the Radiologist reading is different
than the preliminary ED read, the
Radiologist informs the on-duty ED
physician about the variance so
appropriate clinical action can be taken if
necessary.

b. The Radiologist documents the
variance (where the official interpretation
differs from the ED preliminary finding) in
the final dictated report, and who was
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A1103| Continued From page 162 A1103 |notified.

ED at RSMC was interviewed by phone on
October 4, 2007, at 1 p.m. He stated that there
was a system in place for patient follow up when
there was a discrepancy in the reading of an
x-ray, but it was an informal process. He stated
that there was no organized QAPI process for
x-ray rereads, but he knaw his staff was having
no preblems in this area.

2. A physician from the Medical Group covering
the ED at IVMC was interviewed in person on
October 4, 2007, at 11:55 a.m. He explained at
IVMC there is a forma! process whereby the
radiologist contacts the ED physician, or sends
the rereads to the ED. The PA is scheduled to
come in one hour before being scheduled to sea
patients, and the PA reviews all of the x-ray

rereads, determines if the course of treatment

! should be changed, contacts the patient, and

| documents these actions in the record. The ED

| physician stated the process was documented in
i each patient's chart, but not in any form for use in
the QAPI process.

3. The palicy governing beth facilities titled,
"Patient Contact After Discharge From the ED "
was reviewed on October 3, 2007, The policy
stated the following;

a. The ED physician would nots a preliminary
reading on films taken when the radiclogist was
off duty;

b. The ED physician's preliminary reading would
! be kept with the films, available for the radiologist
i lo see what the ED physiclan concluded;

- improvement or change in practice.

c. The Radiologist copies the case
information to the ED ~ QA Worklist in
the PACS system. This worklist serves
as the tracking log for potential ED
“misreads.”

3. The on-duty ED physician reviews the
patient's chart and takes appropriate
clinical action to.

a. Contact the patient or their
representative to inform them of the final
interpretation and any change in their
plan of care. .

b. Document the action taken in the
patient's medical record.

4. The variance readings are tracked by
ED physician and type of exam to

ddress trends and identify areas for

eviews are reported to ED Committee,
PIC Committee and the Governing
oard at part of the QAPI process.

E. Variance rates and results of the

he PACS software company was D4/01/08
ontacted in February to assist in
onfiguring the system to enable the
equired ED — QA Worklist tab. The
ACS software company configured the

bs for the ED-QA Worklist. The
unction was tested and found to be
unctioning. The ED physicians and
adiologists were given reminders of the
evised process. Additional written
eminders were posted in the physician
reas in the ED and Imaging

¢. After the radiologist reviewed the film and epartments.
rendered a final report, clinically significant
discrepancies would be brought to the attention of |
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A1103| Continued From page 163 A1103 | person Responsible: ED and Imaging
the ED physician on duty; Department Chairs
1
' d. For films with a positive diagnostic finding that | | Monitoring
did not have an ED preliminary reading noted, ‘1. The EDD i i
they would also be brought to the attention of the e op grtment CI_1a|r (or Ongoing
ED physician on duty: designee) provides oversight to the
physician on duty, review of variances to consider trends or
e. The physician would complete the, "Patient clu\jte.rs of. involvi .
Contact After Discharge from the ED," farm, for 3 a. Variance involving the same provider.
reasons: b. Variances of similar types of exams.
1. Documentation in the patient's medical 2. The ED physicians review the
\ record, variances to identify opportunities for
i 2. Serves as a log for performance improvemert. Significant variances will
! improvement aclivities, and, be routed to the ED commiittee for
; 3. Can provide feedback to the initial ED discussion and action as appropriate.
i physician; 3. Routine variance reporting will be
incorporated into the ED Department
f. The physician would document the attempts | * | peer review process for analysis and
made to contact the patient, and if unable to follow-up action as indicated. At a
make contact, would initiate a letter, then: . minimum, this will be done twice
1. The physician would give the letter to the annually '
ED Director or designee, o . . .
2. A copy of the letter would be attached to the ::1: a::;iri‘: :r’r;a:rlews a."i mcotrpor?}ed into
patient's medical record, P eappointment profile.
3. The original letter would be mailed certified,
return receipt, and,
4. When the ED Director received the retum
! receipt, it would be attached to the patient's
| medical record.
During an interview with the ER Director on
October 3, 2007, at 1:10 p.m., the Director statad
a form was used by the physicians at IVMC, but a
dictation and a stamp were ysed at RSMC. The
Director stated she does not receive letters from
physicians at either campus. She stated she
thought the physicians mailed the latters
themsaelves. The Director stated, "Obviously, we
need to change our policy.”
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A1103| Continued From page 164 A1103

During an interview with the Director of Pl on
October 3, 2007, at 1:17 p.m., the Director slated
she did not receive any forms from either campus
regarding x-rays in the ED.

4. During a review of records in the radiology
: room on Octaber 3, 2007, at 3:10 p.m,, the
following was noted;

a. Patient 411 was seen in the ER on October 2,
2007, and had an ankle x-ray. The ED physician
did not document a preliminary reading, and the
radiologist documented a positive diagnostic
finding (orricle vs. fracture).

b. Patient 412 was seen in the ER on October 2,
2007, and had x-rays of an elbow, an ankie and a
wrist. The ED physician did not document a
preliminary finding. The radiologist had a
negative finding.

c. Patient 413 was seen in the ER on October 2, :
2007, and had an x-ray done. The ED physician
did not document a preliminary finding. The
radiologist had a negative finding.

d. Patient 414 was seen in the ER on October 2,
2007, and had a chest x-ray done. The ED
physician did not document a preliminary finding,
and the radiologist documentad a positive

. | diagnostic finding (bilateral infiltrate vs.
atelectasis).

During an interview with the radiologist who

; raviewed these x-rays on October 3, 2007, at .

; 3:18 p.m., he stated if the posilive findingwas |

| obvious, and there was no preliminary finding i

| documented by the ED physician, they
{radiologists) worked on the assumption that the
ED physician read the x-ray correctly, so they,

}
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A1103; Continued From page 165 A1103

“Didn't bother the ED physician." The radiologist
stated if the positive finding was subtle, and thare
- was no prefiminary finding documented by the ED
physician, they (radiolcgists) would tell the ED
physician who was on duty. The radiologist
stated he did not notify the ED physician on duty
about Patient 411 or 414 because the findings
were obvious, and he assumed the ED physician
treated the patients correctly. The radiclogist
stated they told the ED physicians all the time to
write thelr preliminary finding, "but they get so
busy, it isn't their priority.”

A1104; 482.55(a){3) EMERGENCY SERVICES A1104
| POLICIES

' The policies and procedures governing medical ; ghysi::tian reprefsenta‘tives from the
: care provided in the emergency service or epartments of Imaging and Emergency

: department are established by and are a “and 'the Pl Director reviewed the policy,
' continuing responsibility of the medical staf. Patient Contact after Discharge from the
: ED" (ED P#18) the decision was made

to draft a new policy specific to the
Medical Staff conceming variances in

This Standard is not met as evidenced by: x-ray readings between Emergency
Based on interview and record review, the Physicians and Radiologists. The new
medical staff of the two hospitals falled to ensure policy establishes a process to identify
:frr:ﬂementatlon ofa pcci:!cy nd procedure for when there is a variance in the
Oliow Up On - ray feading discrapancies interpretation of imagi ies.
| betwean the radioiogists and emergency suchpa variance is idge:gﬁztg'd fos- When
' medicine physicians. Thare was no recording of 1. Appropriate action is taken to alerta

data to track and trend which physicians had
more variances, or if there were other trends
such as variances in reading a particular type of
x-ray, resulting in potential for inappropriate
diagnosis and treatment of patienis receiving

physician when a variance is identified
that could impact the patient’s plan of
care.

2. The Medical Staff, as part of their

diagnostic x-rays in the EO after hours. ongoing efforts to improve the quality of
care provided, review each variance on
Findings: a regular basis to identify opportunities

for improvement.

| The two hospitals used separate Emergency
; Medicine Medical Groups to staff the two ED's.
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1. The Emergency Department for RSMC was
toured on October 3, 2007, at © a.m. During the
tour, the ED Director was questioned regarding
the follow up of x-rays read after hours when a
radiologist was not available. The Diractor stated
! all diagnaostic x-rays were read by the ED
physician after hours, and the radiologist would
read them the next morning and contact the ED
physician if there was a discrepancy. The
Director stated the ED physician would then be

, responsible for following up with the patient. She
. stated there was no tracking system to ensure
that each discrepancy was foilowed up. She
stated there was no tracking of the readings for
QAPt purposes to look for trends. She stated
there was a quarterly meeting in which some of
the cases were reviewed, but could not provide
documentation of QAP activities at that meeting.

Radiologist 1 was interviewed during the tour. He
was asked about the QAPI process for ED x-ray

i rereads. He stated that thare was no formal

| process.

_A physician from the Medical Group covering the :
. ED at RSMC was interviewed by phone on
October 4, 2007, at 1:00 p.m. He stated that |
there was a system in place for patient follow up
when there was a discrepancy in the reading of
&n x-ray, but it was an informal process. He
stated that there was no organized QAPI process
for x-ray rereads, but he knew his siaff was
having no problems in this area.

2. A physician from the Medical Group covering
the ED at IVMC was interviewed in person on
October 4, 2007, at 11:55 am. He explained at
IVMC there is a formal process whereby the
radiologist contacts the ED physician, or sends

; implemented a digital imaging system
referred to as “PACS" that provides
better capabilities to track the variance.
Under the new process:

1. The ED physician or PA reviews the
exam and enters in PACS an internal
note of their findings for each exam
reviewed. Treatment is initiated as
appropriate and the
patient/representative is advised of the
preliminary findings.

2. The radiologist reviews the exam for a
final interpretation and result reporting.
a. If the Radiologist reading is different
than the preliminary ED read, the
Radiologist informs the on-duty ED
physician about the variance so
appropriate clinical action can be taken if
necessary.

b. The Radiologist documents the
variance {where the official interpretation
]differs from the ED preliminary finding) in
the final dictated report, and who was
inotiﬁed.

Ic. The Radiologist copies the case
information to the ED — QA Worklist in
the PACS system. This worklist serves
as the tracking log for potential ED
“misreads.”

3. The on-duty ED physician reviews the
patient's chart and takes appropriate
clinical action to.

. Contact the patient or their
representative o inform them of the final
interpretation and any change in their
plan of care.

. Document the action taken in the

atient’s medical record.
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A1104; Continued From page 167 A1104 | 4. The variance readings are tracked by
- the rereads to the ED. The PA Is scheduled to ED physician and type of exam to
come in one hour before being scheduled to see address trends and identify areas for
patients, and the PA reviews all of the x-ray improvement or change in practice.
| '?1’55!356 d'et:r mings if tht: ct:'-g‘“ °ft?’°?"“°‘;‘t 5. Variance rates and results of the
documents thess actons in the record. The ED | [eviows ar reported to ED Cammittee,
I physiclan stated the process was documented in gg ;f,‘; 2?'“;'??'1&”8;?: Governing
| each patient's chart, but not in any form for use in P © process.
, the QAP .
the QAPA process The PACS software company was 04/01/08
3. The policy governing bath facilities titled, contacted in February to assist in
“Patient Contact After Discharge From the ED,” configuring the system to enable the
was reviewed on October 3, 2007. The policy required ED ~ QA Worklist tab. The
stated the following; PACS software company configured the
tabs for the ED-QA Worklist. The
a. The ED physician woulki note a preliminary function was tested and found to be
reading on films taken when the radiologist was functioning. The ED physicians and
off duty; Radiologists were given reminders of the
b. The ED physici imi o » revised process. Additional written
. The ED physician's preliminary reading wou remind i -
be kept with the films, avallable for the radiologist aroas in the £ gﬁztf,ﬂ;;i:’; physician
to see what the ED physician concluded; departments.
c. After the radiologist reviewed the film and . .
rendered a final report, ciinically significant Bersor? Res;%;\s.lble. ED and Imaging
discrepancies would be brought to the attention of epartment Lhairs
the ED physician on duty; L
Monitoring: Ongoing
d. For films with a positive diagnostic finding that .
did not have an ED preliminary reading noted, 1. The ED Department Chair {or
they would also be brought to the attention of the designee) provides oversight to the
ED physician on duty; review of variances to consider trends or
] clusters of:
e. The physician would complete the, ."'Patlent a. Variance involving the same provider.
Contact After Discharge from the ED,” form, for 3 b. Variances of similar types of exams.
reasons: o ) 2. The ED physicians review the
rec;}dnocummaﬂon In the patient's medical variances to identify opportunities for
' improvement. Significant variances will
impzl'bfear';&v::taas ct?v'iggsm; zgrformance be routed to the ED committee for
» S discussion and action as appropriate.
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3. Can provide fesdback to the Initial ED
physician,

f. The physician would document the attempts
made 1o contact the patient, and if unable to
make contact, would initiate a lettar, then:

1. The physician would give the letter to the
ED Director of designee,

2. A copy of the lettar would be attached to the
patient's medical record,

3. The eriginal letter would be malled certified,
return receipt, ang,

4. When the ED Director received the return
receipt, it would be attached to the patient's
medical record.

During an interview with the ER Director on
October 3, 2007, at 1:10 p.m., the Director stated
a form was used by the physicians at WMC, but a
dictation and a stamp were used at RSMC. The
Director stated she does not receive lettars from
physicians at either campus. She stated she
thought the physicians mailed the letters
themselves. The Director stated, "Obviously, we
need to change our poficy.”

During an interview with the Director of Pi on
October 3, 2007, at 1:17 p.m., the Director stated
sha did not receive any forms from either campus
regarding x-rays in the ED.

4. During a review of records in the radiology
room on October 3, 2007, at 3:10 p.m,, the
following was noted,

. a. Patient 411 was seen in the ER on QOctober 2,

1 2007, and had an ankle x-ray. The ED physician |

- dig not document a preliminary reading, and the
. radiologist documented a positive diagnostic
i finding (orricle vs. fracture).

incorporated into the ED Department
peer review process for analysis and
follow-up action as indicated. At a
minimum, this will be done twice
annually.

4. Variance reviews are incorporated into
the provider's reappointment profile.

£X4) 1D SUMMARY STATEMENT OF DEFICIENCIES I PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX | {EACH DEFICIENCY MUST BE PRECEDED BY FULL i PREFIX {EACH CORRECTIVE ACTION SHOULD BE o N
TAG REGULATORY OR L5C IDENTIFYING INFORMATION) TAG '  CROSS-REFERENCED YO THE AFPROPRIATE
DEFICIENCY)
A1104| Continued From page 168 A1104 | 3, Routine variance reporting will be
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| b, Patient 412 was seen in the ER on October 2,
2007, and had x-rays of an elbow, an ankle and a
wrist. The ED physician did not document a
 preliminary finding. The radioiogist had a

. negative finding.

¢. Patient 413 was seen in the ER on October 2,
2007, and had an x-ray done. The ED physician
did not document a preliminary finding. The
radiologist had a negative finding.

d. Patient 414 was seen in the ER on October 2,
2007, and had a chest x-ray done. The ED
physician did not document a preliminary finding,
and the radiologist documented a positive
diagnostic finding (bilateral infiltrate vs.

. | atelactasis).

During an interview with the radiologist who
reviewed these x-rays on October 3, 2007, at
3:18 p.m., he stated if the positive finding was
obvious, and thers was no preliminary finding
documented by the ED physician, thay
{radiologists} worked on the assumption that the
ED physician read the x-ray corectly, so they,
"Didn't bother the ED physician.” The radiologist
; slated if the positive finding was subtie, and there |
| was no preliminary finding documented by the ED
i physician, they (radiclogists) would tell the ED

: physician who was on duty. The radiclogist
stated he did not netify the ED physiclan on duty
about Patient 411 or 416 because the findings
were obvious, and he assumed the £D physician
treated the patients correctly. The radiclogist
stated they told the ED physicians all the time to
write their preliminary finding, "but they get so
busy, it isn't their priority."

482.56 REHABILITATION SERVICES

A1123

A1104

A1123
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A1123; Continued From page 170

if the hospital provides rehabilitation, physical
therapy, occupational therapy, awdiology, or
speech pathology services, the services must be
organized and staffed to ensure the haalth and
safety of patients.

4

! This Condition is not met as evidenced by:
Based on observation, interview, and record
review the facility failed to ensure that

- rehabilitation services were adequately organized
! and managed to ensure the health and safaty of

| patients, by failing to;

a. Ensure outpatient rehabilitation services were
provided in accordance with State licensing
requirements (A0022);

b. Ensure the rehabilitation services engaged in
quality assurance and performance improvement
activities during the nine months preceding the
 survey (A0267);

i ¢. Ensure ali components of the clinical racords
: for patients receiving outpatient therapy services
were readily accessible (A0438);

d. Ensure the treating therapist authenticated all
entries in the clinical for patients receiving
outpatient PT (AD453)

e Ensure therapeutic diets served to were
arderad by the practitioner responsible for their
care (A0629),

. T Ensure elacirical patient care equipment

| received electrical safety/calibration testing at
appropriate intervals (A0724);

A1123

For corrective action see Tags A020,
A022, A267, A438, A453, AB29, A724,
and A1132.
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g Ensure therapy services were provided under
the order of the practitioner responsible for the
: patients (A1132), and;
g. Ensure OT services were provided in
accordance with physician's orders {A1132)
The cumulative effect of these systemic problems
rasulted in the failure of the facility te ensure the
provision of safe rehabilitation services.
A1132| 482.56(b) WRITTEN PLAN OF A1132
REHABILITATION TREATMENT
Services must be furnished in accordance with a v, .
written plan of treatment. Services must be given The Rehabllltatl_on Manager reviewed 10117/07
h - - and revised policy to address current
in accordance with orders of practitioners who are -
- authorized by the medical staff to order the process for evaluatloq and treatments of
i services, and the orders must be incorporated in | inpatients and to require a physician's
- the patient's record. | ;signature on all treatment plans prior to
- i iproviding ongoing physical therapy or
occupational therapy.
Ry
LI'he Rehabilitation Manager educated 11/14/07
staff on the plan of care process,
This Standard is not met as evidenced by: emphasizing the requirement for a
Based on staff intarview and review of the physician signature approving the plan of
facilities’ clinical records, policies and procedures care prior to physical therapy or
and medical staff rules and I’egl.l!allons. RSMC occupationa| therapy.
failed to ensure that occupational therapy
services provided to 1 of __ inpatients {Patients Th ilitati .
202) were provided in accordance with physician @ Rehabilitation Manager re-educated 01/03/08 &
) physicians (Department of Surgery and bngoing
orders. IVMC falled to ensure that physical Department of Medicine) on th
therapy services provided 1o 1 of __ inpatients -'°P e n the ps
(Patients 504) were provided In accordance with importance of signing the plan of care for |ndicated
physician orders, physical or occupational therapy in a
imely manner, Additional individual
Findings: hysician re-education was conducted
n an as needed basis. Physician Office
a) Raview of Patient 202's clinical record begun anagers were also educated.
at 9:06 am. on October 3, 2007, revealed a
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 Physician order for an occupational therapy audits are reviewed monthly by the ongoing
evaluation dated September 23, 2007. The Rehabilitation Manager and added to PI
clinical record contained an occupational therapy program as a Quality Indicator which is
evaluation and plan of care dated September 23, reported quarterly. Recent reviews

2007. The plan of care was not signed by the
physician. There was no evidence of an order for
i ongoing occupational therapy treatments. Review )
u?tgha c?ccupagonal merapy’:lyocumentaﬂon Chaf,ts?' 92% in January (39 charts),
| Tevesled that Patient 202 received accupational :UIDO % in February (31 charts), 100% in
| therapy treatments on September 25, 27, 28 and arch (47 charts).
i 29, 2007,

reveal the following: December, 2007
audits demonstrate 93% compliance (27

During an interview begun at 9:29 am. on
October 3, 2007, the director of physical therapy
stated that the facility did not have a policy
regarding the provision of therapy after
completion of an evaluation. The director stated
that it was the facility practice to place the therapy
plans of care in the physician's progress notes for
f the physician to review and sign. The director

. stated that ongoing therapy was routinely

| provided aRer an evaluation whether or not a

, physician order was received. The director

i acknowledged that the occupational therapy plan |
| of care had not been approved by the physician.

Review of the facility's policiss and procedures
begun at 10:23 am. on October 3, 2007 revealed
a policy titled "Physician's Orders.” The policy
stated, "All diagnostic and therapeutic activities
invalving the patient will be ordered by a physician
member of the Medical Staff*.

b} During an interview begun at 9:28 am, on
October 3, 2007, tha director of physical therapy
stated that the facility did not have a policy
regarding the provision of therapy after
completion of an evalvation. The director stated
that it was the facility practice to place the therapy
plans of care in the physician's prograss notes for
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the physician to review and sign. The director
| stated that ongoing therapy was routinaty
* provided after an evaluation whether or not a
 physician-order was received. The director
: acknowledged that the occupational therapy plan
of care had not been approved by the physician.

Rewew of the facility's policies and procedures
' begun at 10:23 am. on Oclober 3, 2007 revealed
a policy titled "Physician's Orders.” The policy
stated, "All diagnostic and therapeutic activities
involving the patient will be ordered by a physician
member of the Medical Staff".

Review of Patient 504's clinical record begun at
9:29 am. on Oclober 4, 2007 revealed a physician
i order for a physical therapy consult dated

‘ | September 30, 2007. The clinical record
contalned a physical therapy evaluation and plan
+ of care dated September 30, 2007. The plan of
care was not signed by the physician. There was
no evidence of an order for ongoing occupational
therapy treatmants. Raview of the physical
therapy documentation révealed that Patient 504
received physical therapy treatments twice daily
on September 3¢, 2007 and October 1 and 3,
2007,
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