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18  Objective Eor ¢

11

To measae i dhe oxygen delivery of the Sguthmedic Infant oxygen meask
when delivering 250, 500, 750, 1000, 1500, 2000, 2500, 3000 ml per mimae of
oxygon for & simleted pationt condition of 50 ml tidal volwme, 30 bpm

broething rets, end en IE retio of 1:1.
29 Bricence

21  DRAFT VERSION “REVIEWER GUIDANCE FOR PREMARKET
NOTIFICATION SUBMISSIONS" November 1993,

=8 B

Jamvery 16, 2008

GOOD LABORATORY PRACTICE REGULATIONS, USFDA (21 CFR
PART 58)

PIPER MEDICAL SOP-E-133 — OXYGEN SENSOR OPERATION

PIPER MEDICAL SOP-E-131 — PRESSURE FLOW MEASUREMENT
OPERATION
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38  Acerptance Criteria

3l

All squipment end Jeboratory proosssss waed end specified will mest thor pro-
determined operation end oalibretion mouimments befors and eflor ksting. All
iesting shall be performed por GLE,

48  Equipment List

41
42
43
44
43
46
47
18
19
4.10
4.11
4.12
4.13
414
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Southmedio Infant Oxygen Masks — One sampls es supplied by memfachwnr.
0-100 psig Proanam Gauge (E-008)

Glikmont glass float type Rotamedr (E-015)

Low Flow Rotameter (E-082)

AoouLAB Stendard Elecionic Balenoe TS ssries (E-002)
Vacwan poap (E-009)
Compresscd gas souwoe (in-hovse)

CAHN Mode] C-31 Miombelenoe (E-031)

Hinmi dity/ Tompoveturs Moter (E-100)

Oxygen Sensor (B-081)

Valve Controller (E-090)

Rrogueocy Geosrator (B-065)

Infant Mennogrin Heed
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Testing Precedure
%1  SetUp

£.1.1 Coopoot ihe valve contmllor io the fimgusnoy genoretor as shown in
figore 1. Connoct Inbeletion Velve io 8 vaomam souroe 3o o 3 1imin.
Coonoot Exbalation Valve to & compresssd air souros sot to 3 Vimin,
£12 Usethe nfant mennoguin boed for 6 simulsted pationt hoad (width of

Yacuum
Source
Vacuum

Source Inhalation

Valve Oxygen
N Sensor
Q — Mask

Valve
Controller

1 Oxygen
1 Source

Frequency
Generatnr
R |

----—-----J Valve

Figure 1 showing the patient simulation setup used for testing

boad &t sys position is 2.75").

£1.3 Setibe fimguonoy geoorsior i & reke of 30 bpm and an I'E matio of 1:1.

£14 Abech s senaing oxygen lins to infant beed for sampling immedietely
proximal io the mowth, Sampls 10 mbimin dhrough the line to ibe
OXYED SOnIOr EDE 6 VAUILNI SOUDe.

515 PMeos Southmedio Infant Mask on pationt bead. Connoot mask oxygen
wbing t0 oXygan scawos.
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52  Testing
521 Setoxypmn scuwoe flow solting o 250 ml/min. Allow sysiom o
equilibrets for 3 miowies. Teke en oxygen meding. Repoat for 6 todal of
£ timos, Toke off mesk end mplecs on simulaied patient aftor cach

meas ot
£22 mms&IHMTﬂ.IMIMMMMSM

mlimin of oxygon soaroe fow,
£23 Tebulsts combined dete and perfonm e comperison,
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BESULTE

Ouyrgpem Comcontration Dallvery

Mean 24
3 Dove 11

45
204 il 428 47.0 498 488
1.7 39 25 33 28 a0

Tebls 1 showing he oxygen conosniretion measaroments for ihe Sowlbmedio Infant mesk et
seoh of the oxygen Sow soitings, and the maliing meen end standerd devietion.

Oxygen Concentration Versus Oxygen Flow

__ 600
£ 500
§ 40.0
O 300
g 200
g‘ 10.0

0.0

0 500 1000 1500 2000 2500 3000 3500
Oxygen Flow (ml/min)

Figure 2 showing ibe dolivered oxygen conoontretion of the Southmedio Infant mesk for
varying oxygon flow reles.
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DHSCUSION

NMMMMMMMHEMMMWN&
aftor koating. The sysiom wes calibrated et 21% end 100 befor: teting. After insting
calibretion curves wom verified, Oxygen conooniretion varied bobwoon 21% end 30% for
oxygm fow rete of 250 ml/min to 3,000 ml/mmin.
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