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Topic of investigation: Under reading of Ohmeda Pobes

A thorough testing of a production batch of PESTEA Finger Probes was carned out to

evaluate the under-read of Probe to Monitor, ustg the DL3000 Simalator.

Evaluation

The standard 4 evaluation procedure was carned out to ched for the correct

caibraton of the mornitor. The “E” curve was checked in the software and found to be

correct.

Test resulis

TT490-15

Flow meter Fixed hlow off Vartahle blow off Digital AManometer
Reading Vale setting Valwe setting Reading
5 Limin 50 crHZ O Femored 47 crHI0
10 Limin 50 craH2 0 Eermowed 50 craH2 0
15 Limin 50 crnH20 Eermowed 52 crH20
*Ahovre 15 Linin 50 craH2 0 Eermowed 100 craH20
5 Liftrin Eretnoved set to It 40 cinH20
10 Létnin Eretnowved =et to INEsnmim 44 cimH20
15 Litnin Eretnoved =et to IWEstmim 48 cimH20
*thowe 15 Linin Eretnoved =et to INEsnmim 100 cnH20

* The flow was increased slowly until the manometer reached ts masarmim, firther
mcrease i low was possble but this could damage the manometer.

Due to the above results it was decided to complete the same test on a standard
TT490-51 Totn Thumb wath 0-5 L flow meter.

TT490-5
Flovmeter Fixed hlow off Vartahle blow off Digital Manometer
Reading Valve setting Valve setting Reading
5 Liftrin 50 crnH2O0 Ertnoved 50 crH2O0
*thowe 5 Litrin 50 cinH2O0 Eetnowved 100 cenH20
5 Litrin Eretnowved =et to INEsnmim 41 cH20
*thowe 5 Litrin Eetnoved set to IEstmim Q8 crmH20
3 Liftrin Eretnoved =et to linit of 20 20 ciH20
ctnHA0
5 Litrin Eetnoved Set to lindt of 20 21 cmH20
cinHA0
*thiore 5 Eetnoved set to it of 20 71 o200
citnH20

* The flow rate was moreased slowly untl the measarmm fow was reached
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Solution options

A restiictor with a hole tolerance of 0450 48 tm should be fitted to every Tom
Thutrib.

Apparently there are no records to state that a restrictor has ever been fitted to the
TTA490 series of Tom Thiunbs, thiz leads to the conclusion that all 482 Tom Thixnbs
which have been supplied need to be checked and f required fitted wath the comrect
restiictor. Al TT420-15"s potentially need to be recalled and fitted wath 5 Linn flow
teters.

AlTT480 Tom Thumb s (wath out flow meters) should be fitted wath a restrictor or
labeled to state that only 5 Litan flow meters should be used

Ifall Tom Thiumbs are to be seraced it may be worth considenng to standardize on
the labels used on the vanable blow off valves, 12 arrows and wording, A label
stating the blow off value of the fixed and variable valves.

Aprd 2000

Followang a discussion wath Barbara Helps from Drager and her subsecuent
discussions with Meonatal practiioners we agreed that the 1ssue of over pressure in
Tom Thumb style devices was a well know fact. The user gudes previously suppled
by Viamed clearly states that the unit should be tested before use, this was considered
good enough reason not to mmplement a product recall. Instead we decided to contact
users to clarfy the stuaton
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Test Results With A Restrictor Fitted

TTA490-5 Serial mrrber VRIAOD 1 with a 0.45-0 48mm restrictor fitted

Flovmeter Fixed hlow off Vartahle blow off Digital AManometer
Reading Valve setting Valve setting Reading
3 Lémin 50 crHZ0 Femowed 46 crHID
5 Limin 50 crHZO Femoed S0 cmH20
*&howe 5 Limin 50 crHZ O Remored 51 crHZO
3 Limin Femoied =et to frasdmm 47 erHIO
5 Limin Femowed =e to framm 43 erHIO
*Ahove 5 Femowed Set to trasdrmm 43 crHIO

* The flow rate was moreased slowly untl the masarmim fow was reached

TT490-5 Serial mumber VILAODZ with a 0.45-0 4 8mm restrictor fitted
Flovmeter Fixed hlow off Vartahle blow off Digital AManometer
Reading Valve setting Valve setting Reading
3 Lémin 50 crHZ 0O Remoed 41 crHIO
5 Limin 50 crHZ 0O Remored 42 cnH20O
*&hove 5 Limin 50 crHZ 0O Femoed Crrer 60 crHZ2 0
3 Lémin Femowed Set to trasdmm 41 e 2O
5 Limin Femoved Set to e 42 e IO
*Ahove 5 Remowed =et to trasmm 47 e IO

* The flow rate was moreased slowly untl the measarmim fow was reached

This restrictor faled to restnict the fow, upon mvestization no obwous reason was

found. Due to the accuracy recquired for the aperture size in the restrictor it1s

assumed that in this case the aperture was larger than the specified 0.45-0.48 mm.

A new restrictor was fitted to the same dewice and re-tested

TTA490-5 Serial mmber VILADDZ wath a 0.45-0 4 8mm restrictor fitted
Flovmeter Fixed hlow off Vartahle blow off Digital Manometer
Reading Valve setting Valve setting Reading
3 Limin 50 crHZ 0O Femored 45 crHIO
5 Litmin 50 crHZ O Remoied A6 cnH2 O
*&hove 5 Liin 50 crHZ 0O Remoed 45 crHI0
3 Lémin Femoed =et to trasrmm 44 crHI0
5 Limin Femoed 2et to frasmm 4 e HID
*Ahove 5 Femowed =et to fradmm 44 crHIO

* The flow rate was moreased slowly untl the measrmum fow was reached

The satme umt using a new restrictor passes the specification test.

It can he clearly seen that the restrictors work but thorough testing needs to he

carried out on each device with a restrictor fitted.
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Solution Carried out

Al customers, see attached lst, that have purchased a Tom Thomb device were
contacted by letter and supplied with a plastisied user guide with fitted chain,
Barbara Helps - Drager (fle 20440 Date 13-Iarch 2000

sz P Mewmarch- Simpson Memorial e 16350 date 25-5-00
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