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AGENDA
1. CALL TO ORDER J. Gioia
2. ROLL CALL
3. APPROVAL OF DECEMBER 14, 2011 MINUTES J. Gioia
4. PUBLIC COMMENTS J. Gioia
[At this time persons in the audience may speak on any items not on the agenda
and any other matter within the jurisdiction of the of the Governing Body]
5. FIRE ALARM SYSTEM UPDATE W. Appling
a. Presentation
b. Discussion
¢. Public Comment
d. ACTION: For Information Only.
6. FINANCIALS -DECEMBER 2011 J. Boatman

a. Presentation

b. Discussion

¢. Public Comment

d. ACTION: Acceptance of the December 2011 Financials.
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7. POLICIES J. Maxworthy
a. Presentation
b. Discussion
¢. Public Comment
d. ACTION: Approval of the Following New Policies:
- Plant Operations: Medical Equipment Management Program Policy
- Communications/Telecom: Electronic Communication and Personal Devices
8. QUALITY REPORT J. Maxworthy

a. Presentation

b. Discussion

¢. Public Comment

d. ACTION: For Information Only.

9. CEO UPDATE D. Gideon
a. Presentation
b. Discussion
¢. Public Comment
d. ACTION: For Information Only.

10. EMERGENCY DEPARTMENT YEAR IN REVIEW S. Thomas, M.D.
PERFORMANCE SNAPSHOT PRESENTATION
a. Presentation
b. Discussion
¢. Public Comment
d. ACTION: For Information Only.

11. MEDICAL EXECUTIVE REPORT L. Hodgson, M.D.
Presentation
Discussion
Public Comment
ACTION:
- Acceptance of Medical Staff Report
- Approval of Appointments, Reappointments and Changes
of Staff Status and Procedures

oo op

ADJOURN TO CLOSED SESSION

A. Reports of Medical Staff Audit and Quality Assurance Pursuant to Health and Safety Code
Sec. 32155.

B. Conference with Labor Negotiators (pursuant to Government Code Section 554957.6)
Agency negotiators: John Hardy, Vice President of Human Resources: California Nurse
Association.

ANNOUNCEMENT OF REPORTABLE ACTION(S) TAKEN IN CLOSED SESSION, IF ANY.
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5. PARCEL TAX REVENUE: COLLECTION and DISTRIBTUION REPORT

Ms. Gideon, Interim President and CEO provided brief information on the Measure D;
Parcel Tax Revenue Collection and Distribution report. Under the disclosure agreements of
the 2004 financing, DMC is obligated to report how much revenue is collected taxes and
how it’s been paid out on an annual basis.

A motion made by Supervisor John Gioia and seconded by Director Godley to accept the
report passed unanimously.

6. FINANCIALS - NOVEMBER 2011

On behalf of Mr. Jim Boatman, CFO, Ms. Gideon presented and sought approval of the
November 2011 financials.

Ms. Gideon reported outpatient and inpatient volume decreased significantly. LOS picked
up in September and increased in October and November at 4.5.

Ms. Gideon also reported a net loss was $2.8M in November. Net loss to date is $16M.
Payroll and supply expenses were under budget again, consistent with volume. Worked
FTE’s were 11.6% below budget, significantly below volume. Operating cash in November
was $4.4M or 12 days.

A motion was made by Director Zell and seconded by Directly Godley to approve the
November 2011 Financials passed unanimously.

7. QUALITY REPORT

Juli Maxworthy, DNP, VP Quality & Risk Management reported the following core
measures:
o Congestive Heart Failure (CHF), Surgical Care Improvement Project (SCIP) and
Pneumonia (PN) elements are all currently in the green (above 90%).
e Acute Myocardial Infarction (AMI):
- Most AMI elements for 3Q 2011 are in the green above 90%, except Fibrinolysis
treatment within 30 min. of arrival and PCI within 90 min. of arrival.
- Fibrinolysis within 30 min of arrival — only one out of two cases for Q3 2011 fell
out of the 30 min. requirement (low n/d ratio). Case has been reviewed by cardiology
group.
o The goals for the core measures are to move the goal to 95% next year.

Other data included:
e Inpatient and Outpatient Falls reported a decrease in 3™ quarter.
o Patient Satisfaction is improving in almost all areas.
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Clinical Laboratory Performance Improvement Key Indicators are green in all areas.

Employee health had an exposure in August with appropriate follow up.

Quality Updates:

- Radiology, all indicators are within desired results.

- Pharmacy & MERP monitoring improved, decreased percentage of overrides and
medication passes.

- Patient Satisfaction Summit to be held at the end of January to focus on areas to
improve in 2012.

8. CEO UPDATE

Ms.

Gideon announced updates for Medical Staff Officers effective January 1, 2012. They

are as follows:

» Chief of Staff — Laurel Hodgson, M.D.

» Chief of Staff Elect - Ernest I. Katler, M.D.

» Immediate Past Chief — Sharon B. Drager, M.D.
» Secretary/Treasurer — Richard S. Stern, M.D.

Paragon System: The electronic medical records implementation is progressing well.
The committee is evaluating options for efficiency in providing and developing greater
connectivity with the County and others who are upgrading systems. We continue to
work with the Paragon implementation while that initiative is still underway. The time
line for the physician order entry is April 23, 2012.

Contra Costa Local Agency Formation Commission (LAFCO): Director Zell and
Ms. Gideon met with LAFCO and presented the status of the District and the hospital to
the organization. The hospital is due for the 5 year LAFCO Municipal Service Review
in the fourth quarter of 2012.

Facility: Anticipating some esthetic facility upgrades to be completed early 2012.
Carpeting, paint, stair strips, and furniture were purchased two years ago which remains
in storage. Carpets will be installed from ED through the physician entrance. Replacing
furniture in ED waiting room and several other public areas. Labor and OT have been
budgeted.

COP: Institutional investor call was conducted. We can now begin to roll out the
official statement and anticipating completing a pricing call within the next 24 hours.
The interest rate will be determined and hoping to complete the sale within the next
week. Closing is scheduled for December 29, 2011.

Strategic Planning Initiative: An RFP has been sent to a number of planning firms to
bid as DMC’s advisor in the strategic planning initiative process. Ms Gideon provided
an overview of the RFP, which outlined the objectives, process and proposal
requirements.
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9. MEDICAL EXECUTIVE REPORT
Dr. Drager sought approval of the November Credentials Report. There were no policies.

The motion made by Director Godley and seconded by Dr. Walker to approve the Medical
Staff and Credentials report for November 2011 passed unanimously.

The meeting adjourned at 4:00 P.M.



FINANCIAL REPORT
DECEMBER 2011

TAB 6



110doY] [eIOUBUL] [ (7 JoqUIQ0(]

UOIIRIUISAI] pIeoy

d4INdD TVOIddN

?




JBOA JOU] e 19BPNG —gper JBOA SIU| compum

L1-08Q LL-AON LI-10O Li-des LI-6ny LL-inp LL-unp [L-Aey LL-idy LL-leN LL-Q8d LL-Uel QL-98Q OL-AON OL-190

£4P°9
Sip‘9
v.°9

i

'

o</

SMSIA JuanedinQ

000's

00S'S

0009

00S'9

0002

00S'2

F1-08@ LE-AON LI-190 ti-des |1-6ny Li-inp Li-unp Li-Aepy |1-idy  LL-Jey LL-God ||-uep 0L-98Q 01-AON 0L-120

967
208
§LS

sabieydsiq iuanedu]

ovv

o6t

(014°]

06s

o¥9

SAWN|OA 1UsIle




196pNg el SO AJUIUO | et

L1-08Q L E-AON L1100 LL-dog LL-Bny LL-|np pL-unppi-Aep LL-1dy | L-JeN | L-G8d | L-UBl QL-99Q0L-AON

i I nl._--.m.__d i 1 L L i L L i i m.m

A e

TV 2P

158 4

s1uliled pabieydsiq
Aels jo yibua Ajyauop



%01 dol
%S¢ dol
BAY Y4ewyduag eiuiojijed

(%S°SL) (%00 (%S°S1) 9bejuadiad awoduj 11N (%0°¢2) |%€0 (%L°12)
(8¢L'8l) |0 (8e1'81) $ (ss07) / awoduj 18N (980°2) €€ (€S0°0)
026V 696/, 688°ClL § S324n0S JaY10 WOy dwodu} 662 189 086
(850°€2) [(696°2) (£20°LE) § suonesado woyy (sso7)/awoduf(S8E‘Z)  |(8+9) (€€0°€)
(696°2) [€0L'¥P L rdA WAL § sasuadx3 bunesado jezol  |(H8S) €06°LL A ard
(680°02) |[vEL'9EL S¥9‘9lt § sanuaAady bunesado 19N [(LOS‘L)  [SSZ°LL vSv‘6

19bpng

|BN1DY

918 07 IE9A

1eA

19bpng

[enidy

378 O JIUOW

(spuesnouy)

1102 ‘L€ 43qwiadaQ
buipu3 poliad ayi 104

Alewwing - AMAIDY JO 1UBWIRIS




NIY6$ - Spun4 S 16 9V «
'‘0I0€S5$) ~OWH 3JedIp3jy / a4edIpaly «

‘OISY6°L$) - [ensswwo)/0dd/OWH <
'‘MSZL$) - OWH [eD-IP3N/[BD-IP3N <

9NUBA3Y 19N — SaduelieA 19bpng



OIZZ$) S1S0D BulIN1dNIISIY
MOY$ SpA0dal paAodisaq -( M 1/$) Sosuadx3 s|eluay

"S1SOD 2JeM1OS
UOSSIY)ON 150D dledad sSadXa ‘A11uNndas Jaybiy ‘malnsl

Japjunds aJly parsbpnqun - 92 $) SIIIAIRS paseydind

"S|ednnadewJeyd pue ‘siadewaded
‘syuejdwi ul uondnpal ‘s1sod Ajddns paxa|q - MzE€§ sa1ddng

‘MO0t $ JO SS9IX Ul 150D
Hjaudg ‘uonezjuebioas |eiidsoy pue buixa|} ‘Aoqe| 10eIIUOD
MO| 01 anp 13bpnq Jspun sauejes - (N6E$) sHjauag B saliees

S9suadx3y - saduelieA 196png



%0 do]

%S¢ do|
9beIBAY MJewyduayg eluiojijed

el oLl ysed Jo sAeq [e10]
L L 9/ Pa1d111S?Y SAe(
¢l G¢ ysed pauisatun sAeq
GEZ'6$ 618°Et$ ysed [e10]
900'v$ LY8°'62$ yseDd pa1d1I1say
622'S$ CL6'ELS Ysed pa1LIsaIun

010¢ L€ Joqwadad 102 ‘LE 13qwadag

(spuesnoy /)

1102 ‘L€ 19quiadeQ
uonIsod ysed

I



%01 do]

_ %S¢ doy
9beIaAY uewyduayg eluiojijed

Z°09 °89 9|qeAIadaYy SIUNO0JDY ul sAeq 19N

cey'ozs 1S6‘S1$ 9|BAIDIY SIUNOIDY 1UdIIed 19N
OLOC "L€ 49qwadag [10Z ‘L€ 49qwadag

(spuesnoy /)

1102 ‘L€ 43quiadeQ
9|qBAIDIY SIUNO0IDY

i



H/V Ul SAB(] e WRWYOUSY YD) ampuns

LL-08Q LE-AON L4900 +1-d8S LL-Bny LL-Inp Li-unp | L-Aep | L-1dy L L-Je |L-G84 | |-UBF 01-080 0F-AON 01190

i ' 'l A — ' i L '

¢ 09

L09

L9

Lcl

SS

09

- 59

0L

SL

08

Y¥/V ul sheq 19N

3|qeAIddY SIUN0IDY




Uk

'9JN1U3PUI puOg Mau 3y)
01 pae|aJ S| WOE$ JO @due|eq Ysed paldiilsay

‘'sAep N} [ $ Sem Jaquiadaq ul ysed bunesado

‘PuUD JeaA Ag p|os auniuapul puog NOY$ <
'19bpnqg mojaq %/ / 919M S J1 4 PINIOM <

‘urepe
19bpnq Jspun sasuadx3 Ajddng pue [joiAeq <

‘W8 L§ S! 21ep 0]
SSOT 19N "43quid3Q Ul INO'Z$ SeM SSOT 19N <

S1ulod A9 10day [eldueUl



DOCTORS &

MEDICAL CENTER
December 2011 Executive Report

Doctors Medical Center had a Net Loss of $2,053,000 in the month of December. As a result, net income
was under budget by $2,086,000. The following are the other factors leading to the Net Income variance:

Net Patient Revenue Factors Over / (Under)
HMO/PPO/ Commercial Volume ($1,945,000)
Medi-Cal/ Medi-Cal HMO ($75,000)
Medicare / Medicare HMO ($530,000)
AB 915 Funds $946,000
Expenses

Salaries & Benefits ($39,000)
Supplies $332,000
Purchased Services ($764,000)
Rentals ($71,000)
Restructuring Costs ($77,000)

Net patient revenue was under budget by $1,805,000. Gross charges were under budget in December
13.3%. Patient days were 15.1% under budget and discharges were 1.6% under budget. The large
revenue variance is created by the decrease in HMO/PPO business including rate increases put into the
budget that have not occurred. That business group by itself accounted for a $1,945,000 variance from
budget. Our volumes in Medicare and Medi-Cal were also under budget. We received AB915 funds in
December for a $946,000 positive variance. The AB915 funds were spread out over the year in the
budget.

Salaries and Benefits combined were under budget $39,000 while patient days were 15.1% under budget.
Worked FTE’s were under budget 7.7% as a reflection of the staffing reduction. The normal flexing of
staff for the volume decrease would have been $78,000 but we exceeded that amount by $295,000.
Benefits were over budget in December as large invoices for medical services to our employees came
through in December in excess of $400,000

Supplies were under budget $332,000. Our supplies should have been reduced by $41,000 based on our
volume. We were able to flex supplies another $291,000 with most of this reduction in implant,
pharmaceuticals and pacemaker costs.

Purchased services was over budget $764,000 in December. The largest overage was in fees to
McKesson. We have been working with McKesson to finance the cost of the Paragon project through
MedOne and have been reliant on their classification of their invoices for capitalizing the costs of the
upgrade. In reviewing the invoice classified as “Paragon upgrade” we found $685,000 that was
maintenance fees for both the old Horizon system and the new Paragon system. Cost for repairs for
equipment and elevators exceeded budget by $60,000 and Security continues to run over budget by
$25,000.

Rentals were over budget $71,000. We incurred a once time cost to destroy old records in storage costing
$40,000. This onetime cost will end up saving us money over the coming years. The balance of the
overage is for the financing cost of equipment that were not budgeted to be financed.

Restructuring Costs in the month were $77,000. These costs are one time unbudgeted costs we are
incurring due to the financial restructuring of the hospital.
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In accordance with regulatory and accreditation standards, the policies, procedures and
forms listed below have been developed and/or revised by the appropriate committees.
Please note that copies of all policies listed in Section A (New) and Section B (Revised with
Major/Substantive Changes)below are attached to this report, those policies/documents
listed in Section C (Revised with Minor/Non-Substantive Changes), will be available for
review in the Quality Department.

_ POLICY/PROCEDURE/FORMS [~ TYPE | REASON FOR REVIEW
A. New
1.Telecommunications
e Electronic Communications and Communications New policy

Employee Owned Devices

house-wide policy

2. Clinical Engineering
a. Policies:

Medical Equipment Management
Plan-2011

Medical Equipment Management
Program

Medical Equipment Maintenance
Priorities %if
Notification of Delays in!
Maintenance Equipment
Preventive Maintenance

Climical Engineering Rounds
Work Order System

Electrical Safety Testing
Electromagnetic Interference
Initial Inspections

Test Equipment Calibration
Hazard Recalls

SMDA Reporting

Repair or Replace Determination
Outside Service Control

Infection Control Guidelines for
Clinical Engireering

b. Form:

Non Hospital-Owned Equipment &

Non Hospital Owned Medical
Release Form L

Clinical Engineering policies
and a form

New policies and one
form
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DOCTORS MEDICAL CENTER

Manual: COMMUNICATIONS/TELECOM Sub Folder: COMMUNICATIONS
Title: Electronic Communications and Reviewed:

Employee Owned Devices Revised:

Effective Date: Page 10f2

PURPOSE:

1.0 PURPOSE

To set forth Doctors Medical Center policy concerning use of electronic communications and
any employee owned electronic device as defined in this section. This policy shall apply to all
Doctors Medical Center employees, volunteers, and physicians. For the purposes of this policy, any
employee owned electronic device shall be defined as any employee owned electronic device
capable playing movies, transmitting or receiving voice, text or data messages, including but not
limited to CD players, computers, cellular telephones, pagers, personal digital assistants (PDA's),
Bluetooth, or other wireless units. Doctors Medical Center reserves the right to modify this policy at
any time.

POLICY:

20 GENERALUSE -
a5l

Employees should restrict the use of those devices defined in section 1.0 of this policy to
non-work time and in non-work areas. Such devices should remain off at all other times unless
otherwise expressly authcrized by a Supervisor, Manager, Director or Administrator to conduct
Hospital business. The personal use of electronic devices when on break or meal periods is limited
to designated break/lunch rooms and the exterior of the Medical Center only and shall not interfere
with access to the facility or care of patients and visitors.

2.1 MEDICAL CENTER ELETRONIC EQUIPMENT

Medical Center issued required electronic handheld devices will be exempt from this
section, but should at all times be used in a manner consistent with their intent and not for personal
business.

2.3 PERSONAL PHONE CALLS

All personal phone calls should be restricted to non-work time only (breaks, meals,
before/after an employee’s shift). Employees should notify their external contacts / family members
that emergency phone calls are to be directed to the Medical Center switchboard for proper routing.
At no time should personal phone calls take place in patient care areas without the approval and
discretion of the Department Supervisor. While it is understood that there may be occasions to use
Medical Center telephones for phone calls, such use will be limited so as to keep lines open to the
unit or department, and shall in no way interfere with the provision of patient care or interaction with
visitors.
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24 LOSS, THEFT, DAMAGE

The Medical Center shall not bé held liable for loss, theft, or damage to any of the devices defined
in section 1.0 if this policy. '

PROCEDURES:

3.0 ENFORCEMENT

Violations of this policy may result in disciplinary action, up to and including termination of
employment.

Responsible for

reyiewl updating Director of Communications Telecommunications
(Title/Dept) Title Dept
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(N SCOPE

V.

The Medical Equipment Management Program is designed to ensure proper selection of the
appropriate medical equipment to support a safe patient care and treatment environment. The
Program will ensure effective preparation of staff responsible for the use, maintenance, and repair of
the equipment, and manage risks associated with the use of medical equipment technology. Finally,
the Program is designed to ensure continual availability of safe, effective equipment through a
program of planned maintenance, timely repair, ongoing education and training, and evaluation of all
events that could have an adverse impact on the safety of patients or staff as applied to the building
and services provided at Doctors Medical Center.

The program is applied to the hospital and the Cancer Center, Sleep Disorders Center, and the
Outpatient Clinic.

FUNDAMENTALS

A. The sophistication and complexity of medical equipment continues to expand. Selecting new
medical equipment technology requires research and a team approach.

B. Patient care providers need information to develop an understanding of medical equipment
limitations, safe operating conditions, safe work practices, and emergency clinical interventions
during failures.

C. Medical equipment may injure patients or adversely affect care decisions if not properly
maintained.

OBJECTIVES
The Objectives for the Medical Equipment Program are developed from information gathered
during risk assessment activities, annual evaluation of the previous year’s program, performance
measures, and environmental tours. The objectives for this plan are:

e Reevaluate levels of maintenance schedules for medical equipment.

e To increase training, both formal and informal for resident technicians.

¢ Implement handheld devices to reduce the use of paper.

ORGANIZATION & RESPONSIBILITY

A. The Board of Directors receives regular reports through the Environment of Care (EC)
Committee regarding activities of the Medical Equipment Program. The Board of Directors
reviews the reports and, as appropriate, communicates concerns about identified issues,
and regulatory compliance. The Board of Directors provides support to facilitate ongoing
activities of the Medical Equipment Program.
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B. The COO receives regular reports of the current status of the Medical Equipment Program
through the EC Committee. The COO reviews the reports and, as necessary,
communicates concerns about key issues and regulatory compliance to the medical staff,
nursing, Clinical Engineering, and other appropriate staff.

C. The Director of Plant Operations insures that the Medical Equipment Program is
implemented in all key clinical areas. Program manages a variety of activities, including
tracking of rental or leased equipment, warranty repairs, and contract services. The
Program also assists in the management of the activities of specialty contractors providing
services to other departments, such as radiology, laboratory, respiratory care, and surgery
and anesthesia.

D. The Assistant Chief, Clinical Engineering, under the supervision of the Chief Engineer
implements the in-house medical equipment maintenance program and tracks maintenance
provided by original equipment manufacturers, and other contractors who provide
maintenance and repair services for specific items of equipment.

E. Department heads orient new staff to their department and, as appropriate, specific uses of
medical equipment. When requested, the Assistant Chief, Clinical Engineering provides
assistance.

F. Individual staff members are responsible for learning and following job and task specific

procedures for safe medical equipment operation.

V. PROCESSES FOR MANAGING MEDICAL EQUIPMENT RISKS EC.02.04.01
Management Plan- EC. 91 01.01 EP7

The organization develops and maintains the Medical Equipment Management Plan to effectively
manage the medical equment risks of the staff, visitors, and patients at Doctors Medical Center.

Selection & Acquisition- EC.02.04.01 EP1

The Director, Materials Management has overall responsibility for coordinating the medical
equipment selection and acquisition process. Department heads and others, as appropriate,
collaborate to select and acquire medical equipment. Department heads develop
recommendations related to equipment to purchase. The organizations also subscribes to ECRI
research agency specializing in medical equipment. When appropriate, The Assistant Chief,
Clinical Engineering coordinate vendor negotiations, and ensure medical equipment considered for
purchase meets appropriate standards of performance and safety.

The Chief Engineer works with design professionals and medical staff to identify needs for space
and support of new equipment. They also manage the commissioning of new equipment. The
commissioning process includes assembly, installation, and testing of new equipment prior to initial
usage. The documentation of the tests is maintained by the Plant Operations.

The managers of clinical departments where new equipment is installed collaborate with Materials
Management and equipment suppliers to ensure appropriate education and training are provided
to all initial users of the equipment and a program for training additional future users is developed.

Capital equipment requests for medical equipment are included as part of the annual budget
process. The CEO and Board of Directors have final approval over all new medical equipment
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purchases. The Plant Operations department maintains documentation related to the Medical
Equipment.

Criteria & Inventory- EC.02.04.01 EP2

Doctors Medical Center maintains either a written inventory of all medical equipment or an
inventory of selected medical equipment categorized by physical risk associated with use and
equipment incident history. This includes all life support equipment. The Assistant Chief, Clinical
Engineer evaluates new types of equipment before initial use to determine whether to include this
equipment in the inventory.

Written criteria are used to identify risks associated with medical equipment. The risks include,
equipment function, physical risks associated with use, and equipment incident history as it relates
to patient safety. The risks identified are used to assist in determining the strategies for
maintenance, testing, and inspection of medical equipment. In addition, the identified risks are
used to guide the development of training and education programs for staff that use or maintain
equipment.

Equipment requiring a brogram of planned maintenance is listed as part of a maintenance
inventory. The list includes equipment maintained by in-house staff as well as equipment
maintained by vendors.

Maintaining, Inspecting, and Testing Activities- EC.02.04.01 EP3

The Director of Plant Operations, with the support of the Clinical Engineering department identifies
in writing the activities used for maintaining, inspecting, and testing all of the medical equipment in
the inventory used for the diagnosis, care, treatment, and monitoring of patients thus assuring
safety and maximum useful life. The determination of the appropriate activity is made as part of
the initial evaluation of equipment.

Potential activities may be selected to ensure reliable performance including:

e Predictive maintenance based on manufacturer’'s recommendations
¢ Reliability-centered maintenance based on equipment history

¢ Interval-based inspections based on specified intervals between tests, inspections, or
maintenance activity

4 '“
e Corrective maintenance based on a request for service or failure of the equipment to pass
internal self-tests (Such equipment is subject to an initial test on receipt, and asset
management)

Maintaining, Inspecting, and Testing Frequencies- EC.02.04.01 EP4

The Director of Plant Operations, with the support of the Clinical Engineering department identifies
in writing the frequencies for inspecting, testing, and maintaining medical equipment on the
inventory. The frequency of planned maintenance is determined based on criteria including
manufacturer recommendations, risk levels, and current hospital experience. The frequency of
maintenance is determined at the time of initial evaluation of the medical equipment based on the
following:

e Interval testing
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e Run-time based inspections

¢ Corrective maintenance

¢ Metered maintenance based on hours of use, or other time of use processes (This
strategy uses on-board clocks or event recorders to trigger specific tests, inspections or
service)

e Other strategies, based on the use of the equipment may include inspection immediate
prior to each use, for equipment used infrequently, borrowed or rented from vendors or
others

A work order is used to manage the work for each planned maintenance event. Work orders are
issued for maintenance performed by in-house staff and by contractors. The Assistant Chief,
Clinical Engineering or designee manages the work order generation and completion process.

Clinical Engineering Technicians perform assigned work orders and return completed work orders
to managers. Work done by outside contractors is tracked to ensure the work is completed in
accordance with the terms of a contract.

Doctors Medical Center has partnered with Universal Hospital Services (UHS) in an asset
management agreement.program; UHS currently manages BBraun Infusomat Space pumps,
Hospira Lifecare PCA machines, Gaymar SPR Plus lll (a low air loss mattress systems). UHS also
maintains the critical care ventilation units, these items include: Nellcor - Puritan Bennett model
840 Ventilation System, Philips - Respironics model BiPap Vision Ventilatory Support System as
well as Philips - Respironics V60 NIV Ventilation Systems. Any inspection information as well as
preventative maintenance documentation is being managed by Universal Hospital Services (UHS),
an on-site partner of the hospital.

Central Sterile or Sterile Processing documents performance testing or biological cultures on all
sterilizers used. This information is reported at their respective Quality Improvement Committee or
Infection Control meetings. Engineering and Plant Operations provides maintenance support on
sterilizers at Doctors Medical Center. Clinical Engineering provides maintenance support on
sterilizers at Doctors Medical Center.

In addition, Davita manages the performance testing and maintenance of the dialysis water
processing system. Davita currently manages the Fresenius and MarCor Millineum dialysis
systems. Chemical testing of dialysis RO product water is performed at least annually and
biological testing of the RO system is completed monthly. Each machine has biological testing
performed on a scheduled basis. Results are reported to the applicable Quality Improvement,
Infection Control or Safety / Environment of Care Committee.

Safe Medical Devices Act- EC.02.04.01 EP5

The Risk Manager is rq%@bnsible for monitoring and reporting all incidents in which medical
equipment is suspected in or attributed to the death, serious injury, or serious iliness of any
individual, as required by the Safe Medical Devices Act of 1990. The Risk Manager collects
information about potentially reportable events through the incident reporting and investigation
process. The Risk Manager and appropriate clinical staff conduct investigations of medical
equipment incidents to determine if the incident is reportable under criteria established by the Food
and Drug Administration.
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The Risk Manager uses the Sentinel Event Process to investigate and document reportable
incidents. The Risk Manager prepares quarterly reports for the Safety Committee on those
incidents determined to be reportable. The Risk Manager is also responsible for completing all
reports and handling other communications with medical equipment manufacturers and the FDA
required by the Safe Medical Devices Act.

Appropriate changes in processes and training are made through the performance improvement
process. The changes are communicated to all appropriate staff.

Emergency Proceduresi- EC.02.04.01 EP6

The Assistant Chief, Clinical Engineering, or designee assists in the development of written
procedures that are followed when medical equipment fails. These procedures include emergency
clinical interventions and the location and use of backup medical equipment. The head of each
department that uses life support or other life-critical medical equipment develops and trains staff
about the specific emergency procedures to be used in the event of failure or malfunction of
equipment whose failure could cause death or irreversible harm to the patient dependent on such
equipment.

These emergency response procedures provide clear, specific instructions for staff responding to
an emergency and provide information about notifying appropriate administrative staff of the
emergency, actions required to protect patients from harm, contacts for spare equipment or repair
services, and contacts to obtain additional staff to manage the emergency.

Each department head maintains copies of applicable emergency procedures in accessible
locations in their departments. Departmental staff receives orientation and ongoing education and
training about the emergency procedures.

Each deparfment head reviews the department specific medical equipment emergency procedures
annually.

Testing medical equipr'blr;ehnt prior to initial use- EC.02.04.03 EP1

The Clinical Engineerin@’ department will insure that a test is performed on all medical equipment
on the inventory beforetinitial usage. Clinical Engineering is notified by Materials Management or
user departments whenfequipment is received into the hospital. The Plant Operations department
performs, operational, and functional checks and inspections, including testing of clinical alarms
and an electrical safety inspection (where applicable) in accordance with all applicable policies and
procedures before initial use. The inventory includes, equipment owned by the Doctors Medical
Center, leased, and rented from vendors, with the exception of the infusion pumps and ventilators.
These inspection, testing and maintenance documents are maintained in the Plant Operations
department for review. The Chief Engineer, with the support of the Assistant Chief, Clinical
Engineering manages the program of planned inspection and maintenance.

Testing of Life Support Equipment- EC.02.04.03 EP2

The Assistant Chief, Clinical Engineering ensures that scheduled testing of all life support
equipment is performed in a timely manner. Reports of the completion rate of scheduled
inspection and maintenance are presented to the EC Committee each quarter. Information
included on the work order includes at a minimum: the asset ID (CE# or serial number), a
description of problem, the department, and the technician performing the work, a description of
the repair or maintenance action, and the time spent on the action. If the quarterly rate of
completion falls below 100%, the Assistant Chief, Clinical Engineering will present an analysis to
determine the cause of‘this problem and make recommendations for addressing it. These

4
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VI.

inspection, testing, and maintenance documents are maintained in Plant Operations department
for review.

Testing of Non-Life support Medical Equipment- EC.02.04.03 EP3

The Assistant Chief, Clinical Engineering ensures that scheduled testing of all non-life support
equipment is performed in a timely manner. Reports of the completion rate of scheduled
inspection and maintenance are presented to the Environment of Care Committee each quarter.
Information included on the work order includes at a minimum: the asset ID (CE# or serial
number), a description of problem, the department, and the technician performing the work, a
description of the repair or maintenance action, and the time spent on the action. If the quarterly
rate of completion falls below 90%, the Assistant Chief, Clinical Engineering will conduct an
analysis to determine the cause of the problem and make recommendations for addressing it.
Inspection, testing and maintenance documents are maintained by the Plant Operations
department for review.

Testing of Sterilizers- EC.02.04.03 EP4

Central Sterile is responsible for testing and maintaining of all types of sterilizers used in Doctors
Medical Center. Records of load testing and regular maintenance are maintained by Central
Sterile. Any improper results are documented as patient safety incidents and reported to the
Infection Control for evaluation and action. Documentation of the testing and maintenance
activities are maintaining in the Central Sterile Department for review.

Testing of Dialysis Equipment- EC.02.04.03 EP5

Davita manages the performance testing and maintenance of the dialysis water processing
system. The program of maintenance includes, regular cleaning and disinfection of all dialysis
equipment, and testing for compliance with biological and chemical standards for the dialysis water
supply. Corrective action will be taken for any value outside of AAHI limits. Davita currently
manages the Fresenius and MarCor Millineum dialysis systems. Chemical testing of dialysis RO
product water is performed at least annually and biological testing of the RO system is completed
monthly.Results are reported to the applicable Quality Improvement, Infection Control or Safety /
Environment of Care Committee. Documentation of the testing and maintenance activities is
maintained in the Dialysis Department for review.

Annual Tesiing and Calibration of Nuclear medicine equipment- EC.02.04.03 EP5

Qualified staff coordinates the inspection, testing and calibration of nuclear medicine equipment.
Clinical Engineering is résponsible for coordinating inspection, testing and calibration of Nuclear
Medicine Cameras. Angillary and test equipment is the responsibility of the facilities Nuclear
Medicine Department.

PERFORMANCE ACTiVITIES

The performance measurement process is one part of the evaluation of the effectiveness of the
Medical Equipment Program. Performance measures have been established to measure at least
one important aspect of the Medical Equipment Program.

The performance measure for the Medical Equipment Program is:

e 95% of PM's are completed within 30 days of PM generation date. This information will
be reported to the EOC Committee on a quarterly basis.
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Evaluating the Management Plan- EC.04.01.01 EP15

On an annual basis, Plant Operations Director evaluates the scope, objectives, performance, and
effectiveness of the Plan.to manage the medical equipment risks to the staff, visitors, and patients
at Doctors Medical Center

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for
review/updating
(Title/Dept) Title: Director, Plant Operations Dept: Plant Operations




Title: Medical Equipment Management Plan Page 1 of 4

DOCTORS MEDICAL CENTER

Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Medical Equipment Management Reviewed:

Program Revised:

Effective Date: Page 1 of 3

PURPOSE:

To define the types of equipment supported by the Clinical Engineering department. To establish
responsibilities for equipment maintenance and support.

PURPOSE:

To provide a quality oriented clinical equipment service management program which meets
operational, financial and regulatory requirements.

PROCEDURE:
Clinical Engineering shall:

A. Repair, maintain, or manage the maintenance of diagnostic, therapeutic, and
monitoring equipment used to treat Doctors Medical Center patients.

B. Test and ensure the operating safety of clinical equipment utilized at Doctors Medical
Center according to requirements set forth by TJC, OSHA, NFPA, Title 22, and other
appropriate regulatory agencies.

O

Maintain a facility “Equipment Inventory List” for the devices specified above.

D. Perform and document all required safety, corrective and preventive maintenance actions
for the devices specified above. Clinical alarms will be tested for functionality and audibility
during the PM inspection.

E. Affectimmediate and timely repair of all clinical equipment found to be malfunctioning
and/or operating outside the required safety standards.

F. Maintain a paperless “Historical Data File” for each listed device to include all repair
and maintenance actions performed.

G. Provide documentation, upon request, to each using area detailing all work accomplished
and the equipment status.

H. Inspect all Clinical Equipment prior to its initial use and at intervals to be identified
utilizing a “Risk Based” evaluation system.

I.  Provide a quality assurance program to validate the performance of the Clinical
Engineering program.

J.  Continually review, monitor and when appropriate, address any and all pertinent
regulatory changes, including but not limited to:

FDA (Safe Medical Devices Act)
TJC
NFPA

OSHA
Other Regulatory Agencies

M

L
F
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RISK FACTOR CRITERIA FOR INCLUSION IN THE EQUIPMENT MANAGEMENT PROGRAM

The following criteria will be used to determine if a piece of equipment will be included in
Equipment Management Program. The three factors that will be measured to determine
inclusion into the Equipment Management Program are: Equipment Function, Clinical
Application, Maintenance Requirements, and Environmental Use Area.

1. Equipment Function: This is best defined as the role the equipment may play in patient care and
Hospital/Departmental support. The area which particular pieces of equipment serve shall be
considered when evaluating equipment function using the table below.

EQUIPMENT FUNCTION TABLE
Therapeutic-Life Support 1
Therapeutic-Surgical or Intensive Care
Therapeutic-Patient or Treatment
Diagnostic-Surgical or Intensive Care
Diagnostic-Other Physiological Monitoring
Analytical-Lab Analyzing
Analytical-Lab Accessories
Analytical-Computer Related
Miscellaneous-Patient Related
Miscellaneous-Non-Patient Related

= N OWOWPrA,OTONO®O©O

2. Clinical Application: Considers the question of the possible consequences to patients and
staff in the event of equipment failure, which could result in death, injury, and misdiagnosis,
disruption of services or loss of critical materials using the table below.

CLINICAL APPLICATION TABLE

Potential Patient Death

Potential Patient Injury

Equipment Damage

Inappropriate Therapy of Mis-Diagnosis
No Significant Identified Risk

= NWhr O

3. Maintenance Requirement: The number of corrective work requests that have occurred with the
specific device in the last 12 month period. This number may range from 1 to 5, based upon the table
below: vl

MAINTENANCE REQUIREMENT TABLE
Corrective Factor Number of Corrective Actions (12 Month Period)
1 0-1 Actions Annually (No PM Required)
2 2-3 Actions Annually (Annual PM Required)
3 4-5 Actions Annually (Semi-Annual PM Required)
4 6-7 Actions Annually (Quarterly PM Required)
5 8 Actions and above (Monthly PM Required)




4. Incident History: Considers the number of documented incidences, such as abuse or
hazard recalls that could potentially have an impact on the performance of the medical
device using the table below:

(A

INCIDENT HISTORY TABLE

Less than 3 Months
Every 6 Months
Every Year

Every 3 Years
Every 5 Years

“NWpL O

5. Environmental Use Area: Considers the question of the possible consequences of the
potential impact that the physical environment could have on the performance of the
medical device using the table below:

ENVIRONMENTAL USE AREA TABLE

Anesthetized Locations
Critical Care Areas .
Wet Locations i,
General Care Areas: ;
Non- Patient Care A;r_)eas

= NWHOM

The environmental use area is added to the incident history factor, maintenance requirement factor,
the clinical application factor, and the equipment function factor to determine the total risk level
factor. The risk level factor total is used as a part of the system to assign devices into risk levels of 1-
5. The tier system provides an ongoing process for evaluating the level of preventive maintenance
support and inclusion into the program.

RISK LEVEL TABLE
Risk Assessment Total Risk Level
0-5.99 5
6-11.99 4
12-14.99 3
15-17.99 2
18 or Greater 1

When a device is first added to the equipment database, a default maintenance requirement factor of 1
is automatically assigned. As corrective work requests are attached to the asset throughout the life
of the asset, the maintenancefequirement factor from 1 to 5 may be adjusted to the equipment
function and clinical application values to complete the risk level total described as above. As this
total risk level increases, the threshold from one tier to another may occur.

4. The Clinical Engineering department will ensure the following:



A. All clinical equipment is evaluated for inclusion in the program.
B. Include in the program, any equipment that exceeds a total risk assessment score of 6.
C. Al clinical equipment risk factors are consistently applied throughout the database.
D. Maintain a database of equipment to be included in the program.
REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations
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POLICY:

It is the responsibility of the appropnate Clinical Engineernng Technician to prioritize all scheduled
and unscheduled work requests. Requests should be prioritized as urgent, preventive, routine,
or deferred.

PURPOSE:

To prionitize Preventive and Corrective Maintenance Actions.:

PROCEDURE:

1. Life Support Preventive Maintenance Actions will have a higher priority than Corrective
Maintenance with the exception of emergency Corrective Maintenance Work
Orders.

2. To facilitate the efficient allocation of CE and Hospital resources the following priority
system has been established for corrective work orders:

EMERGENCY These are corrective actions of such a nature that failure to take
immediate action or actions as soon as possible will jeopardize the
operation of the Hospital with respect to its primary function and
service.

ROUTINE These are corrective actions which should be performed at the
first
opportunity but their nature such that the primary function of the
Hospital is not significantly affected.

DEFERRED These are projects or corrective action that will in no way affect
the primary function and service of the hospital.

For all service requests or technical assistance the user should contact Clinical Engineering,
by telephone, extension 5520.

Work Orders are entered in the computer for record keeping and work scheduling. The
appropriate Clinical Engineering operational manager will normally determine the priority
assigned to the requests. Input from the users is encouraged.

3. All repair actions involving clinical equipment will be documented on a Work Order with any
corresponding attachments.

4. The Clinical Engineering request procedure by telephone or on-line request should be as
follows:

A. Identify the malfunctioning equipment by equipment name, model, the manufacturer,
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CE number, if available, and its physical location in the Hospital.

B. Explain the problem or malfunction as clearly as possible.

Reports detailing labot man-hours and material costs will be made available to Nurse
Managers upon requést. An itemized report of all corrective and preventive
maintenance actions by CE number will also be made available upon request.

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for
review/updating
(Title/Dept) Title Director, Plant operations Dept Plant operations
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POLICY:

During normal working hours, Clinical Engineering will respond to all requests for service within 20
minutes.

Ten (10) business days has been identified, by Clinical Engineering management, as the maximum
allowable repair time for all equipment (see Policy CE-007). In the event that a work order cannot be
completed in the requested time or within ten days the Clinical Engineering technician will notify the
request originator or department Manager and inform them of the reasons that the equipment
repair will be delayed and provide them with an estimated time of repair.

PURPOSE:

To establish the standard for maximum response time and repair tum-around time from the
Clinical Engineering department on all requests for service.

To set the procedure for reporting to the appropriate department Manager any unavoidable delays
in excess of ten days for completing a work order.

PROCEDURE:

1. All requests for service should be responded to within 20 minutes during normal working hours.

2. During the course of performing maintenance on clinical equipment, there will be times when the
unavailability of spare parts, technical documentation or work hour limitations will make it
impossible to facilitate a repair within ten days. In the event that a work order cannot be
completed in the requested time or within ten days the Clinical Engineering technician will notify
the request originator or department Manager and inform them of the reasons that the equipment
repair will be delayed and pfowde them with an estimated time of repair.

3. It is understood that there are occasions when a faster repair time is deemed necessary.
(i.e. specialized or one of a:-kind items) These will be handled on a case by case basis with the
agreement of the Clinical Engineering department and the Manager of the responsible
department.

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations




. DOCTORS MEDICAL CENTER

Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Medical Equipment Preventive Reviewed:

Maintenance Revised:

Effective Date: Page 1 of 3

POLICY:

Maintain a comprehensive Periodic Maintenance Program that will include a testing and maintenance
program for all equipment included in the program.

Clinical Engineering and EOC/ Safety Committee determine the interval of periodic maintenance
inspections by using Risk assessment, Data Driven (Corrective Maintenance) Information, Industry
Standards, Manufacturer Recommendations, and Facility experience.

Periodic Maintenance documentation is stored in the Computerized Maintenance Management
System (CMMS) database. Periodic Maintenance includes Preventive Maintenance
Inspections and Electrical Safety Inspections.

Equipment will be included in this program if it meets one or more of the following criteria:

1. The equipment is esséntial for life support.
2, The equipment requires testing due to regulatory/mandatory regulations.
3 The equipment requires a more intensive maintenance schedule, by reason of its

complexity or extended use schedule.

4, The incident of failure history indicates that the equipment is in need of an intensified schedule
of preventive maintenance.

5. The equipment is supplied by or maintained by outside vendor.

6. The equipment is under lease and the periodic maintenance schedule is part of said lease.
(Some Rental/Leased PM's are by agreement the rentalllease company’s responsibility.
Reports are provided to us as to the PM task, schedule and completion of these PM's).

7 The equipment is undegwarranty covering service parts only. (Required periodic
maintenance will be cempleted by the Clinical Engineering Department)

8. If maintenance historyiis tracked. (Some equipment maintained under contract and/or
history is not tracked may not be included in the PM Program).

£y
<

PROCEDURE:

1. During the middle of the month prior to PM due date, PM's are automatically generated by the
Computerized Maintenance Management System (CMMS). This allows prior review of due
equipment to ensure necessary PM parts are ordered and available. This schedule will cover
all equipment to receive a periodic maintenance inspection. The work schedule will be broken
down to assign units or devices to specific biomedical technicians. Work orders will be generated
and distributed to the assigned technician.
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2.

10.

Maintenance is performed in accordance with the established periodic maintenance procedure.
These procedures are based on manufacture protocols and/ or facility experience. The
assigned engineer or technician shall document the maintenance, including any pertinent
observations on the work order. The equipment under test receives a PM sticker. When
maintenance and documentation is completed the work order is subsequently updated in the
CMMS. .

If scheduled work cannot be completed or performed (i.e., parts are needed, equipment is in use),
the reason is documented in a work order. Steps will be taken to insure that the necessary parts,
etc. are ordered to complete the work order.

If scheduled maintenance is being handled by an outside vendor, the Clinical Engineering
Department will notify the vendor and schedule the PM service. When maintenance and
documentation is completed the work order is subsequently updated in the CMMS.

Life Support Equipment- This classification of equipment requires a 100% PM completion
percentage. However, there are times when removing a piece of equipment from a patient only
for PM completion purposes may compromise patient safety. When equipment is in use and
cannot be removed, Clinical Engineering will work closely with the user department to ensure
that the equipment is inspected once it is removed from the patient.

Non Life Support Equipment- This classification of equipment requires a 95% or greater
completion percentage.

PM work orders which canngt.be completed during PM can be completed as “Could Not Locate”
only after the following three: steps have been followed and documented in order. 1) the
technician has made a concerted effort to locate the equipment during the month due 2) the
assistance of the equipment owner department has been requested and received. The
technician will obtain the help of clinical department supervision/ staff for difficult to locate
equipment 3) and if approved by a Clinical Engineering Operations Manager after another
concerted effort was made to locate the equipment. PM'’s should be completed no earlier than
20 days prior to the scheduled completion date, and no later than 40 days after the scheduled
completion date.

If a piece of equipment cannot be located for two (2) consecutive PM cycles it will be removed
from service and deactivated in the CMMS.

Management rounding may be used as a means of ensuring technician competency and that
correct PM procedures and actions are taken.

PM completion percentage is reported to the relevant EOC/ Safety Committee on at least a
quarterly basis.

Longer or shorter periodic maintenance intervals are adopted after documented justification based
on previous safety testing recqy,sis.

REFERENCES: f
NFPA 99, 1996 Edition
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CMS CoP §482.41(c)(2) i

Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations
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DOCTORS MEDICAL CENTER

Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Clinical Engineering Rounds Reviewed:
Revised:
Effective Date: Page 1of 1
PURPOSE:

To proactively seek out areas of concern with customers, including:

equipment issues

checking for out of date stickers
identifying/confirming departmental inventories
customer satisfaction issues

special departmental concerns

To market the presence, and skills of the Clinical Engineering personnel. These skills include
availability of in-service education, consultative services, and technical expertise.

To establish uniform procedures for performing rounds to major departments, and to identify
documentation required in support of rounds.

POLICY:

Staff from Clinical Engineering, will visit all major equipment owning/user departments as assigned.
This visit will include a visual inspection of equipment as well as contact with key department
personnel. The rounds are documented in the Work Order Database.

PROCEDURE:

Personnel from Clinical Engineering will participate in the rounds procedure. Rounds will be
conducted as part of the monthly round work order.

The purpose of the Clinical Rounds is to:

1. Discuss the status of equipment items in Clinical Engineering for repair.

2. Observe potential equipment hazards. ( ie: liquids on electrical equipment, etc.)
and correct any identified hazards .

3. Verify critical battery operated equipment is plugged in.

4, Observe operatidn of equipment to ensure proper usage. Schedule in-service if
improper usagé'is observed.

5. Provide greater:visibility of Clinical Engineering to equipment operators thereby
developing trusting relationships.

6. Checking for out of date/ missing stickers and identifying/confirming departmental
inventories.

The technician performing the rounds is responsible for documenting the rounds procedure to
include time spent, and topics or issues discussed. The technician is also responsible for
communicating to the operational manager, any topics or issues of concern discussed each
day during the rounds.

Rounding will be a topic of discussion at each employee’s annual evaluation and will be a
component in overall scoring.

REFERENCES:
NFPA 99, 1996 Edition; CMS CoP §482.41(c)(2)

Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations
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Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Work Order System Reviewed:
Revised:
Effective Date: Page 1of 2
POLICY:

The Clinical Engineering department has adopted a standard work order system for all departments
requesting maintenance on clinical equipment. When a malfunction occurs with a piece of clinical
equipment that is encompassed within the program of the Clinical Engineering department, the using
department shall notify Clinical Engineering during rounds, by telephone, by on-line web request or by
bringing the device to the Clinical Engineering office. Upon receipt of the request, a work order will
be initiated in the Work Order Management Database, including assignment of the work order to
a technician for completion. The ultimate priority classification (emergency, routine, or deferred) will
be determined by a Clinical Engineering manager, based on the needs of all departments.

PURPOSE:

To provide guidelines for the receipt and processing of Clinical Engineering service requests.
PROCEDURE: '

Any unscheduled work will be (documented on an electronic work order.

The clinical equipment Work Oraer will be assigned a priority of maintenance as defined below
and detailed in Policy CEM-003:

EMERGENCY Valid emergency repair requests
ROUTINE Completed at first opportunity
DEFERRED Completed as opportunity permits

Urgent requests for technical assistance should be requested by telephone. When Clinical
Engineering personnel are contacted with an “Emergency” request, the following information will
be provided:

1. Department calling.
2. Name of person to contact in that department.
3. Reason for urgent call.

Priority assigned to the requests:will normally be determined by the appropriate Clinical Engineering
operational manager. Input from the users is encouraged.

The following information should be provided on the Work Request, by the person originating the
request for service, or by the CE technician:

1. C.E. Number

Cost Center
Equipment Description
Telephone Number
Name of Contact

Location of Equipment
Description of the problem

NOo o b w DN




Title: Work Order System Page 2 of 2

Upon completion of the work, the technician will complete the electronic work order by noon the
following day. All pertinent inforrpation relating to the service request will be gathered by the
technician for data entry and the work order will be completed in accordance with Policy CE-003.

All work orders are dated and logged for record keeping. The ultimate priority will be assigned
by a Clinical Engineering manager in accordance with the needs of all departments.

In the event that a work order cannot be completed in the requested time or within ten business
days (as specified in Policy CE-004), the Clinical Engineering technician will notify the request
originator or department Manager and inform them of the reasons that the equipment repair will be
delayed and provide them with an estimated time of repair. It is the responsibility of each
Clinical Engineering technician to follow-up on such situations as needed and personally contact
the request originator or department Manager if necessary.

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for i '
review/updating '

(Title/Dept) Title Director, Plant Operations Dept Plant Operations



DOCTORS MEDICAL CENTER

Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Electrical Safety Testing Reviewed:
Revised:
Effective Date: Page 1of2
POLICY:

The Clinical Engineering department performs electrical safety testing, on all electrically powered
diagnostic and therapeutic clinical equipment, under the responsibility of Clinical Engineering as
identified by Doctors Medical Center.

PURPOSE:
To ensure all electrically powered clinical equipment is electrically safe for patients, visitors and staff.
PROCEDURE:
A. Clinical Engineering is responsible for the performance and documentation of
scheduled Electrical Safety Inspections (ESI) on all clinical equipment.
B. ESI's will be conducted in accordance with all established standards and guidelines.
Measurable parameters will be evaluated with a calibrated electrical safety analyzer.
C. The results of all ESI's will be recorded and will remain on file in the Clinical Engineering
department database.
D. All electrically powered clinical equipment will be evaluated as part of the Incoming
Inspection of clinical equipment and periodically thereafter.
E. Electrical diagnostic and therapeutic equipment excluded from the PM will receive at
least a 5 year ESI.
F. Rental, loaner, leased units, trial units, and any physician owned equipment will be tested
prior to its use.
G. Equipment not meeting current standards will be withheld from service until corrected.

Clinical Laboratories — Clinical Engineering follows the electrical safety guidelines as set forth by
the College of American Pathologists in the COMMISSION ON LABORATORY ACCREDITATION
Laboratory Accreditation Program LABORATORY GENERAL CHECKLIST - 9/27/2007

1. Electrical safety testing will be performed when placed into service.

2. Electrical safety testing will be performed when equipment is moved and a safety problem
is noted (i.e. power cord is damaged, cord frayed, etc.).

3. Electrical safety testing will be performed when equipment is repaired.

Scheduled Electrical Safety Inspections

1. The areas of inspection are divided into segments and each segment is scheduled for an
ESI.

2. The appropriate CE operational manager will assign the ESI to the CE Technician that
has responsibility for the area. The Technician will perform an ESI on the electrically
powered clinical equipment which is not in the preventive maintenance program.

3. The Technician will perform and document the ESI.

4. Any equipment not meeting the ESI standard will be removed from service and a corrective
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maintenance work order will be opened against that piece of equipment. The unit will not be
returned to service until the discrepancy is corrected.

5. The Technician will document all time for the ESI inspections against the work

order number.

The results of all inspections performed on electrical and electronic systems and equipment, including
any action taken or recommended, will be made available upon request to the appropriate Nurse
Manager or Department Manager.

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for
review/updating
(Title/Dept)

Title Director, Plant Operations

Dept Piant Operations




DOCTORS MEDICAL CENTER

Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Electromagnetic Interference Reviewed:
Revised:
Effective Date: Page 1of2
POLICY:

Doctors Medical Center (DMC) recognizes that the proliferation of electronic devices in use
within the hospital environment poses a potential electromagnetic interference (EMI) risk to medical
equipment. Cellular/cordless telephones, wireless computers & handheld computers (Palm Pilot,
Pocket PC, etc.) and the two-way radios often employed by health system personnel are all
recognized as potential sources of EMI.

DMC will minimize the risk associated with this phenomenon by limiting the use of EMI generatin
devices in Patient Dependant Equipment (PDE) locations such as FICU, MICU, Telemetry Unit (4
floor), Emergency Department, Operating Room, and Cath Lab, monitoring locations in outpatient
facilities, etc. A PDE location is defined as an area which has equipment attached to patients who, if
the equipment malfunctions, could cause or contribute to the serious illness, injury, or death of the
patient.

PURPOSE:
This policy shall define:
Potential EMI generating devices

Restricted arezs for use of EMI generating devices
Procedures for emergency use of two-way radios in restricted areas

PROCEDURE:

The following devices are con'sidered to be restricted for use in PDE locations:

Two-way radios - General Mobile Radio Services (GMRS)*
Ham (CB) radios

*GMRS radios operate at between 1 and 5 watts and require a FCC license.

The following devices should be used with caution in PDE location:
e Cellular/Cordless Telephones
e Computers with a wireless network or a wireless modem Wireless handheld computers
(Palm Pilot, Pocket PC, etc.) Two-way pagers
e Wireless LAN phones
e Two way radios — Family Radio Service (FRS)** Any device known to emit electromagnetic energy
**FRS radios operate at a maximum of 0.5 watts (500 milliwatt) and do not require a FCC license.

Although these devices are not specifically prohibited in PDE locations, they should only be used
when essential and preferably in areas away from life support medical equipment. DMC staff should
ensure that EMI generating devices are not within three (3) feet of critical medical devices.

Restricted Areas
Two-way radios (GMRS) and hiam radios are restricted from use in-all PDE locations:
Procedures for Emergency Use of Two-Way Radios in Restricted Areas
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Although there are certain potential risks associated with using two-way radios in Patient Dependant

Equipment locations, there are clearly unacceptable risks in prohibiting the use of these devices by
Public Safety, hospital safety/security officers, EMS personnel, and Life Flight personnel. This policy
is not intended to prohibit the use of two-way radios in PDE locations, but rather to restrict their
use to emergency situations.

Whenever a Public Safety, Hospital safety/security officer, EMS personnel or a Life Flight employee is
in a PDE location and an emergency occurs which requires the use of a two-way radio, they should
make their best effort to adhere to the following guidelines which are listed in order of preferred
compliance:

e Immediately leave the PDE location to use the two-way radio

(Interference created by transmitting from RF devices is minimized as the distance between
the RF device and the affected equipment is increased.)

¢ If circumstances dictate the emergent use of a two-way radio in a PDE location,
transmitting near any energized medical device should be avoided at all times.

o |If output levels are adjustable, use the lowest setting possible this still facilitates acceptable
communications.

If any equipment in the vicinity of the radio user should malfunction while the radio is in use,
use of the radio is to be terminated immediately! Any further use should be conducted from a
non-PDE location.

Review

The Center for Devices and Radiological Health (CDRH), a division of the FDA, in cooperation with
the Association for the Advancement of Medical Instrumentation (AAMI) has also developed
guidance standards for medical device manufacturers seeking pre-market approval.

Clinical Engineering will continue to review technical publications and standards for trends and
updates relating to this issue and communicate noteworthy advances to the EOC Committee. Clinical
staff may contact Ciinical Engineering (phone 5023) if they suspect that the function of a medical
device has been affected by an:EMI generating device. Clinical Engineering will follow up on any
incident and report to Risk Management.

Exceptions e
Very low power mini-cell systems or Family Radio Service two way radios may be used throughout
the hospital in order to facilitate the emergent nature of the healthcare business. The devices
have a very small operating range, emit less power than handheld cell phones and are much less
likely to cause interference with medical devices.

NOTE: Air waves are unprotected and conversations may be intercepted by other telephones.
Refrain from the disclosure of protected health information during cellular phone conversations to

prevent the breach of a patient's right to confidentiality.

REFERENCES:
NFPA 99, 1996 Edition; CMS CoP §482.41(c)(2); CDRH; AAMI

Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations




DOCTORS MEDICAL CENTER

Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Initial Inspections Reviewed:
Revised:
Effective Date: Page 10of2
PURPOSE:

To assure that all clinical equipment is inspected prior to its initial use and identified for inclusion/
exclusion in the equipment management program.

POLICY:

All Clinical (Diagnostic and/or Therapeutic) Equipment coming into Doctors Medical Center that
is included in the Medical Equipment Management program is tested before initial use and
appropriately inventoried. These tests, evaluations, and inventories are documented.

All clinical equipment, regardless of ownership, falling under the responsibility of Clinical Engineering
is covered by this policy. The following categories of equipment provide examples of equipment
covered under this policy:

e Rental/Leased Equipment

e Physician-Owned Equjpment
¢ Donated/Loaned EquiE;ment

e Hospital-Owned Equipment

Equipment purchased, leased, on-loan, here for trial evaluation, or equipment donated, must pass
the incoming inspection before it will be allowed into the Hospital.

PROCEDURES (Hospital Owned Equipment)

A. When notified that new clinical equipment is received in the hospital, Clinical Engineering will initiate
a work order.

B. The Clinical Engineering Department will ensure that the new equipment is inspected for:
1. Presence of all accessories required for proper operation.
2. Presence of Operators Manuals and Technical Service Manuals, and Schematics.

3. Proper operation of the equipment as specified in the performance specifications in
the manufacturer’'s service literature.

Clinical alarm functionality and audibility.
5. Passage of electrical afety requirements as specified by NFPA, and other applicable

agencies. i

6. Inclusion into, or exclusion from, the Equipment Management Program.

C. If equipment passes all required inspections the Technician will affix a Clinical Equipment
Maintenance inspection sticker in a visible location on the device.

The Clinical Engineering Technician who performs the inspection is responsible for ensuring the
completion of the initial inspection documentation. If the Technician determines that an in-
service education would be beneficial, the technician will make a recommendation to the
Education Department or the department Manager. Should a manufacturer in-service be
required, the Technician will assist in coordinating this effort with the Education Department.
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D. Testing of devices brought in for demonstration or trial evaluation:

Doctors Medical Center is responsible for the safety of all patients, staff, and visitors: When
notified that clinical equipment is coming into the Health System for loan, evaluation, or
demonstration, Clinical Engineering will evaluate the equipment to ensure that it is safe.

1. All electrical equipment which passes the Clinical Engineering safety inspection will have a
Clinical Equipment Maintenance sticker affixed in a visible location, indicating that it has be in
inspected, and is safe for use in the Hospital. (Certain battery-operated devices may be
excluded from the PM program, and will not have a sticker affixed. Device included in
the program, but that do not require regular preventive maintenance will also receive a “PM
Exempt” sticker)

2. For easy of use and quick identification, the Clinical Equipment Maintenance stickers are
color-coded and numbered to correlate with the month that the PM is due. (See attached
illustration)

3. Any equipment that fails the Clinical Engineering safety inspection will be returned to its
originating source with a description of the failure. This unit will be prohibited from being
used in the facility until it has been repaired and satisfactorily passes the Clinical Engineering
safety inspection.

E. Equipment on loan or trial to the facility.

Loaned or trialed equipment is tested prior to its use in the Health System, unless an
emergency dictates otherwise. In this instance, the user should ensure with reasonable
certainty that the equipment is in safe working condition before operating. If the equipment is to
remain in the Health System subsequent to its emergency use, it must be safety tested by the
Clinical Engineering Department.

F. Equipment intended for use‘»in a clinical laboratory application.

Equipment intended for use in a clinical laboratory application, for the analysis of body fluids,
cells or tissues, must be approved by the office of the Director, Clinical Laboratories,
Department of Pathology, and safety tested as required by CAP prior to being placed into
service.

G. Non Hospital Owned medical equipment.

Follow DMC Inspection of Patient Care Equipment Procedure or Non Hospital Owned Medical
Equipment Policy.

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for
review/updating .
(Title/Dept) Jitle:Director, Plant Operations Dept Plant Operations




DOCTORS MEDICAL CENTER

Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Medical Equipment Management Reviewed:

Program Revised:

Effective Date: Page 1 of 1

POLICY:

All test and measuring equmqnt utilized in the Clinical Engineering department will be calibrated
at least annually.
PURPOSE:

To ensure all test devices, utilized in the maintenance of the clinical equipment, perform in
accordance with the manufacturer’s specifications.

PROCEDURE:

e Aninventory of all test equipment utilized to maintain the clinical equipment will be kept in the
electronic database. This inventory should list all pertinent information (manufacturer, mode! & serial
numbers, etc.) as well as current calibration dates.

» Inventory will be certified by either the original manufacturer or a company to be NIST traceable.

» Calibration certificates for each piece of test equipment shall be filed in the Clinical Engineering
Department.

» The calibration certificates will be made available for any inspection agency representatives as
well as hospital personnel during normal working hours.

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2) . ..

Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations
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Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Hazard Recalls Reviewed:
Revised:
Effective Date: Page 1 of1
POLICY:

The Clinical Engineering Department shall follow the prescribed course of action (if any) for recalls,
take such action, and document actions taken.

PURPOSE:

To ensure that clinical equipment in the environment of care is safe and poses no threat to the
patients or staff, and to ensure that necessary actions are taken to correct any equipment hazard or
recall event.

PROCEDURE:

A. Materials Management receives all hazard recall and alerts. When notice of an equipment
hazard or recall is received by Clinical Engineering, the Assistant Chief, Clinical Engineering or
designee will ensure that the equipment inventory database is reviewed to determine if any
Hospital equipment is affected.

B. If there is equipment in the inventory which has been identified in the alert or recall, the
Clinical Engineering department will:

* Notify the Department Manager of the alert or recall.
e Locate the equipment.

o Take the recommended steps described in the alert.
e Make an appropriate entry in the alerts database

e Document the actions in the work order system, or log the report in a database named
Hazard Alerts/Recalls for those items which do not have a CE Number.

* Notify the department manager of the action taken.

REFERENCES:

NFPA 99, 1996 Edition

CMS CoP §482.41(c)(2)
Jf:\.‘& .
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Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations
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Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: SMDA Reporting Reviewed:
Revised:
Effective Date: Page 1 of 1
POLICY:

The Clinical Engineering Department is a supporting entity for Doctors Medical Center’s device
incidents as part of the e-QRR-Electronic Incident Reporting. When equipment related failures
occur, Clinical Engineering will receive the initial e-QRR report, provide instruction to the reporting
personnel, provide consultation to Risk Management, and when appropriate as a matter of quality
assurance, investigate device incidents on behalf of Risk Management/Counsel’s Office. Risk
Management is the designated reporting official in the Hospital to report incidents to equipment
manufacturers and to the FDA.

PURPOSE:

To comply with the DMC e-QRR protocol, which Clinical Engineering will follow as it responds to
the e-QRR report. This procedure will provide guidelines for completion of required documentation,
necessary notification, and procedures to follow for equipment investigations.

PROCEDURE:

Clinical Engineering shall follow.all Doctors Medical Center e-QRR procedures as outlined in the
Occurrence Reports Procedurd!

DEFINITIONS:

Medical Device:

Anything that is used in treatment or diagnosis that is not a medication. The FDA defines a
medical device as an instrument, apparatus or other article that is used to prevent, diagnose,
mitigate or treat a disease or to affect the structure or function of the body, with the exception of
drugs. Example of medical devices are: x-ray machine, suture material, defibrillator, vascular
graft, syringe, surgical laser, heating pad, bone screw, gauze pad, patient restraint, wheelchairs,

infusion pump, etc.

Serious lliness and Serious Injury:

An injury or iliness that (1) is life threatening, (2) results in permanent impairment of a body function or
permanent damage to a body structure, or (3) necessitates medical or surgical intervention to

preclude permanent impairment of a body function or permanent damage to a body structure.

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations
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Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Repair or Replace Determination Reviewed:
Revised:
Effective Date: Page 1 of 1
POLICY:

It is the joint responsibility of the Clinical Engineering department and the equipment owning
department to review the cost/benefit of repairing versus replacement of clinical equipment that has
suffered a major breakdown and has met one or more of the following conditions:

e Demonstrated an increasing failure incidence and cost of repair.
e Can not be repaired due to lack of parts availability.
PURPOSE:

To provide a systematic approach to repair/replacement decisions for clinical equipment that has
suffered a major breakdown.

PROCEDURES:

Prior to repairing a medical device found to require extensive maintenance, the Clinical
Engineering department will conduct research using the following guidelines:

Estimated cost of repair versus cost of replacement.

Availability of repair parts.

Estimated down time due to repair.

Total repair costs based on equipment corrective maintenance history record.

o~ w0 D

Age of equipment in question.
6. Frequency of equipment failures.

Once this information is compiled the Director of Plant Operations or his designee will contact the
manager of the department owning the equipment to provide him/her with the information. They
should then discuss the following criteria:

1. Urgency of having the equipment back in service.
Immediate and long range impact on patient care.
Technology level of current item versus new one.

Existing budget restrictions and strategic plans.
Current remaining book value of equipment in question may also become a factor in the

SIS

decision.
6. Any relative patient care issues like current standards of care, safety issues, etc.

In the absence of good data or lack of research time due to the urgency of the situation, the following
criteria can be used. As a general guideline, the decision to recommend repair or replacement can be
based on the following formula:

1. Are the cumulative costs of all repairs, plus the loss of revenue from not having the equipment in
service during the repair process greater than 70% of the cost of new equipment?

If the answer is YES then replace the equipment.
If the answer is NO then repair, or




2. Are the cumulative costs of all repairs greater than 50% of the cost of new equipment?
If the answer is YES then replace the equipment.
If the answer is NO then repair;r .

Any recommendation to replace will be justified, in writing to the equipment user. It will be the user's
responsibility to communicate the replacement need to Plant Operations.

The authority to repair or replace rests with Administration.

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations
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Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Outside Service Control Reviewed:

o3I Revised:

Effective Date: Page 1 of 1

POLICY:

It shall be the responsibility of the Clinical Engineering department to contact and monitor all outside
contractors, providing service to the healthcare system, whenever the request is the responsibility
of the Clinical Engineering department.

It is understood that calls not generated by and not the responsibility of the Clinical
Engineering department do not fall under this policy.

PURPOSE:

To centralize, monitor and control all requests for services by outside contracts that originate from
the Clinical Engineering department.

PROCEDURE:

1. All outside service personnel, contacted by the Clinical Engineering department, will check in and
out through the Clinical Engineering Department during normal business hours, Monday through
Friday. These visits will bendocumented in the work order system.

All visits after normal worki?ﬁg hours will be of emergency repair nature and will have been
initiated by the Clinical Engineering Department. In these cases, the outside service personnel
will check in with the appropriate department manager. A legible file copy of the vendor service
report is to be left with the department Manger. This copy should be forwarded to the Clinical
Engineering department through Inter-Office mail or other means by the department manager.

2. During normal working hours, a legible vendor service report is required to be left at the Clinical
Engineering department when the service contractor is leaving after completion of his/her
work.

3. The Clinical Engineering Department will perform a quality inspection of outside contractor's
work and convey the results to the Department manager.

4. No payments for services will be approved unless the above steps are followed.

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations
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Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Infection Control Guidelines for Reviewed:

Clinical Engineering Revised:

Effective Date: Page 1of 2

POLICY:

All Clinical Engineering employees will be aware of current Doctors Medical Center policies
regarding Infection Control. Employees will not knowingly expose themselves or others to any
types of Infectious Waste.

PURPOSE:

To provide all employees with a safe, clean working environment to protect Clinical
Engineering technicians from contaminated equipment.

PROCEDURE:

General Precautions:

1. Visibly contaminated equipment will not be accepted for repair until adequately cleaned by
the appropriate department. Appropriate PPE is worn to handle equipment.

2. All Clinical Engineering technicians will observe all isolation guidelines as well as the dress
and scrub procedures for the area in which they are working. Clinical Engineering technicians
should not enter "Isolation Rooms” or "Restricted Areas” without first obtaining permission and
instructions, if necessary, from the appropriate charge nurse.

3. All Clinical Engineering employees will attend annual infection control education and
updates. These events will be properly documented in the employees personal training
record kept on file in the Clinical Engineering department.

4. Hand washing is required whenever:
A. Hands become cofitdminated with blood or body fluids.
B. Protective gloves are removed.
C. Between patient contacts.
D

Eating, drinking, applying cosmetics, and handling contact lenses are prohibited in
areas where there is a risk of occupational exposure to blood or body fluids.

Personal Protective Equipment (PPE):

1. Disposable gloves are available, within the Clinical Engineering department, for all workers at
risk of exposure for use at their discretion or as required.

2. Eye protection and/or facemask will be worn whenever handling equipment that puts the
employee at risk of occupational exposure to blood or body fluids through splashing.

3. Personal Protective Equipment, (i.e. gowns, gloves, masks and goggles) will be supplied
whenever needed by the using department.

4. Contaminated supplies, (i.e. gowns, gloves, masks and absorbent towels) are to be placed in
sturdy, plastic bags and tightly closed for transport in accordance to Doctors Medical
Center’s policy ‘on Infectious Waste.
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Equipment Precautions

1.

All equipment containing filters, which are serviced by Clinical Engineering, will have the filters
cleaned or replaced according to manufacturer recommendations.

Gloves will be worn during non-HEPA filter changes. These filters will be placed in normal
waste.

Any equipment containing a HEPA filter requires that gloves, particulate respirator, gown, and
protective eyewear are worn. These filters will be placed in a red bag and disposed of as
infectious waste.

Al filters from the Clinical Laboratory, that are changed, should be considered contaminated
and disposed of as infectious waste. Appropriate PPE will be worn.

All equipment that needs to be opened and vacuumed or blown clean will be done away from
patient care or employee work area whenever possible. Equipment that can be carried or rolled
easily will be removed to the Clinical Engineering shop for cleaning. Clinical Engineering
personnel will wear masks to eliminate the risk of breathing the dust from the machine.

6. All equipment that cannot Be moved from the employee work area will be vacuumed, so as not

to contaminate the work environment.

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations

ok
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Manual: ENVIRONMENT OF CARE Sub Folder: Medical Equipment
Title: Non Hospital-Owned Equipment Reviewed:
Revised:
Effective Date: Page 1of 2
Policy:

Use of patient owned medical equipment is discouraged. Patients can be permitted to use
patient owned medical equipment if all needed parts, accessories, and/or attachments are brought by
the patient/family and the patient/guardian signs the Non-Hospital Owned Medical Equipment
Release Form and:

1. A suitable Hospital-owned or rented equivalent is not available, or
Removing the patient owned equipment is deemed clinically detrimental to the patient’s
care. Decision as to clinical detriment is the responsibility of the patient’s clinical
provider(s).

3. The patient’s physician writes an order stating whether to continue patient owned
equipment or to use hospital owned equipment

4. Provider will clean the device with a hospital approved disinfecting agent prior to the
equipment being placed on the patient.

5. If the device delivers medication, the provider will consult with the Pharmacy for review.

Definitions:
Non Hospital owned medical equipment:

Medical equipment brought to the hospital by a patient, whether owned or leased or
rented, previously in use by the patient outside of Doctors Medical Center.

Implanted Devices:

This policy does not apply to procedurally implanted devices such as implanted defibrillators
or implanted pacemakers.

Durable Medical Equipment:

This policy does not apply to durable medical equipment such as wheelchairs or
crutches.

Provider:

The patient’s nurse or respiratory therapist.

Life Support Medical Equipment:

Only Hospital-owned life support medical equipment or such equipment that is patient owned
and was obtained from an approved vendor can be used in the Hospital.
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Approval of a vendor means that the vendor has stated that the vendor meets criteria established
by Doctors Medical Center for a safe and effective corrective and preventative maintenance
program. Such approval does not indicate endorsement of or recommendation for a vendor or for a
vendor’'s equipment, nor does it indicate whether the actual maintenance has been completed.
Completion and maintenance of the corrective and preventative maintenance program is the
responsibility of the patient in collaboration with the company.

Life Support Medical Equipment Types (as listed in the medical equipment inventory):

Ventilators

Defibrillators

Pacemakers

Circulatory Assist Devices
Anesthesia Machines

The provider will be responsible for performing a visual check of the device for visible signs of
breakage prior to the device being used on the patient. This will consist of a visual check of the
electrical cord, housing, and patient cables to assess for obvious breakage.

If the device does not pass this visual check, it will not be placed in service.

e The provider who perfémﬁéd the visual check will document the reason for the equipment
check failure.
e The patient’s physician will be contacted for an order for use of hospital owned equipment.

REFERENCES:

NFPA 99, 1996 Edition
CMS CoP §482.41(c)(2)

Responsible for
review/updating
(Title/Dept) Title Director, Plant Operations Dept Plant Operations




NON-HOSPITAL OWNED MEDICAL EQUIPMENT RELEASE FORM

DATE:
MANUFACTURER:

DEVICE TYPE:
MODEL NUMBER:
ERIAL NUMBER:

| have chosen to use medical equipment that is not owned by Doctors Medical Center (DMC).

| understand that DME will not verify that the equipment is functioning to manufacturer specifications. These
specifications may include, but are not limited to general safety, alarm functions (settings, actuation, volume,
etc.), flow accuracy, pressure accuracy, etc.

I/the Patient/ Legal Guardian am fully responsible for the operation and maintenance of the equipment while in
the hospital and | have contact information for maintenance/ support of my equipment, as follows:

Telephone Number for Maintenance/Repair:
Company and Representative Name (Print legibly):

| have received training previously in the proper operation and maintenance of this device. | have requested
that | be permitted to use this non-DMC device while an inpatient in Doctors Medical Center. | agree to take full
responsibility for this device, including proper use. | understand that | am to report to my nurse any
malfunction of the device, and that | am responsible for asking for a DMC owned replacement if needed, which
might not be of the same type, model, or therapeutic settings due to device design. In return for being permitted
to use the non-DMC device, | agree that DMC, West Contra Costa Healthcare District, and all officers, employees,
students, and staff shall not be responsible or liable for any known or unknown injury or event resulting from
my use of this device.

Patient Name (Print) Date

Patient Signature - Nursing or Respiratory Therapy Signature

Parent or Guardian Signature ;
(If minor patient or under guardianship)

Comments:

Please place form in patient's medical record.
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MEDICAL EXECUTIVE COMMITTEE
REPORT TO THE BOARD OF DIRECTORS
JANUARY 2012

A. CHIEF OF STAFF REPORT Informational

B. CREDENTIALS REPORT - December 2011 Approval

G:\Medical Staff\Board Report\Board Report January 2012.doc
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MEDICAL CENTER

MEDICAL EXECUTIVE COMMITTEE
CREDENTIALS REPORT TO THE BOARD

DECEMBER 2011

The following practitioners’ applications for appointment and/or reappointment have been reviewed by the appropriate
committees of the Medical Staff and have been deemed as complete and are recommended for approval by the Credentials
Committee (12/15/11) and the Medical Executive Committee (01/09/12).

~ CREDENTIALS REPORT TO THE BOARD DECEMBER2011
INITIAL APPOINTMENTS
NAME DEPARTMENT/SPECIALTY
Chiu, Elaine, MD Med/Family Practice/Emergency Med
REAPPOINTMENTS
NAME DEPARTMENT/SPECIALTY
Cianci, Paul MD Medicine/Family Practice/Hyperbaric Medicine
Doud, Robert MD Medicine/Family Practice/Nephrology
Drager, Sharon MD Surgery/Vascular Surgery
Fink, Richard MD Surgery/Neurosurgery
Strykers, Peter H. MD Family Practice/Honorary Retired

CREDENTIALS REPORT — NOVEMBER 2011
PAGE10F 1



