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Research on Maintenance of Medical Devices and the Use of IFUs in the U.S.A.
(Research Questions)

[1] EREIE Basic Information

1. WROMBE (BRE. 2L 1HOMARER .
Size of hospital: what is the number of (1)hospital beds, (2)Jdepartments and (3)outpatients per day?

2. BEULTWIERESEOHE SR EDEED,
Scope and total number of medical devices that are managed in your hospital

3. fAADCE TEE%ZLTWSD., FHEMRIEEDRED,
How many clinical engineers manage the above medical devices and what is their average age?

4. PERBIZEDEED,
What is the average starting salary at your hospital?

At Kitasato Unversity Hospital (where Prof. Hirose works) a university graduate is paid JPY
210,000 (US$2,625) per month.

5. fEROEFREROAYTFAZEITE>TVWDD,
Do you also undertake the maintenance of other hospitals’ medical devices?

6. EEGkEld, (BHERKE. REOXMERLE)

What are working conditions (work hours, shifts, night work, etc.) at your hospital?

7. ML—ZVJIKIBEDEERBEIDLEN. BEAYF17LDHB2D%,
How much time is required for training? Are educational curriculums available?

[2] EEBBORST - HERLEICDWT Maintenance and Training of Medical Devices

1. —HOAYTFYRHH (BH) .
How many units are maintained per day?

2. ERBRROTHARBREEOREREN. EERRIZESH,

What are the intervals of routine inspections of medical devices? What is the status of
implementation?

3. HEEBOREFEDLSICLTVED, (X—H—ICHKE?)
How are the measuring devices calibrated? (Are they entrusted to manufacturers?)

4. THRBRRBEEDSEHEINLEDOH. BEOHDD,
Are routine inspections lists provided by the manufacturers or created by yourselves?




5. BRIRBErPERAXRBORTFICHEDLONH 2D,
Are you involved in maintenance of the electrical installations and medical gas?

6. EEREEBODUKICETZIREHBERHMIMTo>TVEN. (EHMIC? BAKOH?)
Who gives education of safe handling of medical devices? Is it conducted periodically or only
when a new device is purchased?

7. EEERTHERIPERKGEORTRIEDLSICLTVED,

How is the maintenance of home-care devices performed?

8. BRATEREULLAREGYAYIYTY NREDEHDOINEFHIT> TVNED,
When failures and incidents occur at hospital, who collects the case reports?

9. BALSOEREBOLTLERIHENEFN (—T) IKEELTWSD,
Who consolidates the safety information on medical devices provided from outside the hospital?

10. EREBEOA Y TF Y ACFDLBHMFPRMEZLEDL S IC/TVNE D,
How do you obtain knowledge and techniques on maintenance of medical devices?

11. CE#FIOBENFME L DL SICLTVNSD,
How is the CE Department assessed from the economic standpoint?

[3] IFUDAFAZEDZREICDWVWT How To Obtain the Instructions for Use, or IFU

1. IFUEE, Az2T0h, EFNEBXEREZRETWLEELWL,
What is it when you say IFU? May we have a look?

2. IFUEMTONYZa7ILBEEDENL,

DBEY =27, QFKE, OAVTFYAYZa7. @BERY =27 BE

Is the IFU different from the following documents?

(1)Operating manual
(2)Procedure instructions
(3Maintenance manual
(4)Patient manual
(5)0Other

3. IRTOHFBIC, HEED IFU OFMAHIREIFSNTVR O,
Are all medical devices required to be provided with the printed IFU?

4. BRI IFUZREET. ZORBE%E Web U1 MR EIRBRATZAELROSNTVEZDH, ZONR
R SR

Is it allowed not to provide the printed IFU but upload it on the website? If yes, what products
are allowed to do this and are there any conditions for it?

5 HROEPRI. FUOABRELHITZCLBRDHSNTNEZDON, ZONRERPEER,
Is it allowed to print the content of the [FU on the box, package and/or bag? If yes, what
products are allowed to do this and are there any conditions for it?




6. 4BLVLEHIRDOENZHEATH>TH, EREOKRDICIGL TEED IFUBREEINZDD,
If it is allowed to upload the IFU on the website or print it on the package, are the printed versions
of the IFU supplied at the request of medical staff?

7. EEHOUGHNS. IFU OEEEF, BEATERIORT, HROHPRICESH. Web U1 M EICH
HOENITFEULWEEZZ B, MRIEERICHIT T,
As a healthcare professional, what means do you think is best to provide the IFU for medical
materials and medical devices?
Medical Materials Medical Devices
(DIn hard-copy provided with the product (DIn hard-copy provided with the product
(2)Printed on the product package (2)Printed on the product package
(3)Uploaded on the website (3)Uploaded on the website
(4)Other (4)Other

8. IFUDZBEANBOLEER., EREERIZ. E0LSIREMAETNSD,
OA—NEYEGZRENEKREL, BREICRHEIND. OA—NWDSEREFICEFXA—ITEEIN
5. QFDAPAX—HND Web U1 MR ENSEBREBSNAFITZ #KE
When any content of the IFU is changed, how is the change information provided for you?

(DA manufacturer person comes visit you to provide the information
(@Information is sent from the manufacturer by email.
(3Obtaining information on the FDA website or the manufacturer’s website

@Other

[4] BRRIC & T ZEEERY IFU OBEEAELZ EICDWT  Management of medical devices and IFUs
within hospital

1. EERBOEEEETEEITEHNSNTVION., (BERL)
Who is appointed as chief administrator responsible for management of medical devices? What
is his/her job in the hospital?

2. IFUDEBBEEEEEDSNTWDD, (BELKL)
Who is appointed as chief administrator responsible for management of IFUs? What is his/her
job in the hospital?

3. CEZMNEEL TWBEERESROD IFUZERRIZ. COHMA (bLRERRTYT) BRITEBZH,
O—EUTCEPINZITENS. QCE HPIERRFIC. ERESRZERTZHM (5L EERS)
NRITES [E

Regarding the medical devices managed by the CE Department, who or what department receives
the information on the changes in the IFUs?
(1)CE Department receives the change information collectively.
(2)Both CE Department and the department(s) or medical staff that actually use the medical
device
receive it.
(3)Other




4. CEEFINERYT ZEREHED—HMOERERICE EXZHG. CERPFINERL TWBVWERESRD
IFUZEERIE. EOFFT (B ULKRBRAT Y 7) HDRIFEE D,
OE®IE. —#E U T CE MFINRIFES, QCE HFILS T, —BEL TERERTIMEHMINH 2 (B
HRIC). OEREFEEEMATHHMA (b LRERE) "RIFWS &

If the CE Department manages only a part of medical devices, who or what department receives
the information when there are changes in the [FUs of the devices that are not under the
management of the CE Department?

(1)CE Department receives all information on all medical devices including those are not under

the management of the CE Department.

(2)0ther department receives the information — what department(s)?

(3)Department or medical staff that actually use the medical device receive it.

(4)Other

5. CEZFANAFULIFUDZEERZ. RO E DA (bLIFRY Y T) IKEELTVWSD,
OBRADZRY Yy 728 QZFNEERBREFERTZIIVIOH e

When the CE Department receives the information on changes of the IFU, what other
departments or whom is the information forwarded to?

(1)AIl hospital staff

(2)Only the staff who use the said medical devices

(3)0ther

6. 5. THRRORY Y TLBILEET ZHE. ZOEAE,
OFEALTWBOEFINRRRGELNH 2D 5. OFEALTWIHIE (EfM. EEM. RARIFRLT
BE) KRBBBENBINE BE
If the changes of IFU are conveyed to all hospital staff, what is the reason for it?
(1)Because the department that uses the said medical device is not clear

(2)Because who uses the said medical said device is not unclear. (Doctors, nurses, CEs, etc.)
(3)Other

7. IFUDZEEBREZBRANDRY v 7 IIRET 2BOEMIF,
OEEINSORESNALEMORYH LFIE—, ORANOERXNTHERLLEM &
What material is used to convey the changes of the IFUs to hospital staff?
(1)Original provided by the manufacturer or a duplicate of it
(2)Material re-made in accordance with the format specified by hospital
(3)0ther

8. IFUZEEERZ. BADRY Y 7ICEDLSICEEELTVWS D,
OXEZERHBLTWVWD, QXEZBRAICEBRLTVWS, QA= TEMLTNS, @FHARREZH
BUFBELTWS, OERICEAL THBELTWS KE
How is the information on changes of the IFU transferred to hospital staff”?
(I)Handing out hard copies
(2)Posting the information on the notice board in hospital
(3)Sending by email
(4)Holding a briefing session to explain the changes
(5)Meeting and explaining individually
(6)Other




9. RADRY Y 7iE. EDLSBFRTIFUZERZZENTESD,
OERBRVATL (AYhFry N THETES. OQEEEBOEEZTSIFITCHETE 3.
OFEPLABEREDEREBRZEATIRSECRHETE S, OZOME, LEILKETS. ©FZD
HE, LEOR—LR—ITHET 2. ©FDHE. PMDA (EEREEEBREEE) OR—LR
—VTHETSE &

How can the hospital staff read the IFU?

(I)Through in-hospital information system (intranet)

(2)At the department that manages medical devices

(3)In the ward or treatment room where the medical device is used

(4)Ask the manufacturer when necessary

(5)0n the manufacturer’s website when necessary

(6)0On the FDA’s or public or private organization’s website when necessary

(7)0ther

10. RROREZ Yy 7D IFUZR2DEF. EDOLSBIBED.
DABH 2 WESEHERBOTHEDR, OFEECHERERAEAOTHEDOR, OWKRAE - FRAE
ZHERUWR. ORTHE - RBRATZEZVCVWE. OFASIh2TEE6PRREEEZHALL
W, OERSEHRCEYY - Ay b FEAZRBLERE. OFERLOEREREORNIXBLINS
STl @RRVWAREDFIEELHRERABNLEZERT 2. QFROFIEELPF v I UR M
ERERT D0 OBAZRTIT D KE

When do hospital staff read the IFU?

()During training when newly employed or assigned to another department
2 During training when a new device or new model with new functions is installed
(3When they want to confirm how to handle or operate the device
(4)When they want to make sure of the maintenance and inspection methods
(5)When they want to check predicted failures and health hazards
(6When they experienced incidents or failures of medical devices
(7When there was a change to the IFU such as Precautions for Use
(8When educational materials and procedures of operation, etc. are created
(99When t inspection procedures and check lists are made up
(0When the purchase of new device is considered
(1)Other

11. BEED IFU ORHEARICNT I HEEIR. EDOEREN,
DOFRE. QPPHE. QBB @PPFE. OFRH

What is the overall satisfaction rating of IFUs by medical staff?
(I)Very satisfied
(2)Somewhat satisfied
(3)Neither satisfied nor dissatisfied
(4)Somewhat dissatisfied
(5)Very dissatisfied
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*March 11, 2002 (Fourth edition) Approval Nunber  16100BZY 00901000
Jammary 20, 2006 (Third 2dition) Category: Instnmment & Apparams 7 Organ Funetion Replacement Device
Highly Controlled Medical Devics General Nomenclature: Nop-invasive External Cardiac Pacemaker (TMDN Code 358220040)

% Spectally Desiguated Maimtenmmee-Conlrol-Reguirsd Medical Deviee  External Pacemaker

[Warnings) [Shape, Composition and Principle]
@ The EV 4543 should be operated only by medicu] personnel @Model: EV4543
who have o thorough knowledge of cardiac pacmg and the

funetions of this pacemaker. .
Lead Terminal
(Negative)

Lead Terminal
{Positive)

& Monitor the patient’s prior to pacing, during eny pecing
procedure and m the immediate post-operative phase.
Eoquipment for defibrillation, LV, infusion, endotrachesl
intubation and exvgan administration nmst he immediarely
available _ Pacing Indieator

@ The X3 made is for special short-term high rate atrial pacing
only Do not use this mode for wentrienlar pacing. ) .

@ When the EV4343 is nsed in the proximity of the equipment Sensing Indicator

that gencrates high frequeney (such as clectric mators, PCs,

mobile phones., radic  cquipment,  clectrocawtery.  and
clectroswrpical devices, etc.), keep them away from the

EVa4543, (It could result in malfunctoning or seious

dupaping of the EV4543 and the comected pacing lead.) OO Switch

@ When e elecirocuutery or eleetrosurgieal devives are used,

Sensilivily
Comtrol

Il (heir wse lo shord bursls or program the EV4543 ooa
non-sensing mode durmg procedure.

@ When s extension cable s necsssary o be used, conuect it lo
the EV4543 first and then connect the pacing leads to the Made Select Switch
extension cable.

® Tven temporarily. the EWV4543 should not be left in a location Plastic Cover
w.&c_r:l the .'-..Lr.bJ:n'. temperaturs !s either b:l-:-\l\'-_‘D'f'. or above Dimensioms: 145 76X 33 mm
HEOC. I_'l"h!ﬁ.cm'.ld damage the internal parts.) . Weight: M0g

@ Do not sterilize the FVAS3 by nse of antoe WINg or gamma
ivadiation. [} not immerse it in cleaning or starilizing

. B @ Actuation and Operating Principle

The demand type external cardiac pacemaker EVA543 is operates

salumions. {This could cause a serions damage 1o the device.)
@ When the low battery condition is indicated, promptly replace

the battery with a new, comect one with sn alkalime battery. Used with the pacing leads, this devies

changes stimulation rate, energy and synchronous sensitivity.

[Contraindicstions and Prohibitions]
There are no lmown contraindications to the use of temporary
cardiac pacing as a therapeutic or prophylactic modality.

Nevertheless, pay close attention to the following: (Intended Use, Efficacy or Effects]

@ Do nat apply atrial pacing and'or sensing on parients who 1. Intenwded Use
demanstrate  chronic. persistent atrial fibrillation.  (These The EV4543 is used with the catheter clectrode (pacing lead)
mades will not be effective in contralling atrial activiry and comeeted to it and performs supplementary treatment of

carry the risk of inapprapriarely respanding to detectad atrial bradycardia (prophylactic pacing) or temporary assistance of
fibrillatory waves.)

. . . tachycardia control.
@ Do not apply atrizl pacing on paticnts who demenstrate AV . . . .
conduetion disorder. Iulenmiitent vr complete ainovenineular block wssoeinled
@ Do not use any asynchronous mode of pacing that competes with asystole or buadycerdia, symptomatic sinus bradycardia,
with an dntrnsie dhytlm surgically-induced heart hlock, heart block accompanying

acute myocardial infarction, atrial arthythmia inchding
atrial Hutter, ete.

L\lso read the Instruction Manual.
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[ Specifications]
2. Performance (at 2070 =270, 5000 +=1%4)
:I)(}p:r;.ling performance Demand Mode/Asynchronous
Rate Mode (X3: Asymchronous
rate)
X1: 30~150 ppin
K3 90~450 ppin
02V~12V
L5005 ms
200 ppm (X1 mode)
500 ppm (X3 mode)
(ERefractory periad (after pacing) F30E£30 ms
(after sensing) 1504215 ms
(T'Electrical Safery (Classification) Internally powered
equUIpIEnT

EPulse rate

E0ulput vollage:
@Pulse width:

EE’,‘High rate protection

CF
Temperature: +10-~+407C
Belative hunudity: 30-70 %
Omne 9 voll alkaline batlery

(Type)

(%) Operating enviromment

(@ Power supply

[ Operational Method or Method of Use]

1. Preparations and Confirmation of Safety

1} Monitor the patient’s ECG continuously.
When mtroducing and posttioning the pacing lead in the
heart, monitor the patient’s mracardiac ECG.
Make sure that the battery is in the device. Tor added satery,
keep an adaquate supply of batteries at hand.
Use the exrension calble if necessary.

& He sure to connect the extension cable to the pacemaker
first and then connect the pacing lead to the extension
cahle.

» Before connecring the extension cable, swirch the EV4343
off.

» Comnect the extension cable to the EV4543 comrectly
Tizhten terminals securely by hand, Do not vse tools.

s Lead connector pins with 0.25 mm-2 mm diameter can be
connected.

Toosen the terminal caps to connect the proximal end of the
pacing lead to the red (+) termuinal and the distal end to the
black (=) terminal.

= Switch the EV4543 off and then commect the pacing lead.

» Lead commectar pins with 025 -2 wum diaaneter can be
connected.

» He sure to tizghten the terminals by hand, Do not use

tools.

Also read the instructions for use of the pacing lead and the

extension eable.

2, Operations and Setting

Om/OFF Switeh
X1 X1 mods
OFF  Power oft

X3 Pulse rate 15 multiplied by 3 times. (Lift the switch and
turn it to the 33 position.)

The X3 position is only for short-term high rate atrial
pacing, (Do not set the Switch at this position for

wventricular pacing )

Sensitivity (+1.0 mV=~+12 mV)

Sensitivily 15 sel with the Senstiivity Control. Sensitivity camnmot be
adjusted when the Mode Select Switch 1s sel o “ASYNC™ or the
O/ OFF Swirch to ©X3

« In the Demand mode, the Sensing Indicator flashes onee for every

semsed spontancous Rowave,

Pualse Rate (30~~150 ppm / 20~~450 ppm)

Pulse rate 1s ser with the Rare Control.

« The Macing Indicator flashes in syne with every pulse delivered by
the pacemalcer.

# Selection of the 33 mode overnides the Demand mode of the Mode
Select Switch,

Chntput Valtage (0.2 V=12 V)
The amplitnde of the pacing pulse is set with the Pulse Ourput Control.
The EV4543 displays the ampliode i the volr,

Battery Indicatar

The Battery Indicator flashes simnltaneonsly with the flashing of the
Sensing or Pacing Indicator. When the Bantery Indicator becomes
dinner (less visible), replave the battery with a new 9 voll alkaline
battery. If the battery needs to be replaced while the EV4543 is in
use, keep it connected to the patient and change the bartery within
10 seconds. (The EV4543 has a back-up funcrion and will continue to
pace nommally for 10 secands )

* To replace the battery, read “Mamtenance and Inspections™

cxplained later in this document.

Determination of Pacing Theeshold
When pacing will be contimied for several days, it is recommended
that pacing threshold is readjusted every day in the following method:

1) Set the OO Swirch 1o OFF.

2} Set the Output Control to 4 V.

3) Set the Rate Control to a value higher than the patient™s
spantanecns rate,

4) Select the desired pacing wode (Demumd or Asyoe) and set the
OOl Swateh 1o X1

5) Tum the Cheput Control slowly until pacing ceases.

6) Tum the Output Control slowly unril pacing resumes. Note the

pacing thoeshold.
7) Far reliable capture, increase output to a value three times the
pacing threshold, If necessary, readjust the pulse rate to the

mininm pacing rate required for the patienr.




Pacemaker Inhibition
To ensure reliable pacemaker inhibition. the sensing level of the
patient’s R-wave shonld he preset as follows:

1) Set the On/Off Switch ro Off.

21 Set the Mode Sclect Switch ta Demand.

1) Ser the Rate Control to a wvalue helow the patient’s
spontaneons rate.

21 Ser the Ourput Control to 0.2 V)

3} Sert the Sensitivity Control to 1.0 mV.

4} Ser the On/Off Switch 1o X1,

5} Tum the Sensitivity Control counterclockwise until the
Sensing  Incheator stops  fMashing. Mote the  sensing
threshold.

6} For reliable R-wave delection, mcrease the sensitivity toee
twes e sensing (hweshold, (I noled setting is 3 miV, the
reconunended setting is 1 mV.)

7} Inerease the pacing rate to the deswed level and the Output
Control three tmes the paeing resdold,

Interference

It the lzwel of detected interference is greater than & Tz when
operating in the Demand mode. both the Pacing and Sensing
Indicatars flash and the EVAS43 autamatically swirches from the
Demand mode to the Asynchronons pacing miode. At this time
pacing is confinned ar a rare 23% higher than the sclected rare,
Mormal function 15 resumed when the level of interference is

reduced.

High Rate Protection

If an electronic component failure oceurs in the unit, the
maxinmm high asynchronous rate is limited to 200 ppm in the
X1 meds and 500 ppan in the X3 mode

[Precautions for Use]
1. Important Basic Notes

@ hiake sure that functions and characteristics of the EV4543 are
sntitahle for the patient’s condition.

WU of this devies is only by qualifisd medical personnel.

@ Conduct &l] operations in & sterile snvironment.

@®/void using line-powered meomtoring  equipment. |Even
minute leakape currents flowing through the heart may cause
wentricular fibrillations.)

@ The X3 mode shonld he used for special short-term high rate
arial pacing only. High rate atrial pacing could induce a
ventneula abytlome meloding ventneular Gloillation. In case
ne heppens, tmmediately stop provedure and ke fesaving
IEASUICS,

@ 'rior to nse, make sure that there is no damaze to the deviee, In
case » problem or operatiom Gualure 1s found. stop using the

device.

fas

@The EV4543 wlich hos been suljected o conditons of
transport or storage at temperatures below 10T or above 40T
should be allowed to =it at room temperature for more than an
howr hetore heing placed in nse on a patient.

@ When the EV4543 is used in the procamity of the squipment
that penerates high frequency (snch as electric mators, PCs,
mobile  phones,  radic equipment.  electrocanrery  and
clectrosurgical dewices, ere), keep them away from the EV43543,
(It comld result in malfuncrioning and damaging the EV4543
and the connected pacing lead.)

@' When the clectrocatery or clecrosurgical devices are wsed,
It ther use w short bursts or program the EV4543 10 a
non-sensing mode during progedure. (The EV4543 is resistant
Lo 400 joules when it s commected Lo the patient.)

@ 1n case it is subjected to shocks, immediately stop using the
EV4543 even if the damage is not visible. Hawve it inspected
thoroughly snd repaired.

@ When ihe EV4543 15 used aller a winle of no use, mserd a
battery and make sure that it functions correctly and safely.

@ "When the EV4543 mdicates a Lo battery eondiion, prompily
replace the battery with a new one. Ilow to replace the
battery is found in “Maintenance and Inspection™ explained

Tater in this document,

2. System Complications and Adverse Events
@5ystem Complications

Except for stuple programng erors and pacing Giluve due o

low battery power, the following are the rvpical problems with

the cardiac pacing:

1) Loss of Caplure
Such events as lead dislodmemenr, lead failure. inereased
fhreshold, weppropriate use of electrosurgical  device,
defeviive components. sod loose contact of the lanunaly

may cause decreased outputs.

2) Loss of Semsing
Reasous are sinnlar to those listed [or loss of capture.
Electrical interference (EMI) could also create a symptam
sinlar to loss of sensing.
1) Omtput Fathwre
Diefective components and lead failure
@ Adverse Fyents

1) A very powerful clectromagnetic ficlds gencrated by the
electrocantery or electrosurgical devices conld  induce
fibaillatory currents flowing m pacing leads muplanted in a
patient,

Z)  Higzh rare atrial pacing carmes with it & risk of precipitating
ventricular tachy-arrhythmias meluding fibrillation
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9. BRDRY YTk, EDLSBFERTIFUEZRZZENTESD,
OBRNBHRVATA (AYbIRYyN) THETEZZ, OQEEEBOEEAXTSHMTCHETE 3.
QFEPLABELR L DEERMEZFHATIRETCHETE S, OFDHE. DEICKETS. @F0
#HE. PEOR—AR—ITHET . ©FDHE. PMDA (EERBEEKBRAILE) OR—LN
—ITHETD e

Handing out hardcopies , Email, Posting on notice board

10. RRORY v 7D IFUEZRZDIE. EDKSRIFED.
OAEH 2 WIHBERBOTHEDK., OFEECHERERIBACTHEOR, OWKRAE - FRAE
ZHERLIEVWR. ORTFAHE SBRAEEERULCWVWE, OFAIN2TEAPERES AL
W, BERSHPETY - Ny~ FEEEZRRL K. OEALOEIRBEDRNXERTNS
Slch. @RBWREDFIEECHERER B EZNT HH,. QRBROFIREEPF v I/ UG
EEFEHT B, OBAZRNTZE &
During training when a device is installed

When there is a change in the I[FU due to precautions/recall

1. EREOD IFU ORHEABRICNT ZWEEE. EDEED,
Ofe. @PPEE. QFR. @PYRE. OFE

Somewhat dissatistied




[5] BARDHRNXEZEADI XY~ Comments on the Japanese IFU

PIXBICENMNTVRERICE. OBESEEE. ORR - RLEFE. QR - B, @FFAEN. O
BE. ©%EE - R, OEBHE OFALOIER. QERKEE ORESE (ERPERE). ORFR
RICEDBEE, QEREY. OXERX - XBBRELH B, FEERBS6DNH2H,

Performance, Clinical results, References and bibliography, Condition for approval

HATRBEIBWEOATEHLS, EvEy b BWREY M PEFFER., YUY IVETHERBESEDHIRIC
A%o ZOEOEREY MPPIU Y IEDWTHERANEORAPEBHFSNTVND, TnicDWn
TESRID REDHESH

IFU are necessary for any item that is complex.

Not intuitive to operate.

Improper operation could result in death or injury

3. BUREBAZEARNAXE (FU) OB IEFESH, ERFHTOBEIRMLIZES S ED,.
Whichever document was used by the operator during the procedure.
Operators manuals can be very lengthy and lawyers would have a difficult time

proving they have to be completely understood.

4. BERHOEFEHSFOFNNEZ (FU) PEREHBFICOVWTHERDH 2D,
QMO ES VDD H 2. QFBIMANEV. OFRERIANH D B

Very detailed, Could be shortened
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'HTF Facilitates CE Education Assessment

HiF

HealthcareTechnology

FOUNDA AT

Over 500 responses were received to the
needs assessment survey that was posted
on-line by the Healthcare Technology
Foundation, ACCE, AAMI, and ASHE plus
promotion of local BMET chapters and the
VA CE Network. This jointly created sur-
vey will be used to focus a new education
program on specifically needed tools for
managing risk related to integrated tech-
nology in healthcare delivery organiza-
tions. The target audience would include
biomedical equipment technicians, clinical
engineers, facility engineers, [T engineers,
and others responsible for implementing
and planning device and IT integration sys-

tems in a healthcare facility.

With updated competencies, members of
this community may gain new opportuni-
ties to become responsible for healthcare
technology management and similar clinical
engineering services in integrated environ-
ment of collaborative systems. The results
of this survey will be invaluable as the plan
for the course curriculum progresses. Itis
particularly important to gauge the size of
the gap in skills so that the coming training
will provide the bridge to cross this gap
and delivers the knowledge about how to
deal with growing complex issues sur-
rounding facility readiness for more and
more wireless technologies, ‘systems of
systems’ networks, I T-device integration,
pending FCC rulings on WMTS devices,

and much more.

The next step will be to analyze the vol-
ume of responses received and to collabo-
rate in developing the course curriculum.
The survey results will reveal critical infor-
mation for the project, profession and
healthcare.

New brochure is available!

Through a joint effort of HTF and ECRI
Institute, the Home Ventilation Patient Safety

.

Guide for patients and caregiv-
ers has been published to im-
prove the ventilator safety in
the home. This document is
available in both English and

Spanish on the HTF website.

O N Presenting HTF Board
Members

ACCE President and HTF advisory
board member James Keller presented
in the System Level Design Censiderations
for Safety Critical Technologies session at
the recent AAMI-FDA Interoperability
Summit. In November, William Hyman
ScD, Past President of HTF, will be
making a keynote talk at the 4™ Annual
Medical Device Connectivity Confer-
ence on Meaningful Use — Stage 2. James
Keller, Marge Funk, PhD, HTF Board
member, and Tobey Clark, HTF Presi-

dent, will be making presentations in
the Cardiac Monitoring and Alarm Fa-
tigue Session at the American Heart

Association Annual Meeting.

New HTF Website

The Healthcare Technology Founda-
tion website at htep://www.thehtf.org
has been redesigned. Visit the en-
hanced site to see all the latest news
from the foundation, our programs.
and resources. While you are there,
feel free to hit the DONATE NOW
button. We will accept them anytime

and they are always tax deductible!
Jennifer C. Ott, HTF Secretary
Tobey Clark, HTF President
Tobey.clark@uvm.edu

Japanese Clinical Engineers Visit

At the end of August, a team of clinical
engineering professionals from Japan
visited HTM departments at the Univ.
of Verment in Burlingten and
Westchester Medical Center,
Westchester, NY along with the Fluke
Biomedical Corp. The contingent in-
cluded Minoru Hirose, Ph.D., Professor,
Clinical Engineering, Kitasato Universi-
ty, Takashi Kano, Ph.D., Professor,
Clinical Engineering, Saitama Medical
University, Teruhiko Takakura, Direc-
tor, Department of Clinical Engineering,
Kameda Medical Center, Fumika Acki,
Japanese Pharmaceuticals and Medical
Devices Agency, and Atsuko Kakehi,
Overseas Operations Manager, Taisho
Biomed Instruments Co. who served as

the interpreter.

In Japan, clinical engineers are individu-
als who operate life support equipment
such as cardio-pulmonary bypass units,
dialysis equipment, and ventilators in
addition to being responsible for the
testing, maintenance and management
of medical devices. Their training in-
cludes intensive education in medical
sciences and clinical procedures along

with technical and engineering studies.

In addition to understanding what clini-
cal engineers do in the US and how a
department is run, a key purpose of
their visit to the US was to research
medical device Instructions for Use docu-
ments — what is required, what is the con-
tent, how are they used, etc.? In Japan, it is
required to provide the document
called "Tempu Bunsho” with the device
separately from the full operator’s man-
ual. This usually 4-5 page document
consists of the information such as
warnings, contraindications, usage and
operations, specifications, etc. This
document is thought to be far from
user-friendly as there are so many
warnings listed at the beginning. As clini-
cal engineers are key professionals re-
garding this aspect of medical device
regulation in Japan, funding was provid-
ed from the Japanese government for
the trip.

During their visit to the Technical Ser-
vices Partnership in Yermont, they had
a conference call with the FDA, and
toured the university's Clinical Simula-

(Continued on page 8}
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‘Japanese CE visit continued

(Continued from page 7)

tion Center, Fletcher Allen Health
Care, the campus, and the Burlington
region - Lake Champlain and the Green
Mountains. As the ACCE International
Committee was having its monthly
conference call during their visit, the
group joined via WEBEX to introduce
themselves and to iy
discuss clinical engi-
neering. They were
very appreciative of
the support provided
by ACCE member-
ship to the Japan As-
sociation for Clinical
Engineering Technol-
ogists following the

carthquake and tsunami disaster in
2011. They hope to establish a relation-

ship with ACCE in the future,

Tobey Clark

Tobey.clark@uvm.edu

Japanese contingent visits Elekta LINAC at the University of Vermont

Nominees Sought for the ACCE/HIMSS
Excellence in CE/IT Synergies Award

The ACCE/HIMSS Excellence in Clini-
cal Engineering and Information Tech-
nology Synergies Award nominations
are now being accepted through Octo-
ber 15!

You see firsthand how your colleagues
are making a difference, you can share
their great work with the industry!
Then nominate your colleague for the
2012 ACCE/HIMSS Excellence in Clini-
cal Engineering and Information Tech-
nology Synergies Award !

Award recipients will be recognized at
the 2013 HIMSS Annual Conference &
Exhibition in New Orleans, March,

N

2013. ACCE members are encouraged
to nominate their peers who have made
lasting contributions within ACCE,
HIMSS and to the greater healthcare
community by October 15, 2012.

Past Recipients of this award:

2011 Paul Schluter, PhD

2010 Stephen Grimes, FACCE, FAIME,
FHIMSS

2009 Adrian Johnson, BTECH, BEPS
2008 Todd H. Cooper

2007 John D. Hughes, Jr, M.5.

2006 Elliot B. Sloane, PhD and Raymond
Zambuto, CCE, FASHE, FHIMSS, FAC-
CE

New ACCE Members

Lets welcome our newest members,
recommended by Membership Commit-
tee and approved by the Board of Direc-

tors on September 25, 2012:
Individual members:
Barrett Franklin - Chief Clinical Engi-

neer, Dept. of Veterans Affairs - Bedford,

MA;

Christopher Gutmann =Chief Clinical
Engineer, VA Connecticut Healthcare
System:

Jacklyn M. Kelso - Biomedical Engi-
neer at VA Milwaukee Healthcare Sys-
tem;

Kedaki Shesh - Healthcare Technology
Planner at NBBJ LLC, Ohio;

Ali Wasfy - Project Engineer at Her-
mitage Medical Clinic in Dublin, Ireland:

Shashi Avadhani = Director Biomedi-
cal Engineering, Crothal Clinical Equip-

ment Solutions, NJ

Associate member:

Brad Peterson — CEO at Level 3 Medi-
cal Designs, AZ

Candidate members:

Thomas Kofi Kudah - Clinical Engi-
neer, Ghana Health Service, Ghana:

Evelyn Orozco — grad student at
UCONN and intern at VA Health Sys-

tem;

Karen Taborda Marin - grad student
at UCONN and intern at Baystate Medi-

cal Center;

Urania M. Michael - grad student at
UCONN and intern at UMASS Memorial

Medical Center;

Christine A. Vogel - grad student at
UCONN and intern at Brigham Woman

Hospital:
Michael Heusser — grad student at
UCONN;

Jordan Elizabeth Anderson — grad
student at UCONN and intern at VA

Health System -RI
James Wear, Membership Chair
james. wear@gmail.com

.-/}
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O Fletcher Allen Health Care News

At the end of August, a team of clinical engineering profes-
sionals from Japan visited the Technical Services Partnership
(TSP) at the University of Vermont in Burlington. This is the
second visit by clinical engineers from Japan with the first
occurring in 2006. The purpose of their visit was to under-
stand the profession in the US, visit TSP — a best practices
leader with all clinical engineers certified (CCE) by the
Healthcare Technology Certification Commission, and to
research US requirements for medical device Instructions for
Use (IFU) documents — what is required, what is the content,
how are they used, etc.? In Japan, it is required to provide the
IFU document called “Tempu Bunsho” with the device
separately from the full operator’s manual. This usually 4-5
page document consists of the information such as warnings,
contraindications, usage and operations, specifications, etc.
The team wants to improve the document as it is far from ; B
user-friendly. As clinical engineers are key professionals japanesiﬁzl:j:niszgt_wsm Elekt:-
, : : . p ity of Verm
regarding this aspect of medical device regulation in Japan,
funding was provided from the Japanese Ministry of Health - —
for the trip. The contingent included Minoru Hirose, Ph.D., Professor, Clinical Engineering, Kitasato University,
Takashi  Kano, Ph.D., Professor, Clinical Engineering, Saitama Medical University, Teruhiko Takakura, Director,
Department of Clinical Engineering, Kameda Medical Center, Fumika Aoki, Japanese Pharmaceuticals and
Medical Devices Agency, and Atsuko Kakehi, Overseas Operations Manager, Taisho Biomed Instruments Co.
who served as the interpreter.

In Japan, clinical engineers are individuals who operate life support equipment such as cardio-pulmonary bypass
units, dialysis equipment, and ventilators in addition to being responsible for the testing, maintenance and
management of medical devices. Their training includes intensive education in medical sciences and clinical
procedures along with technical and engineering studies.

During their visit to the Technical Services Partnership
in Vermont, TSP arranged a conference call with the
FDA, toured the university’s Clinical Simulation
Center, Fletcher Allen Health Care, UVM campus, and
the Burlington area. As the American College of
Clinical Engineering (ACCE) International Committee
was having its monthly conference call during their
visit, the group joined via WEBEX to introduce them-
selves and to discuss clinical engineering in Japan. TSP
Director, Tobey Clark is a member of the international
committee. The group was very appreciative of the
donations and support provided by ACCE membership
to the Japan Association for Clinical Engineering
Technologists following the earthquake and tsunami
disaster in 2011. The Japanese association hopes to
establish a relationship with ACCE in the future.
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