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Traditional §10{k} . . Respironics PerforMax Pediatric EE Total Face Mask
Tab 5 - 510(k) Summary

BT N | I I A | AR
510(K) SUMMARY. - | =056
Date of Submission 21 February 20;12
510(k) Owner : Respironics, Inc.

1001 Murry Ridge Lane
Murrysville, PA 15668

(724) 387-4146
(724) 387-3999 (fax)
Official Contact Michelle Brinker
Regulatory Affairs Manager, Patient Interface
Proprietary Name . PerforMax Pediatric EE Total Face Mask
Common/Usual Name Face Mask
" Classification Name / BZD - Ventilator, Non-Continuous (Respirator)
Product Code Co
Predicate Device(s) _ Respironics PerforMax Youth EE Total Face Mask (K092043)

Respironics Small Child Profile Lite Nasal Mask (K093416)

Device Description

PerforMax Pediatric EE Total Face Mésk is intended to provide an interface for application of non-invasive
positive airway pressure delivered to patients by a device such as a CPAP or bi-level system. It provides a
seal such that positive pressure from the positive pressure source is directed into the patient's nose and

mouth. Itis held in place with an adjustable bonnet headgear. It may be cleaned by the professional in the
hospitalfinstitutional environment through a thermal high-level disinfection process or a chemical high-level

disinfection process for multi-patient use.

Y

The PerforMax Pediatric EE'Totat Face Mask consists of a faceplate with a bonded silicone seal for the
face and an elbow with an integral entrainment valve. The mask features an interchangeable elbow hub
- which accepts an EE Leak 1 and EE Leak 2 elbow. The EE Leak 2 elbow includes built-in exhalation, an
entrainment valve, a flexible tube, and a 22 mm connection. The EE Leak 1 elbow includes an
entrainment valve and a 22 mm connection. The 22 mm elbow is used to connect a conventional air

delivery hose between the mask and the positive airway pressure source. The bonnet headgear is

©2012 Respironics Inc. BH4/2012



Tradiﬁoﬁal 510(k) : Respironics PerforMax Pediatric EE Total Face Mask
Tab 5 = 510(k}) Summary

connecled to the mask through slots in the upper part of the frame and clips that attach to the lower part of
the frame. The mask is designed in such a way that it can be easily disassembled for disinfection or to

replace several of the mask components, such as the headgear and eibow.

Intended Use

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of non-invasive
positive airway pressure delivered to patients by a device such as a CPAP or bi-level system: The mask is
for multi-patient use in the hosp'ital 1 institutional environment only. The mask is to be used on patients 1
year or older (> 7 kg) for whom positive airway pressure therapy has been prescribed.

Summary of Technological Characteristics of Device Compared to the
Predicate Devices

The PerforMax Pediatric EE Total Face Mask has the following similarities in the technological
characteristics to the previously cleared devices (Respironics PerforMax Youth EE Total Face Mask,
K092043, and Respironics Small Child Profile Lite Nasal Mask, K09341 6):

Same intended use

Same operating principle
Same technology

Similar device design
Similar physical properties
Similar materials used

Noe o s~ n 2

Same scientific concepts that form the basis for the device

The PerforMax Pediatric EE Total Face Mask has the following differences in the technological
characteristics to the previously cleared devices (Respironics PerforMax Youth EE Total Face Mask,
K092043, and Respironics Small Child Profile Lite Nasal Mask, K093416):

Faceplate and cushion have been reduced in size.

Elbow modified

Operating pressure range has been modified.

Addition of inspiratory and expiratory resistance performance specification.
Mask leak specifications has been modified. -

@ 0 kLN

The elbow body, elbow hub, and headgear materials have been madified.

©2012 Respironics Inc. 6/14/2012



Traditionat 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab § — 510(k) Summary

Summary of the Non-Clinical Test Submitted, Referenced or Relied on
in the 510(k) '

To demonstrate performance and functionality was unaffected as a result of these changes, extensive
performance testing was completed. Testing was performed pre and post hospitalfinstitutionat cleaning
and disinfection treatments. Additionally, the mask was tested for high leve! disinfection in accordance
with AAMI TIR No. 12-2004, AAMI TIR 30-2003, ASTM E1837-96 (2007), and the “Cantent and Format of
Premarket Notification {510(k)] Submissions for Liquid Chemical Sterilants/High Level Disinfectants” —
FDA CDRH, January 3, 2000. All patient contacting or gas path materials used in the mask have been
previously cleared by the FDA or evaluated in accordance with the guidance provided by ISO 10_993-1 .

Results from this testing demonstrate that the PerforMax Pediatric EE Total Face Mask meels its
performance specifications, raises no new issues of safety or effectiveness, and is substantially equivalent
to the identified device predicates.

Clinical Data

Use of face masks with CPAP or bi-leve! therapy is proven technology and is well accepted by the medical
community. Bench testing is sufficient to demonstrate safety and efficacy of the PerforMax Pediatric EE
Total Face Mask, as was the case with the predicate devices.

@2012 Respironics Inc. 6/14/2012



Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES
Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —W066-G609

Silver Spring, MD 24993-0002

i

Ms. Michelle Brinker
Regulatory Affairs Manager, Patient Interface

Respironics, Incorporated :
P o JUL 17 201

Sleep and Home Respiratory Group

365 Plum Industrial Court
Pittsburg, Pennsylvania 15239

Trade/Device Name; PerforMax Pediatric EE Total Face Mask

K120562

Regulation Number: 21 CFR 868.5905

Re:
Regulation Name: Noncontinuous Ventilator (IPPB)

Regulatory Class: II
Product Code: BZD

Dated: July 9, 2012
Received: July 10, 2012

Dear Ms. Brinker:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general

controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice

labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however

that device labeling must be truthful and not misleading
If your device is classified (see above) into either class IT (Special Controls) or class IlI
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.



Page 2 - Ms. Brinker

Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies. '
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
the Act); 21 CFR 1000-1050.

If you desire spec1ﬁc advice for your device on our labeling regulation (21 CFR Part 801),
please go to
http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm115809. htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also,
please note the regulation entitled, "Misbranding by reference to premarket notification”
(21CFR Part 807.97). For questions regarding the reporting of adverse events under the

. MDR regulation (21 CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
hitp://www.fda.gov/MedicalDevices/Resourcesfor Yow/lIndustry/default.htm.

Sincerely yours,

..

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): £-/22 56 L

Device Name: PerforMax Pediatric EE Total Face Mask

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of
non-invasive positive airway pressure delivered to patients by a device such as a CPAP or bi-
level system. The mask is for multi-patient use in the hospital / institutional environment only.
The mask is to be used on patients 1 year or older (> 7 kg) for whom positive airway pressure
therapy has been prescribed.

Prescription Use _ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

=

(Division Sign-0ff)
Division of Anesthesiology, General Hospital
infection Control, Dental Devices

510(q Number: 0| Z8 562

14
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. U.S. Food and Drug Administration
"’4,, Center for Devices and Radiological Health
d2a Document Control Center WO66-G609

10903 New Hampshire Avenue
' March 29, 2012

Silver Spring, MD 20993-0002

RESPIRONICS, INC. 510k Number: K120562

SLEEP AND HOME RESPIRATORY GROUP Product: PERFORMAX PEDIATRIC EE TOTAL F
365 PLUM INDUSTRIAL COURT
PITTSBURGH, PENNSYLVANIA 15239 On Hold As of 3/27/2012

ATTN: MICHELLE BRINKER

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at
http://'www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402 . htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues” document. It is available on our Center web page at:
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceProvisionsofFDAModer
nizationAct/ucm136685.htm.

If aftér 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.




Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at

(301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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Grayson, Giovanna *

From: Grayson, Giovanna *

Sent: Thursday, March 29, 2012 8:10 AM
To: ‘'michelle.brinker@philips.com’
Subject: Hold Letter '

Attachments: image002.png

DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Caontrol Center WOﬁ%-GGO‘?

10501 New Hampshirer
TREINGA i i TS

A
March 2',20/(
BRINKER,

I3
0
MICHELLE "
RESPIRONICS, INC.
SLEEP AND HOME RESPIRATORY GROUP
365 PLUM INDUSTRIAL COURT
PITTSBURGH, PENNSYLVANIA 15239
ATTN: MICHELLE BRINKER

510k Number: K120562
Product: PERFORMAX PEDIATRIC EE TOTAL F

On Hold As of 3/27/2012

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the additional information that was
requested l?' the Office of Device Evaluation. Please remember that all correspondence concerning your submission MUST cite your 510(k)
number and be sent in duplicate to the Document Mail Center at the above letterhead address. Correspondence sent to any address other than
the one above will not be considered as ﬁ)an of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E~mail Policy entitled, "Fax and E-Mail Communication with Industry about Premarket Files Under
Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htin.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your 510(k) submission can be
successfully completed. In developing the deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device. We also considered the burden that may be
incurred in your attempt to respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision or that there is a less
burdensome way to resolve the issues, you should follow the procedures outlined in the “A Suggested Approach to Resolving Least
Burdensome Issues" document. It is available on our Center web page at:

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/Medical DeviceProvisionsotFDAModermizationAct/ucm 1 36685.him.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will discontinue review of your
submission and proceed to delete your file from our review system (21 CFR 807.87(I)f). Please note our guidance document entitled, )
"Guidance for Industry and FDA gtaff, FDA and Industry Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review
Clock and Performance Assessment”. If the submitter does submit a written request for an extension, FDA will permit the 510§k) to remain
on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is to assist agency staff and the
device industry in understanding how various FDA and industry actions that may be taken on 510(k)s should affect the review clock for

urposes of meeting the Medical Device User Fee and Modernization Act. You may review this document at

SHwww fd edicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.htm. Pursuant to 21 CFR 20.29, a copg of

our 510(k) submission will remain in the Office of Device Evaluation. If you then wish to resubmit this 510(k) notification, a new number

will be assigned and your submission will be considered a new premarket notification submission.

3/29/2012
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions glease contact the Division of Small Manufacturers International and Consumer
Assistance (%SMICA) at (301 )79 ~7100 or at their toll-free number (800)638-2041, or contact the 510k staff at

(301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation ]

Center for Devices and Radiological Health

3/29/2012



Grayson, Giovanna * .

From: Microsoft Qutlook

To: 'michelle.brinker@philips.com'’
nt: Thursday, March 29, 2012 8:10 AM
bject: Relayed: Hold Letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination:

'michelle.brinker@philips.com'

Subject: Hold Letter

Sent by Microsoft Exchange Server 2007
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;'f . - Food and Drug Administration
3 C _ ’ ' _ omeaofDemaEvahabon&‘
) : Office of In Vitro Diagnostics
ereas COVER SHEET MEMORANDUM

From: Re\;iewer.Name a ;
Subject: 510(k) Number K/ / )5@9\

To: The Record

Please list CTS decision oode dle, S Checkiist
0 Refused to accept (Note: this is considered the ﬁrst review cy ee Screening i
leroom.fda. P I(eRoomR iles/CDRH3/CDRHPremarketNotification510kP 5631/Screening%20Checklist%207%
202%2007.doc ) :
0 Hold (Additional Information or Telephone Hold).
O Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

0O NO NSE for lack of predicate

o Ni NSE for new intended use )

O NQ NSE for new technology that raises new questions of safety and effectiveness
O NP NSE for lack of performance data _

O NM NSE requires PMA

O NS NSE no response

0O NH NSE for another reason

Please complete the foliowing for a ﬁnal clearance decision (i.e., SE, SE \wth Limitations, etc.):

Indications for Use Page A  Attach IFU

510(k) Summary 1510(k) Statement | - Attach Summary ) :

Truﬁxful and Accurate Statement. _ - Must be present for a Final Decision

Is the device Class l1? N S o

If yes, does firm include Class Il Summary? : Must be present for a Final Decisign_i_ o i_ ]

Does firm reference standards? _ . i !
(if yes, please attach form from htip://www.fda.qov/opacom/morechoices/fdaforms/FDA- ; _
3654.pdf) ] SR SRR

Is this a combination product?”

' (Please specify category . See o
//leroom.fda.gov/eRoomR iles/CDRH3/CDRHPremarketNotification510| ram/0_413b/CO

MBINATION%20PRODUC T%20AL GORITHM%20(REVISED%203-12-03).DOC

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff —- MDUFMA - Validation Data in 510(k)s for .

Reprocessed Single-Use Medical Devices, hitp:/iwww.fda. govlodrhlodelgmdancel1216 htmb)

Is this device intended for pedlatnc use only?
Is this a prescnpbon device? (lf both prescription & OTC, check both boxes.) .

d the application include a completed FORM FDA 3674, Certification with Requirements of :
ClinicafTrials.gov Data Bank? L

Is clinical data necessary {o support  the review of thls 510(k)?

For United States-based clinical studies only: Did the application include a completed FORM

FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was

conducted in the United States, and FORM FDA 3674 was not included or incomplete, then :
applicant must be contacted to obtain completed form.) i o

""M*hndeweemcludeanl\mmalﬂssue Souroe?




NeonatelNewbom(BlrlhtOZBdays) _ S .
Infant (29 days -< 2 years okd) ‘
Child (2 years -< 12 years old)

Adolescent {12 years ~< 18 years old)

" 'Transmonal Adolescent A (18 - <21 years oid) Spec:al considerations are being given to this
group, different from adulis age 221 (different device design or testing, different protocol
| Procedures, efc.) L i
Transitional Adolescent B (1 8 <= 21; No special cons:derahons oompared to aduits =>21 years

oid) . S S i- -

Nanotechnology : R S S
Is this device subject to the Tracking Regulation? (Medical Device Tracking Contac‘ oc. ’
Guidance, http://iwww.fda.govicdrh/comp/quidance/169.htmi)-
Product Code

Regulation Number Class*

{*f unclassified, see 510(k) Staff)

o 7 Thie  wDA 5/27/v

. Review:
(Branch Chief) (Branch Code) (Date)

Final Review: '
(Division Director) : (Date)



510(¢k) “SUBSTANTIAL EQUIVALENCE”
DECISION—MAKING PROCESS

(@

Dmmpﬁvehﬂbm’aﬂon DocsNewDevmeHsvoSm NO Do the Differences Alter the Intended Not Substantiafly

about New or Marketed Jnimmsnnmn?—'f—* Therepeutic/Diagnostic/eic. Effect YES MDMM
Device Requested as Needed (in Deciding, May Consider Impact &8~ | .
L 1YES SafetyandEﬂ':ﬁxvmns)‘)'
! New Device Has Same Intended NO
Use and May be “Substantially Equivalent™ : _ . - _—
_ _ New Device Has O
@ I - Mew Intended Use
Does New Device Have Same =T @
- Technologicat Characteristics, NO. Could the New | .
c.g. Design; Materials, eie.? Characieristics Do the New Chareciesistics
y YES Amsmyor——bkammmsaism »O
‘ : ) l orEﬁcnmstmﬁons‘l R
.
NO Are the Deseriptive N
— Characteristics Precise Enough NO
I ° to Ensure Equivalence? @
NO ) ¥. .
Are Perftrmipcs Data Do Accepted Scieatific
Available i Asscs Equivalenice? YBS WheitioisExist for
’ Assessing Effectsof  NO-
the New Characteristics?
YES ,
» | YES
Y i
Pesformance Are Performancs Data Avzilable  NO
Data Required To Assess Effects of New ————
Characteristics? ***
YES
[ .
4 @ . D
y

Pa‘ﬁmnmee Data Demonstrate
Equivalence?

YES . NO

' - *Sobskntislty Equivalont .
To ° Detorminglion . . To .

» Slom)mhmmmmpaemdmmmmmmddqm FDAMaMdmmdmudm:pbem
warkeled and "predicate™ (pre-Amendments or rechissified post-Amendments) devices lslmdﬂr

b MWQMMNWMMWWWdMBWW
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Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard

Rockville, MD 20850

Premarket Notification [510(k)] Review
Traditional/Abbreviated

K120562
Date: March 27, 2012
To: The Record - Office:
From: _James Lee PhD Division: DAGID/ARDB

510(k) Holder. RESPIRONICS INC

Device Name: PerforMax Pediatric EE Total Face Mask
Contact: Michelle Brinker

Phone: (724) 387-4146

Fax: (724) 387-3999

Email: michelle.brinker@philips.com

I. Purpose and Submission Summary:

The 510(k) holder would like to introduce the Respironics PerforMax Pediatric EE Total Face Mask into
interstate commerce. The PerforMax Pediatric EE Total Face Mask is a modification in design to the
Respironics PerforMax Youth EE Total Face Mask (previously cleared under K092043) and Respironics
Small Child Profile Lite Nasal Mask (previously cleared under K093416). The modifications consist of the

following:
1. Updated environment to restrict to hoépital/institutional use only
2. Reduced size of the faceplate and cushion
3. Modified elbow
4. Modified the mask operating pressure range, replaced unintentional leak specification with total

mask leak specification, and added inspiratory and expiratory resistance specification
5. Material changes for the elbow hub, elbow body, and headgear

The modified device is intended to provide an interface for application of non-invasive positive airway
pressure delivered to patients by a device such as a CPAP or bi-level system. The PerforMax Pediatric
EE Total Face Mask is for patients 1 year or older (> 7 kg). The mask is for multl -patient use in the
hospital / institutional environment only.

Il. Administrative Requirements

Indications for Use page (Indlcate lf Prescrlptlon or OTC) Prowded in Sectlon 4

Truthful and Accuracy Statement Prowded in Section 6p o X |

S S S

510(k )Summary or 510(k )Statement - Prowded in Sectibns CoX

Standards Form ' - - : o




510(k) Summary
The sponsor has provided its 510(k) Summary in Section 5.

Required Elements for 510(k) Summary (21 CFR 807.92)

Clearly labeled “510(k) Summary” yes
Submitter’ s name, address, phone #, a contact person yes
Date the summary was prepared yes
The name of the device/trade name/common name/classification yes
name '

An identification of the legally marketed predicate yes
Description of the subject device yes
Statement of intended use yes
= if same, a summary of comparison of technological yes
.9 o | characters

e

g § If different, a summary of how do they compare to the

:..'3 < | predicate

‘Brief discussion of non-clinical data submitted, yes

= referenced, or relied on

] Brief discussion of clinical data submitted, referenced, or

g relied on, including:

= - Description upon whom the device was tested,

E - Data obtained from the tests and especially:

e * Adverse events and complications

& s QOther information for SE determination

Conclusion that data demonstrate SE
Required Elements for 510(k) Statement (21 CFR 807.93) N/A

Signed verbatim statement

lll. Device Description

Is the device life-supporting or life sustaining?

Is the device an implant (implanted longer than 30 days)?

Does the device design use software?
s the device sterie?
s the de\/'iée reuééble (not feprécessed single use)’? S
Are “cleaning” instructions included for the end user?

The PerforMax Pediatric EE Total Face Mask expands upon the existing Respironics PerforMax
product line, which currently includes a size cleared for patients 7 years and older (> 18.2 kg).

The PerforMax Pediatric EE Total Face Mask consists of ﬂ faceplate, a silicone
cushion that seals along the perimeter of the face, an elbow with an integral entrainment valve, and an




elbow hub that retains the elbow. A pressure-pick off port is located on the elbow body. The mask is
secured to the head with a bonnet style headgear.

The PerforMax elbow hub allows the medical professional to use the mask with either an
Entrainment Elbow (EE) Leak 2 or an Entramment Elbow (EE) Leak 1. The EE Elbow is a simple press fit
assembly into the hub of the mask.

-
e

The EE Leak 2 elbow has a 6" fixed 15 mm to 22 mm flexible extension tube attached. There is a
22 mm swivel connector at the end of the tubing. to attach to standard 22 mm tubing used with CPAP and
bi-level systems. The EE Leak 1 elbow connects directly to standard 22 mm tubing used with CPAP and
bi-level systems (see Figure 3). The EE Leak 1 elbow does not include an extension tube or swivel.
The PerforMax Pediatric EE Total Face Mask is available in two sizes, XS and XXS.

IV. Indications for Use

Indications for Use as provided in Section 4 of the original submission:

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of
non-invasive positive airway pressure delivered to patients by a device such as a CPAP or bilevel system.
The mask is for multi-patient use in the hospital / institutional environment only. The mask is to be used
on patients 1 year or older (> 7 kg) for whom positive airway pressure therapy has been prescribed.

Prescriptiqn Use has been indicated.
Predicate Indications for Use:

PerforMax Youth EE Total Face Mask (K092043) —

The Respironics BiPAP Synchrony 2 is intended to provide non-invasive ventilation for pediatric
patients 7 years or older(> 40 Ibs) or adult patients (> 66 Ibs) with respiratory insufficiency or obstructive
sleep apnea, in the hospital or home.

Small Child Profile Lite Nasal Mask (K093416) —

The Respironics Trilogy200 system provides continuous or intermittent ventilatory support for the
care of individuals who require mechanical ventilation. Trilogy200 is intended for pediatric through adult
patients weighing at least 5 kg (11 Ibs.).

The device is intended to be used in home, institution/hospital, and portable applications such as

"wheelchairs and gurneys, and may be used for both invasive and non-invasive ventilation

V. Predicate Device Comparison

The following table compares the submitted device with the primary and secondary predicates.




Primary Predicate
Device:

PerforMax Youth EE
Total

Face Mask
Manufacturer:
Respironics, Inc.
510(k) Number:
K092043

Secondary Predicate
Device:

Small Child Profile Lite

Nasal Mask
Manufacturer:
Respironics, Inc.
510(k) Number:
K093416

Subject Device:
PerforMax Pediatric EE
Total Face Mask
Manufacturer:
Respironics, Inc.
510(k) Number:

To be determined

Intended Use

The PerforMax Youth EE

The Small Child Profile

Similar to K092043 and

submitted in Total Face Mask is Lite Nasal Mask and | K093416
labeling intended to provide an . Softcap are intended to PerforMax Pediatric EE
' interface for applicatio provide an interface Total Face Mask is
of ' when intended to provide an
CPAP or bi-level therapy | used with CPAP or bi- interface for application
to patients. level of .
therapy. non-invasive positive
airway pressure
delivered .
to patients by a device
such as a CPAP or bi-
level
system.
Patient Population 7 years or older (> 18.2 kg) 1 year or older (> 7 kg) Unchanged from K093416

Environment of Use
of the System

Home or
Haospital/institutional

Home or
hospital/institutional

-1 Hospital/institutional only

Patient Usage Type

Single Patient use in the
home and

Multi-patient use in the
hospital/institutional
environment

Single Patient Use

Unchanged from K092043
in the Hospital/institutional
environment

Product Code

MNS

CBK

BZD

Provided Sterile or
Non-Sterile

Provided clean, not sterile

Provided clean, not sterile

Unchanged from
K093416/K092043

Anatomical Sites -

Total Face Mask, covering
the eyes, nose and mouth

Nasal interface, covering
only the nose

Unchanged from K092043










VI. Labeling

Draft labeling is provided in TAB 13 of the original submission. This section includes the instructions
for use, warning and caution statements, device specifications, and reuse instructions (disinfection).
The caution statement for prescription devices as required by 21 CFR 801.109: Caution: “Federal law
restricts this device to sale by or on the order of a physician. Appropriate caution and warning
statement related to the usage of the device are included.

VIl. Sterilization/Shelf Life/Reuse

The device is not provided sterile and is it intended to be sterilized usindiSJiEl

Vill.Biocompatibility

r .
A skin contacting and gas pathway materials have been evaluated in accordance with the guidance
provided in ISO-10993-1. A declaration of conformity to 1ISO-10993-1 is provided in Tab 9 of the original
submission. ‘ '

I1X. Software

This device has no software, this section is not applicable.

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety




The device has not electrical or mechanical systems, this section is not applicable.

Xl. Performance Testing — Bench

The following is @ summary of the bench testing that was performed on the PerforMax Pediatric EE Total
Face Mask.

Environmental Testing

Per the guidance in the FDA Reviewer Guidance for Premarket Notification Submissions, November
1993, testing will be performed to demonstrate safety and effectiveness of the performance
characteristics of the device in the intended environment of use and post-storage conditioning. The Intent
to Declare Conformance is provided in Tab 9C and test matrix per Appendix A of FDA Reviewer
Guidance for Premarket Notification Submissions, November 1993, is provided in Tab 18B.

Risk Assessment . ,

An initial hazards assessment was performed for the PerforMax Pediatric EE Total Face Mask. The
assessment analyzed the use situation, the sequence of events, and harm. An initial risk level of the
harm was established based on the initial severity and probability classifications (as defined in the risk
management plan in Tab 18C).

Xll. Performance Testing — Animal

N/A Animal testing not needed to determine substantial equivalence.

XM, Performance Testing — Clinical

N/A Clinical testing was not submitted to determine substantial equivalence. Submission only has a
reference to a clinical study performed in 2000.



XIV. Substantial Equivalence Discussion

9 Data Demonstrate Equwalence’?

Yes No
1. Same Indication Statement? - I ~ X  fYES=GoTo3
2. Do Drfferences Alter The Effect Or Ralse New I " If YES = Stop NSE
Issues of Safety Or Effectiveness? ’
3 _Sa}{é Technologrcal Characterlstrcs; - HAMMI I If YES Go To 5 -
4 CouId The New Characterlstlcs Affect Safety Or S If_YEE ﬁwéo Tc.E; -
Effectiveness? _
5. Descriptive Characteristics Precise Enough? IfNO=GoTo8
: If YES = Stop SE
6 New Type;Df _Safety Or Effectuveness Questlons’7 - - lf YIE:-S—_'Stop NSE
7 Accepted Scientific Methods ExIét” T If NO = Stop NSE -
8.

Performance Data Available? i If NO Request Data
E

Fmal DeCISIOI‘I

L

Note: See
http://eroom.fda.gov/ieRoomReq/Files/CDRH3/CDRHPremarketNotification5 10kProgram/0_4148/FLOWC

HART%20DECISION%20TREE%20.DOC for Flowchart to assist in decision-making process. Please

complete the following table and answer the corresponding questions. "Yes" responses to questions 2, 4,
6, and 9, and every "no" response requires an explanation.

1.

2.

Explain how the new indication differs from the predicate device's indication:
| Explain why there is or is not a new effect or safety or effectiveness issue:
Describe the new technological characteristics:
Explain how new characteristics could or could not affect safety or effectiveness:
Explain how descriptive characteristics are not precise enough:
Additional information regarding the verification and validation activities is needed in order to
determine substantial equivalence. ' _
Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:
Explain why existing scientific methods can not be used:

Explain what performance data is needed:

Explain how the performance data demonstrates that the device is or is not substantially equivalent:




XV.

XVI. Contact History

XVIl. Recommendation

| recommend that the file be placed on hold pending the receipt of additional information.

Regulation Number: 21 CFR

Regulation Name:

Regulatory Class: Class I, II, lll, or Unclassified
. Product Code:

/W?/L | 7/?7//»

James Leé PhD, Lead Reviewer Date
L L har— 3/?4// 2

Lex Schultheis, MD, PhD, ARDB Branch Chief Date
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U.S. Food and Drug Administration

Document Control Center WO66-G609

‘h . Center for Devices and Radiological Health

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

February 24, 2012

RESPIRONICS, INC. ' 510k Number: K120562
SLEEP AND HOME RESPIRATORY GROUP Received: 2/24/2012
365 PLUM INDUSTRIAL COURT

PITTSBURGH, PENNSYLVANIA 15239 : Product: PERFORMAX PEDIATRIC EE TOTAL F
ATTN: MICHELLE BRINKER :

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above
will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at

http://www.fda. gov/Med1ca|Dewces/DevnceRegulatlonandGuldance/Overwew/MedlcalDeVIceUserFeeandMod
ernizationActMDUFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological




LA

Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,

Added By Title VIII of The Food and Drug Administration Amendments Act of 2007” '

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
s/PremarketNotificationS [ Ok/ucm134034.htm. According to the draft guidance, 510(k) submissions that do not

_ contain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/

ucm084365.htm. Please refer to this guidance for assnstance on how to format an original submission for a
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

http://www.fda. gov/MedlcalDewces/DewceRegulatlonandGu1dance/HowtoMarketYourDev1ce/PremarketSubm|SS|o
ns/ucm134508.html. In addition, the 510(k) Program Video is now available for viewing on line at '
http://www.fda. gov/MedlcalDev1ces/Dev1ceRe,<zulatlonandGu1dance/HowtoMarketYourDevlce/PremarketSubmlssm
ns/PremarketNotificationS 10k/ucm070201.htm .

*lease ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as per
21 CFR 807.93, it meets the content and format regulatory requirements.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice

- http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status

of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
internet address http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have
procedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff



Mcdonald, Lisa *

CLom: _ Microsoft Outlook
To: ‘michelle.brinker@philips.com'
Sent: . Friday, February 24, 2012 3:02 PM
Subject: Relayed: K120562 ACK Letter

Delivery to these recipiehts or distribution lists is complete, but delivefy notification was not
sent by the destination: '

'michelle.brinker@philips.com’

Subject: K120562 ACK Letter

Sent by Microsoft Exchénge Server 2007
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Tab 1 — Medical Device User Fee Cover Sheet

The medical device user fee cover sheet is provided following this page.
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Site: null Page 1 of 1

Form Approved: OMB No. 0910-511. See Instructions for OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIEICATION NUMBER:
FOOD AND DRUG ADMINSS s Write the Pa t Identification number on your
MEDICAL DEVICE USER FEE COVER SHEET ymen y -

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http:/iwww.fda.gov/oc/mdufma/coversheet.html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Zita Yurko
) 2.1 E-MAIL ADDRESS
’;‘g(ﬁpm?;‘gg;g‘fane Zita.Yurko@Philips.com
Murrysville PA 15668 2.2 TELEPHONE NUMBER (include Area code)
us 724-387-4120
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
*+***4989 724-387-7490

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http://www.fda.gov/oc/mdufma

Select an application type: 3.1 Select a center
[X] Premarket notification(510(k)); except for third party [X] CORH

[ 1513(g) Request for Information []CBER

[ 1 Biologics License Application (BLA) 3.2 _Select one of the types below
[ ] Premarket Approval Application (PMA) [X] Original Application

{1 Modutar PMA Supplement Types:

[ 1 Product Development Protocol (PDP) { ] Efficacy (BLA)

[ ] Premarket Report (PMR) ’ [] Panel Track (PMA, PMR, PDP)
[] Annual Fee for Periodic Reporting (APR) []1Real-Time (PMA, PMR, PDP)
{1 30-Day Notice []1180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[1YES, | meet the small business criteria and have submitted the required [X] NO, | am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)

{1 NO (if "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http:/iwww.fda.gov/cdrimdufma for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[ ] This application is the first PMA submitted by a qualified small business, [X] The sole purpose of the application is to support
including any affiliates conditions of use for a pediatric population

" ] i . \ . The application is submitted by a state or federal
[] This biologics application is submitted under section 351 of the Public 9] ] h " e
Health Service Act for a product licensed for further manufacturing use only gover:g:‘c?gltl;nw for a device that is not to be distributed

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE INA
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA).

[]YES X]NO

PAPERWORK REDUCTION ACT STATEMENT

Public reporting burden for this collection of information is estimated to average 18 minutes per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of
information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for
reducing this burden, to the address below.

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 1350 Piccard Drive, 4th

Floor Rockville, MD 20850
[Please do NOT retum this form to the above address, except as it pertains to comments on the burden estimate.}

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
$0.00 30-Jan-2012

Form FDA 3601 (0172007

"Close Window" Print Cover sheet 060603

https://userfees.fda.gov/OA_HTML/mdufmaCScdCfgltemsPopup.jsp?vcname=Zita%20Y... 1/30/2012



Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 2 -~ CDRH Cover Sheet

The CDRH Premarket Review Submission cover sheet is provided following this page.

(Please turn the page.)

0¢8GL 4

©2012 Respironics Inc. 02/22/12



DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 0910-0120

Expiration Date: December 31, 2013
See OMB Statement on page 5.

Date of Submission

022172012

SECTION A

PMA
[] original Submission
[[] premarket Report
[[] Modutar Submission
[[] Amendment
[] Report
[[] Report Amendment

User Fee Payment ID Number

(b) (4 ]
TYPE OF SUBMISSION

PMA & HDE Supplement PDP
[[] Regutar (180 day) (] original POP
[[] special [] Notice of Completion
[ Panel Track (PMA Only) | [_] Amendment to PDP
(] 30-day Supptement
[] 30-day Notice

[[] 135-day Supplement

FDA Submission Document Number (if known)

510(k) Meeting
[X] Original Submission: [] Pre-510(K) Meeting
X Traditional [] Pre-IDE Meeting
(] special [[] Pre-PMA Meeting
[]Abbreviated (Complete (] Pre-PDP Meeting
section |, Page 5)

[[] pay 100 Meeting

[[] Additional Information (] Agreement Meeting

] Report Amendment

[] Licensing Agreement [[] Real-time Review (] Third Party [[] petermination Meeting
Amendment to PMA & Other (specify):
D HDE Supplement D ¢
[] other
IDE Humanitarian Device Class Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class Hl Deslignation
(De Novo)
[[] original Submission [] original Submission [[] originat Submission [] Original Submission [ 513(9)
(] Amendment (] Amendment [] Additional Information [] Additional Information [Jother _
D Supplement D Supplement (describe submission):
[[] Report

Respironics, Inc.

Have you used or cited Standards in your submission?

SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)

Klves [JNo

2518422

(If Yes, please complete Section I, Page 5)

365 Plum Industrial Court

(724) 387-3999

Division Name (if applicable) Phone Number (inciuding area code)
Sleep and Home Respiratory Group (724) 3874146, [NENN
Street Address FAX Number (including area code)

City State / Province ZIP/Postal Code Country
Pittsburgh PA 15239 USA
Contact Name
Michelle Brinker
Contact Title Contact E-mail Address
Regulatory Affairs Manager, Patient Interface Michelle.Brinker@philips.com
SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Company / Institution Name
Division Name (if applicable) Phone Number (including area code)
Street Address FAX Number (including area code)
City State / Province ZIP Code Country
Contact Name
Contact Title Contact E-mail Address
FORM FDA 3514 (12/10) Padd1'ofs Rages

PSC Publistung Services (301) 4436740




SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR

[] New Device [[] change in design, component, or (] Location change:
[ withdrawal specification: (] Manufacturer
{] Additionat or Expanded Indications [] software/Hardware [ sterilizer

[J Request for Extension [ cotor Additive [] Packager

{(] Post-approval Study Protocol (] Material

[(J Request for Applicant Hold [] specifications

D Request for Removal of Applicant Hold [:] Other (specify below) D Report Submission:

I:l Request to Remove or Add Manufacturing Site [:l Annual or Periodic

[] Post-approvat Study

D Process change: |:| Labeling change: D Adverse Reaction
[]Manufacturing [ Packaging [] indications [ Device Defect
(] Steritization [ instructions ] Amendment
[] other (specify below) [ performance Characteristics
[7] shef Life
[] Trade Name {T] change in Ownership
D Other (specify below) D Change in Correspondent
[[] Response to FDA correspondence: [] change of Applicant Address
D Other Reason (specify):

SECTION D2 REASON FOR APPLICATION - IDE

[J New Device (] change in: [[] Response to FDA Letter Conceming:
(] New Iindication [[] comrespondent/Applicant (] conditional Approval
[[] Addition of Institution {] Design/Device [[] peemed Approved
[[] Expansion / Extension of Study [ informed Consent [[] peficient Final Report
(] IRB Certification { ] Manufacturer [[] Deficient Progress Report
{T] Termination of Study (] Manutacturing Process [ peficient Investigator Report
(] withdrawal of Application (] Protocol - Feasibility [] pisapproval :
(] Unanticipated Adverse Effect [] Protocol - Other [[] Request Extension of
[] Netification of Emergency Use [] sponsor Time to Respond to FDA
|:] Compassionate Use Request D Request Meeting
(] Treatment IDE (] Report submission: [] Request Hearing
[] continued Access [] cument Investigator
' [(J Annual Progress Report
[] site Waiver Report
(] Final

[] other Reason (specify):

SECTION D3 REASON FOR SUBMISSION - 510(k)
& New Device [:] Additional or Expanded Indications D Change in Technology
[:l Other Reason (specify):
FORM FDA 3514 (12/10) Page 2 of 5 Pages

060006



SECTIONE

ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed

1| MNS

2| CBK

3 4

5

6

7 8

Summary of, or statement conceming,
safety and effectiveness information

& 510 (k) summary attached
L—__I 510 (k) statement

Information on devices to which substantial equivalence is claimed (i known)

SECTIONF
Common or usual name or dassification name

Ventilator, Non-Continuous (Respirator)

FORMATION - APPLICATION TO ALL AP

LICATIONS

510(k) Number 5 Trade or Proprietary or Model Name Manufacturer

BiPAP Synchrony 2 (PerforMax Youth EE Total

1| K092043 1| Face Mask) 1| Respironics, Inc.
Trilogy 200 Ventilator (Smalt Child Profile Lite

2| K093416 2| Nasal Mask) 2 Respironics, Inc.

3 3 3

4 4 4

5 5 5

6 6 6

Trade or Proprietary or Model Name for This Device Model Number

1| PerforMax Pediatric EE Total Face Mask 1
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardiess of outcome)

1 2 3 4 5 6

7 8 9 10 1 12
Data Included in Submission

D Laboratory Testing D Animal Trials D Human Trials

SECT]ON G ’ PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class
BZD 21 CFR 868.5905 D Class | Z] Class Il
Classification Panel
: [OJclassit  [] Unctassified
Anesthesiology
Indications (from labeling)

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of non-invasive positive airway pressure delivered to patients by a device
such as a CPAP or bi-level system. The mask is for multi-patient use in the hospital / institutional environment only. The mask is to be used on patients 1 year or older
(> 7 kg) for whom positive airway pressure therapy has been prescribed.

FORM FDA 3514 (12/10)

Page 3 of 5§ Pages

0000667




Note: Submission of the information entered in Section H does not affect the
need to submit device establishment registration.

r

SECTION H
K] originat

(JAadd [ Delete

‘| FDA Document Number (if known)

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION
Facility Establishment Identifier (FEI) Number

Manufacturer [] contract Sterilizer
[C] Contract Manutacturer  [_] Repackager / Relabeler

Company / Institution Name

Respironics, Inc.

Establishment Registration Number
2518422

Division Name (if applicable)

Sleep and Home Respiratory Group

Phone Number (including area code)

(724) 3874146, (T

Street Address
1001 Murry Ridge Lane

FAX Number (including area code)
(724) 387-3999

Michelle Brinker

Facility Establishment ldentifier (FEI) Number

City State / Province ZIP Code Country
Murrysville PA 15668 USA
Contact Name Contact Title Contact E-mail Address

Regulatory Aflairs Manager, Patient Interface

Michelle Brinker@philips.com

[] original Facility Establishment Identifier (FEI) Number

[JAdd  []Delete

[[] original (] Manufacturer [] contract sterilizer

[Jada  [] Delete (] contract Manufacturer | Repackager / Relabeler
Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)
City State / Province ZIP Code Country
Contact Name Contact Title Contact E-mail Address

[ Manutacturer
D Contract Manufacturer

[ contract sterilizer
[[] Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

FORM FDA 3514 (12/10)

Street Address FAX Number (including area code)
City State / Province ZIP Code Country
Contact Name Contact Title Contact E-mail Address

€| Page4 of 5 Pages

060003




SECTION | . UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a “Declaration of Conformity to a Recognized
Standard” statement.
Standards No. Standards Standards Title Version Date
Organization . . . . . .
10993-1 AAMI ANSI ISO Biological Evaluation of Medical Devices - Part 1: Evaluation and 2009
Testing within a risk management process
1
Standards No. Standards Standards Title Version Date
Organization ) ) o ) ) )
14971 AAMI ANSI ISO Medical devices — Application of risk management to medical devices | 2007
2
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title Version Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
7
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
1350 Piccard Drive, Room 400
Rockville, MD 20850
An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number.
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Traditional 510(k)
Tab 3 = 510(k) Cover Letter

Respironics PerforMax Pediatric EE Total Face Mask

The 510(k) Cover Letter is provided following this page.

(Please turn the page.)

©2012 Respironics Inc. 02/22/12
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21 February, 2012

ATTN: Document Control Clerk

U.S. Food and Drug Administration F DA CDRH DM

Center for Devices and Radiological Health C

Document Mail Center- WO66-G609 ' FER 24 2

10903 New Hampshire Avenue 012

Silver Spring, MD 20993-0002 Rece,-\,e d |
i

RE: Traditional 510(k) submission for the PerforMax Pediatric EE Total Face Mask
Dear Document Control Cierk:

Respironics Inc. hereby submits this Traditional 510(k) for the Respironics PerforMax Pediatric EE Total Face
Mask. The Perfo}Max Pediatric EE Total Face Mask is a modification in design to the Respironics PerforMax
Youth EE Total Face Mask (previously cleared under K092043) and Respironics Small Child Profile Lite Nasal
Mask (previously cleared under K093416). The modifications consist of the following:

Updated environment to restrict to hospital/institutional use only
Reduced size of the faceplate and cushion
Modified elbow '

PN~

Modified the mask operating pressure range, replaced unintentional leak specification with total mask
leak specification, and added inspiratory and expiratory resistance specification

5. Material changes for the elbow hub, elbow body, and headgear

Like the existing products, the modified device is intended to provide an interface for application of non-invasive
positive airway pressure delivered to patients by a device such as a CPAP or bi-level system. The PerforMax
Pediatric EE Total Face Mask is for patients 1 year or older (> 7 kg). The mask is for muiti-patient use in the
hospital / institutional environment only.

It is our conclusion, based on the information contained within this submittal, that the device modifications
discussed herein, has no affect on the fundamental scientific technology and safety or effectiveness of the device.
In accordance with the FDA Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)'s, the following information is provided to address the principal factors of the design and use of the
PerforMax Pediatric EE Total Face Mask. This information is provided in tabular format, consistent with the
requirements of this guidance.

,'

"Is énaéVicé ir;;tén ed‘fb;xﬁ}'e;;:rlp ion use (1CI‘=§8hO1.'éubp—art )? — X -

TG



Is the device intended for over-the-counter use (21CFR807 Subpart C)? X
Does the device contain components derived from a tissue or other biologic X
source?

Is the device provided sterile? X
Is the device intended for siﬁgle use? X*
Is the device a reprocessed single use device? X
If yes, does this device type require reprocessed validation data? X
Does the device contain a drug? : X
Does the device contain a biologic? X
Does the device use software? | X
Does the submission include clinical information? | v X
Is the device implanted? . X

“The mask, excluding the elbow, is intended for multi-patient use. The eibow is a single use disposable component.

We consider our intent to market this device as confidential commercial information and request that FDA treat it as
such. We have taken precautions to protect the confidentiality of the intent to market this device. We understand
that submission of false information to the government is prohibited by 18 U.S.C. 1001 and 21 U.S.C. 331(q).

Thank you in advance for your consideration of our application. If you require additional information, please contact

me by phone at (724) 387-4146 (w), I . (724) 387-3999 (fax) or by email at
michelle.brinker@philips.com.

Michelle Brinker
Manager, Regulatory Affairs
Patient Interface

0660612



Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 4 — Indications for Use Statement

The indications for use statement is provided following this page.

(Please turn the page.)

©2012 Respironics Inc. 02/22/12
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Indications for Use
510(k) Number (if known):

Device Name: PerforMax Pediatric EE Total Face Mask

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of
non-invasive positive airway pressure delivered to patients by a device such as a CPAP or bi-
level system. The mask is for multi-patient use in the hospital / institutional environment only.
The mask is to be used on patients 1 year or older (> 7 kg) for whom positive airway pressure
therapy has been prescribed.

Prescription Use _ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF

NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 5 — 510(k) Statement

The 510(k) Statement is provided following this page.

(Please turn the page.)

©2012 Respironics Inc. 02/22/12 000015
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PREMARKET NOTIFICATION 510(k) STATEMENT

Pursuant to 21 CFR 807.9_3, | certify that, in my capacity as Manager of Regulatory Affairs of
Respircnics, Inc. | will make available all information inéluded in th\is premarket notification on
safety and effectiveness within 30 days of request by any person if the device described in the
premarket notification submission is determined to be substantially equivalent. The information
| agree to make available will be a duplicate of the premarket notification submission, including
any advérse safety and effectiveness information, but excluding all patient identifiers, and

trade secret and confidential commercial information, as defined in.21 CFR 20.61.
(Signature)

Michelle Brinker
(Typed Name)

2= 17 -2olx
(Date)

(Premarket Notification 510(k) Number)
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask

Tab 6 — Truthfut and Accurate Statement

The Truthful and Accurate Statement as required by 21CFR 807.87(k) is provided following this page.

i

(Please furn the page. y)

©2012 Respironics Inc. T 02/22/12 (11114115 Brd
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

Pursuant to 21 CFR 807.87 (k), I, Michelle Brinker, certify that, in my capacity as Manager of
Regulatory Affairs of Respironics, Inc., | believe to the best of my knowledge, that all data and
information submitted in the premarket notification are truthful and accurate and that no material fact
has been omitted.

(Signature)

Michelle Brinker
(Typed Name)

2- 21- 2015~
(Date)

(Premarket Notification 510(k) Number)
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 7 - Class Il Summary and Certification

This section does not apply. The Respironics PerforMax Pediétric EE Total Face Mask is a Class I

device.

(End of Tab.)

s U 2 00 B q !
©2012 Respironics Inc. 02/22/12 ' 660019



Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 8 — Financial Certification or Disclosure Statement

This section does not apply. No financial certification or disclosure statement is required since no clinical

study was conducted for this submission.

(End of Tab.)

©2012 Respironics Inc. 02/22/12
i 060020



Traditional 510(k)

Respironics PerforMax Pediatric EE Total Face Mask

Tab 9 — Declarations of Conformity and Summary Reports

This section contains the Declaration of Conformity, forms, and summary reports to demonstrate

conformity to the folIowing standards:

Tab 9A

ISO 10993-1: 2009 Biological Evaluation of Medical Devices — Part 1: Evaluation and
testing within a risk management process

e Declaration of Conformity

» FORM FDA 3654 Standards Data Report for 510(k)s

e Summary Report

Tab 9B

ISO 14971:2007 Medical Devices — Application of Risk Management to Medical Devices

e Declaration of Conformity

¢ FORM FDA 3654 Standards Data Report for 510(k)s

¢ Summary Report

Tab 9C

FDA Reviewers Guidance for Pre-market notification submissions — November 1993
(clause (i) Performance Requirements — Mechanical and Environmental (6) High and
Low Temperature and Humidity)

¢ Intent to Declare Conformity

(Please turn the page.)

©2012 Respironics Inc. 02/22/12 .
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 9 — Declarations of Conformity and Summary Reports

Tab 9A
Declaration of Conformity to
ISO 10993-1: 2009 Biological Evaluation

of Medical Devices — Part 1: Evaluation and testing
within a risk management process

©2012 Respironics Inc. 02/22/12 0600 AN



Declaration of Conformity to
ISO 10993-1: 2003 Biological evaluation of medical devices
Part 1: Evaluation and testing
PerforMax Pediatric EE Total Face Mask

We,

Respironics, Inc.
1001 Murry Ridge Lane
Murrysville, PA 15668-8550 USA,

Declare that,

The Respironics PerforMax Pediatric EE Total Face Mask components are categorized, per
the standard, as "surface devices" that have contact duration of C (> 30 days cumulative use).

Component Certification:

Mask
Component | Material
(See Figure | Grade
below)

Patient Contact | Tests Performed

Faceplate

Cushion

Elbow Hub *

Split Washer

06602



Entrainment
Elbow Body (EE
Leak 1)

Entrainment
Elbow Body (EE
Leak 2)

Entrainment
valve flapper

Port Cap

Headgear Clip

Headgear
Material
{headgear not
pictured below)

Flexible Tubing

Hose Swivel

Michelle Brlnker ' ' Dated: February 21, 2012
Regulatory Affairs Manager -
Patient Interface :

000624
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Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
[X] Traditional [] Special [] Abbreviated

STANDARD TITLE !
ISO 10993-1:2009 Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk management process

Please answer the following questions Yes No
Is this standard recognized bY FDA 27 ...........ocovcoiiiireiiotiiesieesseaeseesasaesessassssassassesesseansseeasessasanssansens X] |
FDA ReCOGNItION NUMDEI? ... ...ttt ettt et en st b es s en e snananes #2-156

Was a third party laboratory responsible for testing conformity of the device to this standard identified

0 ERE BT0(K)? wveoveeeeeeeeeee e e e e s esseesse e ee e eeeeeeee e eee e e e e se e se s e e esese e ees e ee e ee e se e s se s e s eer s e X [

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAO(K)? oottt e ettt ettt et e et et e e aete et n et et et et re e eman et en et e e ene e e e e e e s et eeneeeees X J

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEMAINS 10 thiS ABVICE? ..ottt ettt sttt st et e et et e e s te et etsaasaseeetsereesnanseensenenes X ]
Does this standard include acceptance Criteria? ...............ccocvviiiiiiniciccc X] OdJ
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests?....................coconinee, X] W
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?............................l O X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)$? ............ ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?............occcccieiiinns il ]
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... ] X]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance ° that is associated with this standard?...........c....coociiiiineiinnncc X] J
If yes, was the guidance document followed in preparation of this 510k? .........c..cccoiiiiiiiniiciiiiiinne X |
Title of guidance: Use of International Standard ISO-10993 FDA Reviewer's Guidance (#G95-1.5/1/95)
1 The formatting convention for the title is: [SDO} [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
. . . all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http:/mwww.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default. htm s The supplemental information sheet (SIS) is additional information which

X is necessary before FDA recognizes the standard. Found at http://
3 http:/iwww .accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the » The online search for CDRH Guidance Documents can be found at

device under review (for example, alternative test methods); choices made A ; : . : f
when options or a selection of methods are described; deviations from the gth;i)(.jlancebf:;rgn?rwddé?:ﬁi\{ﬁesloevxoeReguIahonandGu:dancel

standard; requirements not applicable to the device; and the name and

FORM FDA 3654 (6/11) Page 1 PSC Publishing Scrvices (301) 4436740  EF
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STANDARD TITLE
See Summary Report on next page

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

) {(C(JYes [JNo []NA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE? .
[Jyes [JNo []NA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the

Paperwork Reduction Act Statement

Department of Health and Human Services
Food and Drug Administration

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden to:

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville, MD 20850 - displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask

PerforMax Pediatric EE Total Face Mask Summary
Report

Conformance to ISO 10993-1: 2009
Biological Evaluation of Medical Devices — Part 1: Evaluation and
Testing

Section 1: Scope
No Requirements

m Section 2: Normative References
No Requirements

m Section 3: Terms and Definitions
No Requirements

Section 3.1: Medical Device
No Requirements

Section 3.2: Material
No Requirements

Section 3.3: Final Product
No Requirements

Section 3.4: Chemical Constituent
No Requirements

Section 3.5: Data Set
No Requirements

m Section 4: General Principles Applying to Biological Evaluation of Medical Devices

Section 4.1:
No Deviations.

All patient gas path materials and skin contact only materials used in the mask
were evaluated in accordance with the guidance provided by this standard.

©2012 Respironics Inc. 212212012

00C0R9



Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask

Section 4.2:
No Deviations. See explanation included in Section 4.1.

Section 4.3:
No Deviations. See explanation included in Section 4.1.

Section 4.4:
No Deviations. See explanation included in Section 4.1.

Section 4.5:
No Deviations. See explanation included in Section 4.1.

Section 4.6
No Deviations. See explanation included in Section 4.1.

Section 4.7:
No Deviations. See explanation included in Section 4.1.

Section 4.8:
No Deviations. See explanation included in Section 4.1.
m Section 5: Categorization of Medical Devices

Section 5.1: General
No Deviations

Section 5.2: Categorization by Nature of Body Contact

Section 5.2.1: Surface-contacting Devices

©2012 Respironics Inc. 21222012
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Traditional 510(k)

Respironics PerforMax Pediatric EE Total Face Mask

The materials used in the mask are classified as skin contacting. These

materials do not contact intact mucosal membranes or breached or

compromised surfaces.

Section 5.2.2: External Communicating Devices
Not Applicable.

Section 5.2.3: Implant Devices

Not Applicable.

Section 5.3: Categorization by Duration of Contact
The materials have the potential to be used for cumulative long-term use and as
such are classified as contact duration C.

m Section 6: Biological Evaluation Process

Section 6.1: Material Characterization
No Deviations.

Section 6.2: Biological Evaluation Tests

Section 6.2.1: General

No Deviations.

Section 6.2.2: Test Descriptions

Section 6.2.2.1: General

No Deviations

Section 6.2.2.2: Cytotoxicity

No Deviations.

Section 6.2.2.3: Delayed-type hypersensitivity (Sensitization)

No Deviations.

Section 6.2.2.4: Irritation (including intracutaneous reactivity)

No Deviations.

Section 6.2.2.5: Systemic Toxicity (Acute Toxicity)

Not Applicable.

Section 6.2.2.6: Subacute and Subchronic Toxicity
Not Applicable.

Section 6.2.2.7: Genotoxicity

©2012 Respironics Inc.

2/22/2012

0¢0031



Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask

Not Applicable.

Section 6.2.2.8: Implantation
Not Applicable.

Section 6.2.2.9: Haemocompatibility
Not Applicable.

Section 6.2.2.10: Chronic Toxicity
Not Applicable.

Section 6.2.2.11: Carcinogenicity
Not Applicable.

Section 6.2.2.12: Reproductive and Developmental Toxicity
Not Applicable.

Section 6.2.2.13: Biodegradation
Not Applicable.

Section 6.2.2.14: Toxicokinetic studies
Not Applicable.

Section 6.2.2.15: Immunotoxicology
Not Applicable.

m Section 7: Interpretation of biological evaluation data and overall biological safety
assessment
No Deviations

m Annex A: Biological evaluation tests
Referenced as an informative guidance.

m Annex B: Guidance on the risk management process
Referenced as an informative guidance.

m Annex C: Suggested procedure for literature review
Referenced as an informative guidance.

©2012 Respironics Inc. 2/22/2012
000032



Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask

Tab 9B

Declaration of Conformity to
ISO 14971:2007 Medical Devices —
Application of Risk Management to Medical Devices

©2012 Respironics Inc. 02/22/12
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Declaration of Conformity to
ISO 14971:2007, Medical devices - Application of risk
management to medical devices
PerforMax Pediatric EE Total Face Mask

We,

Respironics, Inc.
1001 Murry Ridge Lane
Murrysville, PA 15668-8550 USA,

Declare that,

The Respironics PerforMax Pediatric EE Total Face Mask complies with ISO 14971:2007,
Medical devices - Application of risk management to medical devices.

D2 —2.2—2D]2-

s Edsall Dated: February 21, 2012
Sr. Manager, Quality Assurance
and Regulatory Affairs

6066034



Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
fX] Traditional [] Special [] Abbreviated

STANDARD TITLE !
ISO 14971:2007 Medical devices - Application of risk management to medical devices

Please answer the following questions _ Yes No
Is this standard recognized DY FDA 27 .. ......c.ooiiiieiiie ettt ettt s eaene e tenneere e X] ]
FDA RECOGNItION NUMDBEI3 ... .......oiiiiiiieieeieeeeeeeee ettt ee vt en e eae s s e e e s s s e s s naeas #35-40

Was a third party laboratory responsible for testing conformity of the device to this standard identified

1 E0E BTO(K)? -.vvveeeeees oo eee oo eeeeseeeseeeeeses e ee e eee oo es et s e s es e eee e ee oo e et n e er e O K

Is a summary report ¢ describing the extent of conformance of the standard used included in the

BAO(K)? ereeeeeeeeeeeeeeeeeeeseeceeeeeeeeeereeeemeessees e s et e e e eaese e e et seeeesee e seeteeaeeeeeteeaeteseteeaeseeereraeseren e etseueneeneaeanaeseneee ] {1

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEMAINS 10 thiS HEVICE? ...ttt ettt et et e e et st e nee e e e een s X] O

Does this standard include acceptance Crteria? ...............ccoiiiiiiiiiiiiicc e | X

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? .............ccccovviniiiiiciiinnen O X]

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?...............ccccceivvrvivrinenn, g X]

if yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57 ............. ] Il

Were deviations or adaptations made beyond what is specified in the FDA SIS?.........oovvvvveccnnnn. O X]

If yes, report these deviations or adaptations in the summary report table. '

Were there any exclusions from the standard? .................ccociiiiiiiii e 1l X]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?..............cccccoeveiirnrvcennneeeneens O X]

If yes, was the guidance document followed in preparation of this 510K? ..........cccccoeiiiiiiiirieen e, | ]

Title of guidance:

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] {date of publication] assessment to this standard. The summary report includes information on

X . . all standards utilized during the development of the device.

2 Authority {21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/

DeviceRegulationandGuidance/Standards/default.htm s The supplemental information sheet (SIS) is additional information which

. is necessary before FDA recognizes the standard. Found at http://
3 http:/iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.goviscripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the « The online search for CDRH Guidance Documents can be found at

device under review (for example, alternative test methods); choices made AW " : ; f .
when options or-a selection of methods are described; deviations from the ?;tgi)a/anceb?;?nczlrwddelglﬁi\;ﬁesmev10eReguIauonandGu1dance/

standard; requirements not applicable to the device; and the name and

FORM FDA 3654 (6/11) Page 1 PSC Publishing Servioes (301) 436740  EF
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STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?

[JYes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
((JYes [INo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[JYes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and *justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville, MD 20850 displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2

0¢0036



Traditional 510(k) . Respironics PerforMax Pediatric EE Total Face Mask

PerforMax Pediatric EE Total Face Mask Summary
Report

ISO 14971:2007 Medical devices — Application of risk
management to medical devices

m Section 1: Scope
. No Requirements.

m Section 2: Terms and definitions (provided in Clause 2.1 — 2.28)
No Requirements

m Section 3: General requirements for risk management
Clause 3.1 — Risk management process
No Deviations

Clause 3.2 — Management responsibilities
No Deviations

Clause 3.3 — Qualification of personnel
No Deviations

Clause 3.4 — Risk management plan
No Deviations

Clause 3.5 — Risk management file
No Deviations

m Section 4: Risk analysis
Clause 4.1 — Risk analysis process
No Deviations

Clause 4.2 — Intended use and identification of characteristics related to the
safety of the medical device
No Deviations

Clause 4.3 — Identification of hazards
No Deviations

Clause 4.4 — Estimation of the risk(s) for each hazardous situation
No Deviations

m Section 5: Risk evaluation

© 2012 Respironics Inc. 2/22/2012
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask

No Deviations

m Section 6: Risk control
Clause 6.1 — Risk reduction
No Deviations

Clause 6.2 — Risk control option analysis
No Deviations

Clause 6.3 — Implementation of risk control measure(s)
No Deviations

Clause 6.4 — Residual risk evaluation
No Deviations

Clause 6.5 — Risk/benefit analysis
No Deviations

Clause 6.6 — Risks arises from risk control measures
No Deviations

Clause 6.7 — Completeness of risk control
No Deviations

m Section 7: Evaluation of overall residual risk acceptability
No Deviations

m Section 8: Risk management report
No Deviations

m Section 9: Production and post-production information
No Deviations

= Annex A: Rationale for requirements
Referenced as an informative guidance.

m Annex B: Overview of the risk management process for medical devices
Referenced as an informative guidance.

= Annex C: Questions that can be used to identify medical device characteristics that
could impact on safety .
Referenced as an informative guidance.

m Annex D: Risk concepts applied to medical devices
Referenced as an informative guidance.

© 2012 Respironics Inc. 2/22/2012
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask

m Annex E: Examples of hazards, foreseeable sequences of events and hazardous
situations
Referenced as an informative guidance.

m Annex F: Risk management plan
Referenced as an informative guidance.

m Annex G: Information on risk management techniques
Referenced as an informative guidance.

m Annex H: Guidance on risk management for in vitro diagnostic medical devices
Referenced as an informative guidance.

m Annex |: Guidance on risk analysis process for biological hazards
Referenced as an informative guidance.

m Annex J: Information for safety and information about residual risk
Referenced as an informative guidance.

©2012 Respironics Inc. 2/22/2012
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 9 — Declarations of Conformity and Summary Reports

Tab 9C

Intent to Declare Conformity to FDA Reviewers
Guidance for Pre-market notification submissions —
November 1993 (clause (i) Performance
Requirements — Mechanical and Environmental (6)
High and Low Temperature and Humidity)

©2012 Respironics Inc. 02/22/12
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FDA Reviewers Guidance for Pre-market Submissions,
November 1993

Intent to Declare Conformity to Section (i) Performance
requirements — Mechanical and Environment, sub-clause (6)
High and Low Temperature and Humidity

We,

Respironics, Inc.
1001 Murry Ridge Lane
Murrysville, PA 15668-8550 USA,

Declare that the PerforMax Pediatric EE Total Face Mask will meet the requirements
provided in section (i), sub-clause (6) (i) and (ii) such that the mask is able to operate
within its specification when operating in the environmental temperature range of 5 to
40° C and in the environmental humidity range of 15 to 95% RH, non-condensing.
Additionally, the device will not be damaged and will remain operational within its
specification after storage in the environmental temperature range of -20 to +60C and at
a relative humidity up to 95% RH, non-condensing. :

Supporting data will be available before marketing the device.

_ 2/0/n

Mark Cortese Date
Manager, Design V&V

©2012 Respironics Inc. 2/17/2012
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Traditional 510(k)
Tab 10 — Executive Summary

Respironics PerforMax Pediatric EE Total Face Mask

Original Date of Submission

Device Trade Name
Common/Usual Name
Establishment Registration #

Address of Mfr. Facility

Classification
Classification Panel
Classification Reference
Product Code

Predicate Device(s)

21 February 2012

Respironics PerforMax Pediatric EE Total Face Mask
Face Mask

2518422

Respironics, Inc.
1001 Murry Ridge Lane
Murrysville, PA 15668

(724) 387-4146 FAX (724)-387-3999 Cell (412) 209-8665
Class |l device

Anesthesiology Devices

21 CFR 868.5905

BZD - Ventilator, Non-Continuous (Respirator)

Respironics PerforMax Youth EE Total Face Mask (K092043)

Respironics Small Child Profile Lite Nasal Mask (K093416)

62—012 Respironics Inc.

02/23/12

060042



Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 10 — Executive Summary

Intended Use

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of non-invasive
positive airway pressure delivered to patients by a device such as a CPAP or bi-level system. The mask is
for multi-patient use in the hospital / institutional environment only. The mask is to be used on patients 1

year or older (> 7 kg) for whom paositive airway pressure therapy has been prescribed.

Device Description

The PerforMax Pediatric EE Total Face Mask expands upon the existing Respironics PerforMax product

line, which currently includes a size cleared for patients 7 years and older (> 18.2 kg).

The PerforMax Pediatric EE Total Face Mask consists of i EIl facer!ate, a silicone cushion
that seals along the perimeter of the face, an elbow with an integral entrainment valve, and an elbow hub
that retains the elbow. A pressure-pick off port is located on the elbow body. The mask is secured to the
head with a bonnet style headgear.

The PerforMax elbow hub allows the medical professional to use the mask with either an Entrainment
Elbow (EE) Leak 2 or an Entrainment Elbow (EE) Leak 1. The EE Elbow is a simple press fit assembly
into the hub of the mask.

The EE Leak 2 elbow has a 6" fixed 15 mm to 22 mm flexible extension tube attached (see Figure 1 and
2). There is a 22 mm swivel connector at the end of the tubing to attach to standard 22 mm tubing used
with CPAP and bi-level systems. The EE Leak 1 elbow connects directly to standard 22 mm tubing used
with CPAP and bi-level systems (see Figure 3). The EE Leak 1 elbow does not include an extension tube

or swivel.

The PerforMax Pediatric EE Total Face Mask is available in two sizes, XS and XXS.

Performance Data

Design verification activities were performed on the Respironics PerforMax Pediatric EE Total Face Mask
as required by the risk analysis and product requirements. All tests confirmed that the Respironics
PerforMax Pediatric EE Total Face Mask met the acceptance criteria.

000643
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 10 — Executive Summary

The Respironics PerforMax Pediatric EE Total Face Mask:
o Complies with the applicable standards and requirements referenced in Tab 9
o Verification testing was performed to assure functionality of the device design and intended
use. Test reports are provided in Tab 14 and 18.
o Risk Based testing was performed to assure that all hazards identified by the risk analysis are
successfully mitigated. The Risk Analysis is provided in Tab 18.

Substantial Equivalence

This premarket notification submission demonstrates that the PerforMax Pediatric EE Total Face Mask is
substantially equivalent to the combination of the design of the Respironics PerforMax Youth EE Total
Face Mask (K092043) and Respironics Small Child Profile Lite Nasal Mask (K093416).' Based on the
results of the risk analysis and verification testing performed, none of the design modifications affect the

safety or effectiveness of the device.

Table 10-1 below compares the PerforMax Pediatric EE Total Face Mask with the legally marketed

predicate devices.

©2012 Respironics Inc. 02/23/12 000044



Traditional 510(k)
Tab 10 - Executive Summary

Respironics PerforMax Pediatric EE Total Face Mask

Table 10-1 Device Comparison

Primary Predicate
Device:

Device:

PerforMax Youth EE Total
Face Mask

Manufacturer:

Respironics, Inc.

Secondary Predicate
Device:

Device:

Small Child Profile Lite
Nasal Mask

Manufacturer:

Respironics, Inc.

Subject Device:

Device:

PerforMax Pediatric EE
Total Face Mask

Manufacturer:

Respironics, Inc.

510(k) Number: 510(k) Number: 510(k) Number:
K092043 K093416 To be determined
Intended Use The PerforMax Youth EE The Small Child Profile Similar to K092043 and
submitted in labeling | Total Face Mask is Lite Nasal Mask and K093416
intended to provide an Softcap are intended to
interface for application of | provide an interface when P
CPAP or bi-level therapy used with CPAP or bi-level ?32??;2: I:Ae:slitgc EE
to patients. therapy. intended to provide an
interface for application of
non-invasive positive
airway pressure delivered
to patients by a device
such as a CPAP or bi-
level system.
Patient Population 7 years or older (> 18.2 1 year or older (> 7 kg) Unchanged from K093416
kg)
Environment of Use | Home or Home or Hospital/institutional only
of the System Hospital/institutional hospital/institutional

the eyes, nose and mouth

only the nose

Patient Usage Type | Single Patient use in the Single Patient Use Unchanged from K092043
home and ‘ in the Hospital/institutional
Multi-patient use in the environment
hospital/institutional -
environment

Product Code MNS CBK BZD

Provided Sterile or Provided clean, not sterile | Provided clean, not sterile | Unchanged from

Non-Sterile K093416/K092043

Anatomical Sites Total Face Mask, covering | Nasal interface, covering Unchanged from K092043

555_1“{Respir6'nics Inc.

0223112
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 10 — Executive Summary
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 10 — Executive Summary
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 10 — Executive Summary
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 10 — Executive Summary
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 11 — Device Description

Intended Use

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of non-
invasive positive airway pressure delivered to patients by a device such as a CPAP or bi-level system.
The mask is for multi-patient use in the hospital / institutional environment only. The mask is to be used

on patients 1 year or older (> 7 kg) for whom positive airway pressure therapy has been prescribed.
Mask Description

The PerforMax Pediatric EE Total Face Mask expands upon the existing Respironics PerforMax product

line, which currently includes a size cleared for patients 7 years and older (> 18.2 kg).

The PerforMax Pediatric EE Total Face Mask consists of i ISINISSEEE} facep!ate, a silicone cushion
that seals along the perimeter of the face, an elbow with an integral entrainment valve, and an elbow hub
that retains the elbow (see Figures 1 — 3) A pressure-pick off port is located on the elbow body (see

Figures 4 and 5). The mask is secured to the head with a bonnet style headgear (see Figure 6).

The PerforMax elbow hub allows the medical professional to use the mask with either an Entrainment
Elbow (EE) Leak 2 or an Entrainment Elbow (EE) Leak 1. The EE Elbow is a simple press fit assembly
into the hub of the mask.

The EE Leak 2 elbow has a 6” fixed 15 mm to 22 mm flexible extension tube attached (see Figure 1 and
2). There is a 22 mm swivel connector at the end of the tubing to attach to standard 22 mm tubing used
with CPAP and bi-level systems. The EE Leak 1 elbow connects directly to standard 22 mm tubing used
with CPAP and bi-level systems (see Figure 3). The EE Leak 1 elbow does not include an extension tube

or swivel.

The PerforMax Pediatric EE Total Face Mask is available in two sizes, XS and XXS.

060650
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 11 - Device Description

Physical Characteristics

©2012 Respironics Inc. 02/22/12
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Traditional 510(k)
Tab 11 — Device Description

Respironics PerforMax Ped

iatric EE Total Face Mask

Figure 1: PerforMax Pediatric EE Total Face Mask

(XS size shown with EE Leak 2 Elbow)
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Traditional 510(k)
Tab 11 — Device Description

Respironics PerforMax Pediatric EE Total Face Mask

1C Rear View
Bonnet Headgear
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Traditional 510(k)
Tab 11 — Device Description

Respironics PerforMax Pediatric EE Total Face Mask

Figure 2: PerforMax Pediatric EE Total Face Mask
(XXS size shown with EE Leak 2 Elbow)
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Traditional 510(k)
Tab 11 — Device Description

Respironics PerforMax Pediatric EE Total Face Mask

Figure 3: PerforMax Pediatric EE Total Face Mask
(XS size shown with EE Leak 1 Elbow)
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Traditional 510(k) : Respironics PerforMax Pediatric EE Total Face Mask
Tab 11 — Device Description

Figure 4: EE Leak 2 Elbow (Entrainment Valve Elbow with Integrated Exhalation)

g inment Valve
Opening

Pressure

Figure 5: EE Leak 1 Elbow (Entrainment Valve Elbow without Integrated
Exhalation)

©2012 Respironics Inc. 02/22/12
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 11 — Device Description

Figure 6: Bonnet Headgear

(End of Tab.)
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Traditional 510(k)
Tab 13 — Labeling

Respironics PerforMax Pediatric EE Total Féce Mask

Draft versions of the Product Labeling for the Respironics PerforMax Pediatric EE Total Face Mask are

included in this section. New promotional literature for the mask has not yet been generated. However,

ali claims will be consistent with those in this submission.

This section includes the following:

Respironics PerforMax Pediatric EE Leak 1 Total Face Mask Instructions for Use

Tab 13A

Respironics PerforMax Pediatric EE Leak 2 Total Face Mask Instructions for Use

Tab 13B | Respironics PerforMax Pediatric Total Face Mask Disinfection Guide

(Please turn the page.)

©2012 Respironics Inc.

2/22/2012
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 13 — Labeling

Tab 13A

PerforMax Pediatric EE Total Face Mask Instructions for
Use

©2012 Respironics Inc. 2/22/2012
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Intended Use

The PerforMax Pediatric Total Face Mask is intended to provide an interface for application

of non-invasive positive airway pressure delivered to patients by a device such as a CPAP or
bi-level system. The mask is for multi-patient use in the hospital/institutional environment onfy.
The mask is to be used on patients 1 year or older (> 7 kg) for whom positive airway pressure
therapy has been prescribed.

© Note: An exhatation port is not built into the mask A separate exhalation device must be used with this
mask.

© Note: This mask does not contain natural rubber latex or OEHP.
A\ Cauton: U.S. Federal law restricts this device to sale by or on the order of a physician.

Symbols
A Warning or Caution e Note - @ Tip

Does Not Contain I".:l

Natural Rubber Latex Leak Symbol and Value

A\ Warnings

Patients using this mask must remain under constant supervision by trained medical
personnel.

This mask is not suitable for providing life support ventilation.

Hand wash prior to use. Inspect the mask for damage or wear {cracking crazing, tears, etc). Discard
and replace any components as necessary.

This mask requires a separate exhalation device.

This mask is designed for use with CPAP or bi-level systems recommended by your health care
professional or respiratory therapist. Do nat wear this mask unless the CPAP or bi-level system is
turned on and operating properly. Do not block or try to seal the exhalation port. Explanation of
the Warning: CPAP systems are intended to be used with special masks with connectors which have
vent holes to allow cortinuous flow of air out of the mask. When the CPAP machine is turned on
and functioning property, new air from the CPAP machine flushes the exhaled air out through the
attached mask exhalation port. However, when the CPAP machine is not operating, enough fresh air
will not be provided through the mask, and exhaled air may be rebreathed.Rebreathing of exhaled
air for longer than several minutes can in some circumstances lead to suffocation. This warning
applies to most models of CPAP systems.

If oxygen is used with the device, the oxygen flow must be turned off when the device is not
operating, Explanation of the Warning When the device is not in operation, and the oxygen flow

is left on, oxygen delivered into the ventilator tubing may accumulate within the device enclosure.
Oxygen accumulated in the device enclosure will create a risk of fire.

At afixed flow rate of supplemental oxygen flow, the inhaled oxygen concentration will vary,
depending on the pressure settings, patient breathing pattern, mask selection, and the leak rate. This
warning applies to most types of CPAP and bi-level machines.
At low CPAP or EPAP pressures the flow through the exh
exhaled gas from the tubing Some rebreathing may occur.
Some patients may experience skin redness, irritation, or discomfort. If this happens, monitor and
intervene,

Monitor and intervene if any of the following symptoms occur: Unusual chest discomfort, shortness
of breath, stomach distension, belching, severe headache, blurred vision, drying of the eyes, eye pain
or eye infections.

This mask is not recommended if the patient is taking a prescription drug that may cause vomiting.
Monitor and intervene if the patient encounters tooth, gum, or jaw soreness. Use of a mask may
aggravate a patient’s exdsting dental conditions.

* A minimum of 3cm H2O pressure must be maintained when using this mask.

The mask contains small parts which could result in a choking hazard.

Attaching an exhalation device requires therapy pressure level adjustment to compensate for
increased leak.

to clear all

port may be i

.

bruises, sores or bulging around the edges of the mask. Loosen the headgear straps to alleviate
symptoms.
Do not block or seal off the anti-asphyxia valve.

Contralndications

This mask may not be suitable for use on patients with the following conditions: glaucoma, recent

eye surgery or dry eyes, impaired nictitation (blinking), hiatus hernia, impaired cardiac sphincter

function, esophageal reflux, impaired cough reflex; or on patients who are not under constant,
ﬁ\medla(e observation by personnel experienced in noninvasive ventilation management.

63009

Do not overtighten the headgear straps. Watch for signs of overtightening, such as excessive redness,

Specifications

A Warning: The technical specifications of the mask are provided to determune if it is compatible with your
CPAP or biHevel therapy device. I used outside these specifications, or if used with incompatible devices, the
mask may be uncomfortable, the seal of the mask may not be effective, optimum therapy may not be
achieved, and leak or variation in the rate of leak may affect device function.

Pressure Flow Curve

Resistance with Anti-Asphyxia Valve Closed to Atmosphere
Drop in Pressure at

S08|PM 100 SLPM
Al sizes 04cmHO 10cmHO
Insplratory and Expiratory Resistance with Anti-Asphyxia Valve Open to Atmosphere
Inspiratory Resistance 15emH0
Expiratory Resistance 0.8 cmH,0
Deadspace
XX5 283 ml
XS 31 mi
Disposal

Dispose of in accordance with local regulations.

Storage Conditions

Temperature: 4° to 140° F (-20° to +60° C)
Relative Humidity: 15% to 95% non-condensing

RESPIRONICS

DRAFT Instructions for Use
PerforMax Pediatric EE Leak 1 Total Face Mask
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Features

A Mask Cushion

B Faceplate Hub

C Entrainment Elbow with Anti-Asphyxia Valve (Do not block.)
D Bonnet

E Top Headgear Straps

F Bottom Headgear Clips

d

Sizing the Mask

0206000

Verlfy the Antl-Asphyxia Vaive

The anti-asphyxia valve consists of an air inlet and a flapper. With the airflow turned off, verify
that the elbow with the flapper is lying flat 50 that room air can flow in and out through the
air inlet. Next, with the airflow on, the flapper should now cover the air inlet and air from the
CPAP or bi-level device should flow into the mask. @ If the flapper does not close or does not
function property, replace.

AWaming: Do not block or seal the anti-asphyxia valve.

Before Use Read and Understand the Instructions Completely

+ Hand wash the mask.

Wash the patient’s face. Do not use moisturizer/lotion on your hands or the patient’s face.
inspect the mask and replace it if the cushion has hardened or is torn, or if any parts are
broken.

Verify that the theraby device, i.e., ventilator, including the alarms and safety systems, has been
validated prior to use.

Verify therapy device pressure(s).

Pre-cleaning Instructions

Hand wash the mask before first use..

1. Hand wash mask in warm water with liquid dishwashing detergent or wipe with a 70% v/v

isopropyl alcoho! swab.

2. Rinse thoroughly. Air dry completely before use. Make sure the mask is dry before use.
Caution: Do not use bleach, cleaning solutions containing bleach, or cleaning solutions
containing conditioners or moisturizers.

Caution: Any dewviation from these instructions may impact the performance of the product.
Caution: Inspect the mask for damage or wear (cracking, crazing, tears, etc). Discard and
replace any components as necessary.

Institutional Distnfection

For multipatient use in the hosprtainstitutional environment, use the Disinfection Guide to reprocess the mask
between patients. These instructions can be obtained by wisiting us online at www.philipscomyNIVmasks or by
contacting customer service at 1-800-345-6443 or at 1-724-387-4000.

Leak Symbol and Port Settings

Some ventilators may incorporate the use of a leak symbol and value in the mask selection setup procedures.
The leak characteristics of this mask is leak symbol (,k\l }.The leak symbol and value represents the intentional
feak characteristics of the interface. On ventilators equipped with a Mask Sefection control, enter the leak symbol
value (kl ) that corresponds with the leak symbol value on the mask,

@ Comfort Tips

The most cormmon mistake is overtightening the headgear. The headgear should fit loose
and comfortable. If the patient’s skin bulges around the mask or if you see red marks on the
patient’s face, loosen the headgear.

Adjust the top headgear straps to reduce leaks at the forehead and temples.

Adjust the bottom headgear straps to reduce leaks at the sides of the patient's

PerforMax Interchangeable Leak | and Leak 2 Elbows

This mask may use the EE Leak 1 and EE Leak 2 elbows interchangeably. The clear EE Leak 1 elbow
with an anti-asphyxia valve does not have built in exhalation. A separate exhalation device must be
used with the EE Leak 1 elbow. The amber EE Leak 2 elbow with an anti-asphyxia valve includes
exhalation. Refer to @) of the Disassembly and Assembly of the Mask to change the elbow on
the mask.

Achieving the Right Fit
Applying the mask:
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Intended Use

The PerforMax Pediatric Totat Face Mask is intended to provide an interface for application

of non-invasive positive airway pressure delivered to patients by a device such as a CPAP or
bi-level system. The mask is for mutti-patient use in the hospital/institutional environment only.
The mask is to be used on patients 1 year or older (> 7 kg) for whom positive airway pressure
therapy has been prescribed.

© Note: An exhalation port is built into the mask 5o a separate exhalation port is not required.

€& Note: This mask does not contain natural rubber latex or DEHP.
A\ Caution: U.S. Federal law restricts this device to sale by or on the order of a physician.
Symbols

& Waming or Caution e Note @ Tip

Does Not Contain ” 2 Leak Symbol
Natural Rubber Latex [ and Value
A Warnings
* Patients using this mask must remain under constant supervision by trained medical
personnel.

This mask is not suitable for providing fife support ventilation.

Hand wash prior to use. Inspect the mask for damage or wear (cracking, crazing tears, etc). Discard
and replace any components as necessary.

This mask is designed for use with CPAP or bi-level systems recommended by your health care
professional or respiratory therapist. Do not wear this mask unless the CPAP or bi-level system is
turned on and operating properly, Do not block or try to seal the exhalation port. Explanation of
the Warning CPAP systems are intended to be used with special masks with connectors which have
vertt holes to allow continuous flow of air out of the mask When the CPAP machine is turned on
and functioning property, new air from the CPAP machine flushes the exhaled air out through the
attached mask exhalation port. However, when the CPAP machine is not operating enough fresh air
will not be provided through the mask, and exhaled air may be rebreathed.Rebreathing of exhaled
air for longer than several minutes can in some circumstances lead to suffocation. This warning
applies to most models of CPAP systems.

1f oxygen is used with the device, the oxygen flow must be turned off when the device is not
operating Explanation of the Warning When the device is not in operation, and the oxygen flow

is left on, oxygen delivered into the ventilator tubing may accumulate within the device enclosure.
Oxygen accumulated in the device enclosure will create a nisk of fire

At a fixed flow rate of supplemental oxygen flow, the inhaled oxygen concentration will vary,
depending on the pressure settings, patient breathing pattern, mask selection, and the leak rate. This
warning applies to most types of CPAP and bi-leve! machines. !

At low CPAP or EPAP pressures the flow through the exhalation port may be inadequate to clear all
exhaled gas from the tubing Some rebreathing may occur.

Some patients may experience skin redness, irritation, or discomfort. If this happens, monitor and
intervene.

Monitor and intervene if any of the following symptoms occur: Unusual chest discomfort, shortness
of breath, stomach distension, belching, severe headache, blurred vision, drying of the eyes, eye pain
or eye infections.

This mask is not recommended if the patient is taking a prescription drug that may cause vomiting.
Monitor and intervene if the patient encounters tooth, gum, or jaw soreness. Use of a mask may
aggravate a patient's existing dental conditions.

A minimum of 3cm H2O pressure must be maintained when using this mask.

The mask contains small parts which could resuft in a choking hazard.

Attaching an exhalation device requires therapy pressure level adjustment to compensate for
increased leak.

bruises, sores or bulging skin around the edges of the mask. Loosen the headgear straps to alleviate
symptoms.
Do nat block or seal off the anti-asphyxia valve.

Contraindications

This mask may not be suitable for use on patients with the following conditions: glaucoma, recent
eye surgery or dry eyes, impaired nictitation (blinking), hiatus hernia, impaired cardiac sphincter
function, esophageal reflux, impaired cough reflex; or on patients who are not under constant,
immediate observation by personnel experienced in noninvasive ventilation management.

Do not overtighten the headgear straps. Watch for signs of overtightening, such as excessive redness,

Specifications

A Warning: The technical specifications of the mask are provided to determine if it is compatible with your
CPAP or bHevel therapy device. If used outside these specifications, or if used with incompatble devices the
mask may be uncomfortable, the seal of the mask may not be eflective, optimum therapy may not be
achieved, and leak, or variation in the rate of leak, may affect device function.

Pressure Flow Curve

Resistance with Antl-Asphyxla Valve Closed to Atmosphere
Drop in Pressure at
_S0SLPM 100 5{PM
All sizes 07 emH,0 21 emH,0
Inspiratory and Expiratory Resistance with Antl-Asphyxia Valve Open to Atmosphere
Inspiratory Resistance 12emH0
Expiratory Resistance 07 ecmH,0

Deadspace
XXS 255 mL
xS 284 mL

Disposal
Dispose of in accordance with local regulations.
Storage Conditions

Temperature. 4° to 140° F (-20° t0 +60° C)
Relative Humidity: 15% to 95% non-condensing

RESPIRONICS

DRAFT Instructions for Use
PerforMax Pediatric EE Leak 2 Total Face Mask
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Features

A Mask Cushion

B Faceplate Hub

C Entrainment Elbow with Anti-Asphyxia Valve and Exhalation (Do not block)
D Bonnet

E Top Headgear Straps

F Bottom Headgear Clips

o)

Sizing the Mask

Verify the Anti-Asphyxia Valve

The anti-asphyxia valve consists of an air inl&and a flapper. With the airflow turned off, verify
that the elbow with the flapper is lying flat = so that room air can flow in and out through the
air inlet. Next, with the airflow on, the flapper should now cover the air inlet and air from the
CPAP or bi-level device should flow into the mask. €B) !f the flapper does not close or does not
function property, replace.

Warning: Do not block or seal the anti-asphyxia valve.

Before Use Read and Understand the Instructions Completely

Hand wash the mask.

Wash the patient's face. Do not use moisturizer/lotion on your hands or the patient's face.
Inspect the mask and replace it if the cushion has hardened or is tom, or if any parts are
broken.

Verify that the therapy device, i.e., ventilator, including the alarms and safety systems, has been
validated prior to use.

Verify therapy device pressure(s).

Pre-cleaning Instructions

Hand wash the mask before first use.

1. Hand wash mask in warm water with liquid dishwashing detergent or wipe with a 70% viv

isopropyl alcohol swab. :

2. Rinse thoroughly. Air dry completely before use. Make sure the mask is dry before use.
Caution: Do not use bleach, cleaning solutions containing bleach, or deaning solutions
containing conditioners or moisturizers.

Caution: Any deviation from these instructions may impact the performance of the product.
Caution: Inspect the mask for damage or wear (cracking, crazing, tears, etc). Discard and
replace any components as necessary.

Institutional Disinfection

For mutti-patient use in the hospitaVinstitutional environmet, use the Disinfection Guide to reprocess the mask
between patients. These instructions can be obtained by visiting us online at www.phiips.com/NIVmasks or by
contacting customer service at 1-800-345-6443 or at 1-724-387-4000.

Leak Symbol and Port Settings

Some ventdators may incorporate the use of a leak symbol and value in the mash selection setup procedures,
The leak characteristics of this mask is leak symbat (§2 2). The leak symbol and value represents the intentional
leak characteristics of the interface. On verttitators equipped with a Mask Sefection control enter the leak symbol
value ('r<22) that corresponds with the leak symbol vatue on the mask.

@ Comfort Tips

The most common mstake is overtightening the headgear. The headgear should fit loose
and comfortable. If the patient’s skin bulges around the mask or if you see red marks on the
patient’s face, loosen the headgear.

Adjust the top headgear straps to reduce leaks at the forehead and temples.

Adjust the bottom headgear straps to reduce leaks at the sides of the patient’s mouth.

PerforMax Interchangeable Leak | and Leak 2 Elbows

This mask may use the EE Leak 1 and EE Leak 2 elbows interchangeably. The clear EE Leak 1 elbow
with an anti-asphyxia valve does not have built in exhalation. A separate exhalation device must be
used with the £E Leak 1 elbow. The amber EE Leak 2 elbow with an anti-asphyxia valve includes
exhalation. Refer to @ of the Disassembly and Assembly of the Mask to change the elbow on
the mask.

Achieving the Right Fit
Applying the mask:

Using the Mask:
[ ee———

&
w4
5

Assembly of the Mask:

S 7




Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 13 — Labeling

Tab 13B
PerforMax Pediatric Total Face Mask Disinfection Guide

©2012 Respironics Inc. 2/22/2012
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RESPIRONICS

Disinfection Guide for Professional Use Only

The following disinfection methods are validated for Respironics multi-patient use masks in the hospital/institutional environment.

Chemical | Max Cycles

1 minute

n Pre-Treatment Cleaning

A\ Caution

Follow all instructions from the manufacturer of the pre-treatment products. Any deviation from these instructions may impact the performance

of the product. Review all applicable instructions for additional warnings and cautions.

+ Dissasemble the mask according to the Instructions for Use included with the product.

+ Clean the mask using a soft bristle brush to adequately remove adhering substances from each component while soaking in a commercially
available, anionic detergent (Examples: MEDIZIME LF). Extra attention should be given to the crevices and cavities during cleaning.

* |If compatible with the manufacturers instructions, the detergent may be applied within the washer/disinfection cycle.

* Rinse the mask with 5 liters of water and air dry out of direct sunlight.

E High-Level Disinfection

The recommended disinfection methods are identified by mask product (above chart) and approved (©) for use on-the mask and/or mask
parts. Review the notes (&) section for exceptions or deviations.
Caution

Follow all instructions from the manufacturer of the disinfection products. Any deviation from the manufacturer’s instructions or use of agents other than
those listed in this guide may impact the performance or durability of the product. Review all applicable instructions for additional warnings and cautions.

A Warnings

Before Disinfection

* The fabric materials (eg: headgear, straps) cannot be disinfected using the methods listed. The fabric materials must be replaced before
multi-patient use.

» Masks with port caps: Open or remove the port cap prior to disinfecting the mask.

After Disinfection

* Inspect all parts for damage or wear; replace any parts that have visibly deteriorated (cracking, crazing, tears, etc.)

* Rinse thoroughly with water and air dry out of direct sunlight. Make sure the mask is dry before use.

* Verify the entrainment valve functions correctly, as outlined in the Instructions for Use included with the product.

Note
* After disinfection, discoloration and a slight odor is normal.

Chemical Agent Active Ingredients
Cidex - 2.4% glutaraldehyde

Contact Respironics

Visit us on-line at www.philips.com/NIVmasks to download copies of the Disinfection Guide or contact customer service,
Respironics: 1-800-345-6443 (USA or Canada only) or 724-387-4000
Respironics Deutschland: +49 (0) 8152 93060

PerforMax is a trademark of Respironics Inc.
CIDEX is a trademark of Johnson & Johnson. MEDIZIME LF is a trademark of Medical Chemical Corporation.

Respironics Inc.
1001 Murry Ridge Lane
Murrysville, PA 15668 USA 1093809

Rev02
ALC02/17/2012
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 14 - Sterilization and Shelf Life

The efficacy of the disinfection process on the components that are in the air pathway was evaluated for
the PerforMax Pediatric EE Total Face Mask, intended for multi-patient use, using the guidance provided
in:

AAMI TIR No.12-2004, Designing, Testing, and Labeling Reusable Medical Devices for
Reprocessing in Health Care Facilities: A Guide for the Device Manufacturer, 23 December 2004

* AAMI TIR No. 30-2003, A Compendium of Processes, Materials, Test Methods, and Acceptance
Criteria for Cleaning Reusable Medical Devices, 8 October 2003

e ASTM E1837-96 (Re-approved 2002), Standard Test Method to Determine Efficacy of
Disinfection Processes for Reusable Medical Devices (Simulated Use Test), Oct. 10, 1996

o ISO/IEC 17025, 2005, General Requirements for the Competence of Testing and Calibration
Laboratories

A disinfection effectiveness study was performed using approved Respironics Quality System Procedure
(QSP) protocols for the PerforMax Total Face Mask (K072592) using [{JjJil] The PerforMax Pediatric EE
Total Face Mask did not require an additional cleaning efficacy study as the mating interfaces are
unchanged from the predicate. The elbow is a single use component and is not to be disinfected per the

disinfection instructions.

©2012 Respironics Inc. 02/22/12

6C0075



Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 14 - Sterilization and Shelf Life

The following supporting documents are provided:

- [e—— 200 |

©2012 Respironics Inc. T 02/22/12




Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask

Tab 14 - Sterilization and Shelf Life

(Please turn the page.)

©2012 Respironics Inc. 02/22/12
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 15 -~ Biocompatibility Assessment

The skin contacting and gas pathway materials have been evaluated in accordance with the guidance
provided in ISO-10993-1. A declaration of conformity to ISO-10993-1 is provided in Tab 9 of this
submittal.

The biocompatibility information provided in this submission includes the following:

Declaration of Conformity to ISO 10993-1: 2009 Biological Evaluation of Medical Devices
— Part 1: Evaluation and testing within a risk management process

Includes summary materials table and exploded assembly diagrams

Tab 9A FORM FDA 3654 Standards Data Report for 510(k)s — ISO 10993-1:2009

Summary Report for ISO 10993-1:2009

Tab15A | Biocompativiity Report [T

Tan 158 | Biocompativilty Report

Tab15C | Biocompatbity Report NI

(Please turn the page.)

©2012 Respironics Inc. 02/22/12 0 ¢ 0 1 1 4

















































































































































































































































































































































































Traditional 510(k) — Table of Contents Respironics PerforMax Pediatric EE Total Face Mask
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Traditiénal 51 0o(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 16 — Software

The design of the Respironics PerforMax Pediatric EE Total Face Mask does not include any software.

This section is not applicable.

(End of Tab.)

©2012 Respironics Inc. 02/23/12
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 17 — Electromagnetic Compatibility and Electrical Safety

The design of the Respironics PerforMax Pediatric EE Total Face Mask does not include any electro-
mechanical mechanisms. This section is not applicable for this submittal.

(End of Tab.)

©2012 Respironics Inc. 02/23/12 OGY R 8
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 19 - Performance Testing - Animal

No animal testing was performed. This section is not applicable.

(End of Tab.)

©2012 Respironics Inc. 02/23/12
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Traditional 51 d(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 20 - Performanice Testing - Clinical

T

LS

The design of the PerforMax Pediatric EE Total Face Mask did not require clinical evidence to

demonstrate substantial equivalence. Use of masks to deliver non-invasive positive airway pressure by
devices such as CPAP or bi-level systems is proven technology and is well accepted by the medical
community. Bench testing is sufficient to demonstrate safety and efficacy of the mask, as was the case

with the predicate devices.

Market analysis and clinical literature reviews indicated a need for a pediatric oro-nasal mask. The clinical
study detailed in “Outcome of paediatric domiciliary mask ventilation in neuromuscular and skeletal
disease” (Simonds, AK; Ward, S; Heather, S; Bush, A; Muntoni, F, 2000)’, included 40 patients ranging in
‘age from 9 months to 16 years that were non-invasively véntilated using several nasal and oro-nasal
interfaces. In some cases adult medium sized nasal masks were used as face masks, depending on the

age, size and facial contours of the child.

(End of Tab.)

! Simonds, A K, Bush, A, Heather, S, Muntoni, F, Ward, S, "Outcome of paediatric domiciliary mask ventilation
in neuromuscular and skeletal disease.” European Respiratory Journal. September, 2000. Vol: 16 Issue: 3
Pages: 476-481.

©2012 Respironics Inc. 02/23/12
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See OMB Statement on Reverse. Form Approved: OMB No. 0910-0616. Expiration Date; 10-31-2011

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

ﬁ A Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520(m), or 510(k) of the
Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.)

SPONSOR / APPLICANT / SUBMITTER INFORMATION

1. NAME OF SPONSOR/APPLICANT/SUBMITTER 2. DATE OF THE APPLICATIONISUBMISSION
Respiconics. Inc WHICH THIS CERTIFICATION ACCOMPANIES
PIROMICS, InG. Feb 21,2012
3. ADDRESS (Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBERS
(Include Area Code)
1001 Murry Ridge Lane (Tel.) 724-387-5200
Murrysville, PA 15668
(Fax) 7203877890 e

PRODUCT INFORMATION

5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s)
FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s)
(Attach extra pages as necessary)

Common/Usual Name: Face Mask

Classification: Class [I

Trade/Proprietary Name: PerforMax Pediatric EE Total Face Mask

e APPLICATION / SUBMISSION INFORMATION

6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

[J o (] nDA (] anpA [ sta ] pma [J HoE K]swox ] roP (] other

7. INCLUDE IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/OTHER NUMBER (If number previously assigned)
N/A - Not assigned

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES
N/A

CERTIFICATION STATEMENT / INFORMATION

9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation)
K] A. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial.

E] B. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.

E] C. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies and that

those requirements have been met.

10. IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S),"
UNDER 42 U.S.C. § 282(j)(1)(AXi), SECTION 402(j)(1)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NCT Number(s):

The undersigned declares, to the best of her/his knowledge, that this is an accurate, true, and complete submission of information. | understand that the
failure to submit the certification required by 42 U.S.C. § 282(j)(5)(B). section 402(j)(5)(B) of the Public Health Service Act, and the knowing submission
of a false certification under such section are prohibited acts under 21 U.S.C. § 331, section 301 of the Federal Food, Drug, and Cosmetic Act.
Warning- A willfully and knowingly false statement is a criminal offense, U.S. Code, title 18, section 1001.

. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO. 11
AUTHORIZED REPRESENTATIVE (Si Gary L
(Name) 7 -O%
) Senior Manager Clinical Research
(Title)
S F . . : 14. TELEPHONE AND FAX NUMBERS 15. DATE OF
in Nos. 11 and 12) (Include Area Code) CERTIFICATION
Home Healthcare Solutions / 286 (Tel) 724-733-3812
1740 Golden Mile Highway - Feb 21,2012
Monroeville, PA 15146 (Fax) 724-387-7600
Form FDA 3674 (11/08) (FRONT) PSC Graphace (0N 443-100 EF
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1.

2.

5.

10.

1".

12

13.

15.

Instructions for Completion of Form FDA 3674

Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j)).
Form 3674 must accompany an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505,
515, 520(m), or 510(k) of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.

Name of Sponsor/Applicant/Submitter - This is the name of the sponsor/applicant/submitter of the drug/biologic/device application/
submission which the certification accompanies. The name must be identical to that listed on the application/submission.

Date - This is the date of the application/submission which the certification accompanies.

3. & 4. - Provide complete address, telephone number and fax number of the sponsor/applicant/submitter.

Product Information - For Drugs/Biologics: Provide the established, proprietary name, and/or chemical/biochemical/blood product/
cellular/gene therapy name(s) for the product covered by the application/submission. Include all available names by which the product is
known. For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or model number(s).
Include all available names/model numbers by which the product is known.

Type of Application/Submission - Identify the type of application/submission which the certification accompanies by checking the
appropriate box. If the name of the type of application/submission is not identified, check the box labeled "Other."

IND/NDA/ANDA/BLA/PMA/HDE/51 0(k)/i’DPIOther Number - If FDA has previously assigned a number associated with the application/
submission which this certification accompanies, list that number in this field. For example, if the application/submission accompanied by
this certification is an IND protocol amendment and the IND number has already been issued by FDA, that number should be provided in
this field.

Serial Number - In some instances a sequential serial number is assigned to the application. If there is such a serial number provide it in
this field. If there is no such number, leave this field blank.

Certification - This section contains three different check-off boxes.

Box A should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply because no clinical trials are included, relied upon, or otherwise referred to, in the application/
submission which the certification accompanies.

Box B should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply at the time of submission of the certification to any clinical trials that are included, relied upon,
or otherwise referred to, in the application/submission which the certification accompanies. This means that, even though some or all of the
clinical trials included, relied upon, or otherwise referred to in the application/submission may be “applicable clinical trials” under 42 U.S.C.
§ 282(j)(1)(A)(i), section 402(j)}(1)(A)(i) of the Public Health Service Act, on the date the certification is signed, 42 U.S.C. § 282(j), section
402(j) of the Public Health Service Act, does not require that any information be submitted to the ClinicalTrials.gov Data Bank with respect
to those clinical trials.

- Box C should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of

the Public Health Service Act, do apply, on the date the certification is signed, to some or all of the clinical trials that are included, relied
upon, or otherwise referred to, in the application/submission which the certification accompanies. This means that, as of the date the
certification is signed, the requirements of 42 U.S.C. § 282(j), section 402(j) of the Public Health Service Act, apply to one or more of the
clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

National Clinical Trial (NCT) Numbers - If you have checked Box C in number 9 (Certification), provide the NCT Number obtained from
www.ClinicalTrials.gov for each clinical trial that is an "applicable clinical trial” under 42 U.S.C. § 282(j)(1)(A)(i), section 402(j)(1)(A)(i) of the
Public Health Service Act, and that is included, relied upon, or otherwise referred to, in the application/submission which the certification
accompanies. Type only the number, as the term "NCT" will be added automatically before number. Include any and all NCT numbers that,
as of the date the certification is signed, have been assigned to the clinical trials included, relied upon, or otherwise referred to, in the
application/submission which this certification accompanies. Multiple NCT numbers may be required for a particular certification,
depending on the number of "applicable clinical trials" included, relied upon, or otherwise referred to, in the application/submission which
the certification accompanies. Leave this field blank if you have checked Box 9.C but, at the time the certification is completed, you have
not yet received any NCT numbers for the “applicable clinical trial(s)" included, relied upon, or otherwise referred to in the application/
submission.

Signature of Sponsor/Applicant/Submitter or an Authorized Representative - The person signing the certification must sign in this
field.

Name and Title of Person Who Signed in number 11 - Include the name and title of the person who is signing the certification. If the
person signing the certification is not the sponsor/applicant/submitter of the application/submission, he or she must be an authorized
representative of the sponsor/applicant/submitter.

& 14. - Provide the full address, telephone and fax numbers of the person who is identified in number 11 and signs the certification in
number 11.
Provide the date the certification is signed. This date may be different from the date provided in number 2.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 15 minutes and 45 minutes (depending on the type of application/submission)
per response, including time for reviewing instructions. Send comments regarding this burden estimate or any other aspect of this collection of information,
including suggestions for reducing this burden, to the address below.

Department of Health and Human Services An agency may not conduct or sponsor, and a person is

Food and Drug Administration not required to respond to, a collection of information,
Office of the Chief Information Officer (HFA-250) unless it displays a currently valid OMB control number.

5600 Fishers Lane
Rockville, MD 20857

Form FDA 3674 (11/08) (BACK)
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/: DEPARTMENT OF HEALTH & HUMAN SERVICES _ Public Health Service

U.S. Food and Drug Admunistration

%{;’d} Center for Devices and Radiological Health
' Document Control Center WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

May 21, 2012

SLEEP AND HOME RESPIRATORY GROUP luct:
365 PLUM INDUSTRIAL COURT Product: PERFORMAX PEDIATRIC EE TOTAL F
PITTSBURGH, PENNSYLVANIA 15239 ' On Hold As of 5/18/2012

ATTN: MICHELLE BRINKER

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarcrng Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guldance for information on current fax and
e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(1) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
http:/www.fda. gov/MedlcalDev:ces/DevrceRegulat:onandGu;dance/Overvnew/MedncalDewceProvnslonsofFDAModer
nizationAct/ucm136685.htm.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at

http://www.fda. gov/MedlcalDevuces/Dev1ceRegulat1onandGu1dance/Gu1danceDocuments/ucm089735 htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.




Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640. '

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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RESPIRONICS, INC. 510k Number: K120562
SLEEP AND HOME RESPIRATORY GROUP : X P > EE 3
365 PLUM INDUSTRIAL COURT Product: PERFORMAX PEDIATRIC EE TOTAL F
PITTSBURGH, PENNSYLVANIA 15239 On Hold As of 5/18/2012

ATTN: MICHELLE BRINKER

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-magail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-malil practices at :

hup:/www. fda. gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceRocuments/uem089402 .htm.

The deficiencies identified represent the .issues that we believe need to be resolved before our review of your
510(k) submission can be successfully compileted. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(t) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should foliow the [procedures outlined in the "A

a

Suggested Approach to Resolving Least Burdensome Issues' document. It is available on our Center web page at:
http://wwe . fda . gov/MedicalPevices/DeviceRegmulationandGuidance/Overview/Medical DeviceProvisionsofFDAModer
nizationAct/uem 136685.htm. ’

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed ro delete your file from our review system (21 CFR -
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (§10(k)) Submissions: Effect on FDA Review Clock and Performance _
Assessment”. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at . .
_h_t_t_%://www,fga.%ov/Medicalxgcvigg;ﬂ}gyi;g&eggiatioggnd@uidz\nce/Gu idanceDocuments/ucmO89735 htin. Pursuant
to CFR 20.29, a copy of your 510(k) submission will remain in the ice of Device Evaluation. you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission. . )
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4 , - <+ Food and Drug Administration
% C . Office of Device Evaluation &
®, : Office of In Vitro Diagnostics
“rd® ~ COVER SHEET MEMORANDUM
From: @ Reviewer Name e CM/MQ L&Q/
‘Subject: * 510(k) Number K \Z()bLQZ\ QQ|
To: The Record

Please list CTS decision code /ﬂ”

3 Refused to accept (Note: this is considered the first review cycle, See Screening Checklist :
hitp://eroom.fda.gov/eRoomReg/Files/CDRH3/CDRHPremarketNotification510kProgram/0_5631/Screening%20Checklist%207%
202%2007.doc )

old (Additional Information or JTelephonetHotd).
Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

0O NO NSE for lack of predicate

O NI NSE for new intended use

O NQ NSE for new technology that raises new questions of safety and effectiveness

0O NuU NSE for new intended use AND new technology raising new questions of safety and
' effectiveness -

O NP NSE for lack of performance data

O NS NSE no response

O NL NSE for lack of performance data AND no response

2 NM NSE pre-amendment device call for PMAs (515i)

O NC "NSE post-amendment device requires PMAs -

O NH NSE for new molecular entity requires PMA

O

TR NSE for transitional device

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):

Indications for Use Page : Attach IFU

510(k) Summary /510(k) Statement ‘ ' Attach Summary
};ﬁiﬂful and Accurate € S_fafe_ment _ Must be present for a F;Bé_/—beC'S'BH_T". B
Is the device Class 1?7 T T T e e
If yes, does firm include Class lll Summary? ~ Must be present for a Final Decision .

Does firm reference standards?
(If yes, please attach form from http:/iwww.fda. qov/opacom/morechmces/fdaforms/FDA-

3654.pdf)

Is this a combination product?
{Please-gpeci

gory———— __see
http://eroom.fda.gov/eRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/Q 413b/CO
MBINAT|ON%20PRODUCT%ZOALGORITHM%20(REVISED%203 12 03) DOC
Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for ;. ;
~ Reprocessed Single-Use Medical Devices, http://www.fda.gov/cdrh/ode/guidance/1216. html) e i

Is this device intended for ped|atnc use only?

e e

Is this a preserlptlon devuce” (If both prescription & OTC, check both boxes.)

. Did the application include a completed FORM FDA 3674, Certification with Requirements of : ;
ClinicalTrials.gov Data Bank? o N
Is clinical data necessary to support the review of this 510(k)? \ :

For United States-based clinical studies only: Did the application include a completed FORM :
FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was ;

Rev, 2/29/12



conducted in the United States, and FORM FDA 3674 was not included or incomplete, then
appllcant must be contacted to obtaln completed form )

Does thls dewce mclude an Anlmal Tissue Source?
All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days)

lnfant (29 days -< 2 years old) |

"["Child (2 years -< 12 years old)

Adolescent (12 years <18 years old)

Transitional Adolescent A (18 <21 years old) Specnal considerations are being glven to this
group, different from adults age = 21 (dn‘ferent device design or testing, different protocol

procedures etc.)

Transmonal Adolescent B (18 -<=21; No spemal consrderatlons compared to adults => 21 years

old) _
Nanotechnology .
| Is this device sulojez:t o the Trackln_g *R—eat_llatuon'?- (Medlcal ‘Device T Tracklng o -bontact oc.
Guidance, http:/mww fda.gov/cdrh/comp/quidance/169.htm!) : .
Regulation Number Class* Product Code

U CEp §é5.590C o - BZD

(*!f unclassified, see 510(k) Staff)

Additional Product Codes: ﬂ '

// %/L-s%o[ﬂ\vts | ARne, {’(7’(2

Review: ,
. 7 2/ (Branch Chief) (Branch Code) (Date) -

Final Review:

(Division Director) ' _ (Date)



510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to
Marketed Device *

! RO,

Descriptive Information Does New Devite Have Same  NO Do the Differences Alter the Intended Not Substantially
‘about New or Marketed Indication Stafement? " Therapeutic/Diagnostic/etc. Effect YES  Eguivalent Determination
Device Requested as Needed (in Deciding, May Consider Impacton | .

l Safety and Effectiveness)?**

New Device Has Samefintended ) NO

Use and May be “Substanfially Equivalent” ¢ >
’ New Device Has O

@ @ New Intended Use

- Technological Charactgristics, NO Could the New .
e.g. Design, Materialg etc.? ~——% Characteristics Do the New Characteristics
Affect Safety or ——— Raise New Types of Safety YES _
Effectiveness? or Effectiveness Questions? R
NO ]
NO

@

Do Accepted Scientific
Methods Exist for

Assessing Effectsof  NO
the New Characteristics? -

|

Are Performance Data Available " NO

To Assess Effects of New
Characteristics? ***
YES
GO G
Y
> Performance Data Demonstrate ' Performance Data Demonstrate
Equivalence? ——————»() i O — Equivalence? —<€—
. YES - YES . - : NO
NO
: - “Substantially Equivalent’ @

To ° Determination _ To

* 510(k) Submissions compare new devices to matketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear.

** _ This decision is _nornially based on descriptive information alone, but limited testing information is sometimes reduire_d .

e Data maybe in the 510(k), other 510(k)s, the Center’s classification files, or 'the' lgerature. -
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(C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

~“'Vna
Food and Drug Administration

Office of Device Evaluation

10903 New Hampshire Avenue

Silver Spring, MD 20993

Premarket Notification [510(k)] Review
Traditional/Abbreviated

K120562/S001
Date: May 18, 2012
To: The Record Office:
From: James Lee PhD Division: DAGID/ARDB

510(k) Holder: RESPIRONICS INC

Device Name: PerforMax Pediatric EE Total Face Mask
Contact: Michelle Brinker

Phone: (724) 387-4146

Fax: (724) 387-3999

Email: michelle.brinker@philips.com

l. Purpose and Submission Summary:

The 510(k) holder would like to introduce the Respironics PerforMax Pediatric EE Total Face Mask into

. interstate commerce. The PerforMax Pediatric EE Total Face Mask is a modification in design to the
Respironics PerforMax Youth EE Total Face Mask (previously cleared under K092043) and Respironics
Small Child Profile Lite Nasal Mask (previously cleared under K093416). The modifications consist of the

following:

Updated environment to restrict to hospital/institutional use only

Reduced size of the faceplate and cushion

Modified elbow

Modified the mask operating pressure range, replaced unintentional leak specification with total
mask leak specification, and added inspiratory and expiratory resistance specification

5. Material changes for the elbow hub, elbow body, and headgear

BN

The modified device is intended to provide an interface for application of non-invasive positive airway
pressure delivered to patients by a device such as a CPAP or bi-level system. The PerforMax Pediatric
EE Total Face Mask is for patients 1.year or older (> 7 kg). The mask is for multi-patient use in the
hospital / institutional environment only.

l. Administrative Requirements

Yes No
Indlcatlons for Use page (Indlcate |f Prescrlptlon or OTC) Prowded in Sectlon 4 X
Truthful and Accuracy Statement Provided in Section 6p X

51 O(R) “Sﬁ)mmary or 5~1‘VO{kA)A_MS_<fatement o Provided in Sect|on 5 X

Standardé Form : X

N/A




510(k) Summary _
The sponsor has provided its 510(k) Summary in Section 5.

Required Elements for 510(k) Summary (21 CFR 807.92)
Clearly labeled “510(k) Summary” yes
Submitter’ s name, address, phone #, a contact person yes
Date the summary was prepared yes
The name of the device/trade name/common name/classification yes
name )
An identification of the legally marketed predicate yes
Description of the subject device yes
Statement of intended use yes
— if same, a summary of comparison of technological yes
,§ » | characters
Q2
TO: § If different, a summary of how do they compare to the
':'S) 5 | predicate
P
Brief discussion of non-clinical data submitted, yes
- referenced, or relied on
8 Brief discussion of clinical data submitted, referenced, or
9 relied on, including:
5 - Description upon whom the devnce was tested,
g - Data obtained from the tests and especially:
< =  Adverse events and complications
& *  Other information for SE determination
Conclusion that data demonstrate SE
Required Elements for 510(k) Statement (21 CFR 807.93) N/A
Signed verbatim statement
Ill. Device Description
, Yes | No | N/A
Is the dewce I|fe supportlng or life sustalnlng7 , box |
Is the dev1ce an |mplant (|mplanted Ionger than 30 days)’7 l X '
Does the deVIce desugn use software’? i Eox
S e - ) Cw———eme e 4
Is the device sterile? i :

Is the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user?

The PerforMax Pediatric EE Total Face Mask expands upon the existing Respironics PerforMax
product line, which currently includes a size cleared for patients 7 years and older (> 18.2 kg).

The PerforMax Pediatric EE Total Face Mask consists of

faceplate, a silicone

cushion that seals along the perimeter of the face, an elbow with an integral entrainment valve, and an




elbow hub that retains the elbow. A pressure-pick off port is located on the elbow body. The mask is
secured to the head with a bonnet style headgear.

The PerforMax elbow hub allows the medical professional to use the mask with either an
Entrainment Elbow (EE) Leak 2 or an Entrainment Elbow (EE) Leak 1. The EE Elbow is a simple press fit
assembly into the hub of the mask.

The EE Leak 2 elbow has a 6" fixed 15 mm to 22 mm flexible extension tube attached. There is a
22 mm swivel connector at the end of the tubing to attach to standard 22 mm tubing used with CPAP and
“bi-level systems. The EE Leak 1 elbow connects directly to standard 22 mm tubing used with CPAP and
bi-level systems (see Figure 3). The EE Leak 1 elbow does not include an extension tube or swivel.
The PerforMax Pediatric EE Total Face Mask is available in two sizes, XS and XXS.

IV. Indications for Use

Indications for Use as provided in Section 4 of the original submission:

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of
non-invasive positive airway pressure delivered to patients by a device such as a CPAP or bilevel system.
The mask is for multi-patient use in the hospital / institutional environment only. The mask is to be used
on patients 1 year or older (> 7 kg) for whom positive airway pressure therapy has been prescribed.

Prescripiion Use has been indicated.
Predicate Indications for Use:

PerforMax Youth EE Total Face Mask (K092043) —

The Respironics BiPAP Synchrony 2 is intended to provide non-invasive ventilation for pediatric
patients 7 years or older(> 40 Ibs) or adult patients (> 66 Ibs) with respiratory msuffumency or obstructive
sleep apnea, in the hospital or home.

Small Child Profile Lite Nasal Mask (K093416) —

The Respironics Trilogy200 system provides continuous or intermittent ventilatory support for the
care of individuals who require mechanical ventilation. Trilogy200 is intended for pediatric through adult
patients weighing at least 5 kg (11 Ibs.).

The device is intended to be used in home, institution/hospital, and portable applications such as
wheelchairs and gurneys, and may be used for both invasive and non-invasive ventilation

V. Predicate Device Comparison

w |



The following table compares the submitted device with the primary and secondary predicates.

Primary Predicate
Device:

PerforMax Youth EE
Total

Face Mask
Manufacturer:
Respironics, Inc.
510(k) Number:
K092043

Secondary Predicate
Device:

Small Child Profile Lite
Nasal Mask
Manufacturer:
Respironics, Inc.
510(k) Number:
K093416

Subject Device:
PerforMax Pediatric EE
Total Face Mask
Manufacturer:
Respironics, Inc.
510(k) Number:

To be determined

Intended Use

The PerforMax Youth EE

The Small Child.Profile

Similar to K092043 and

submitted in Total Face Mask is Lite Nasal Mask and K093416
labeling intended to provide an Softcap are intended to PerforMax Pediatric EE
interface for application provide an interface Total Face Mask is
of when intended to provide an
CPAP or bi-level therapy | used with CPAP or bi- interface for application
to patients. level of
therapy. non-invasive positive
airway pressure
delivered ,
to patients by a device
such as a CPAP or bi-
level
system.
Patient Population 7 years or older (> 18.2 kg) | 1 year or older (> 7 kg) Unchanged from K093416
Environment of Use Home or Home or Hospital/institutional only

of the System

Hospital/institutional

hospital/institutional

Patient Usage Type

Single Patient use in the
home and

Multi-patient use in the
hospital/institutional
environment

Single Patient Use

Unchanged from K092043
in the Hospital/institutional
environment

Product Code

MNS

CBK

82D

Provided Sterile or
Non-Sterile

Provided clean, not sterile

Provided clean, not sterile

Unchanged from
K093416/K092043

Anatomical Sites

Total Face Mask, covering
the eyes, nose and mouth

Nasal interface, covering
only the nose

Unchanged from K092043










Vi. Labeling

- Draft labeling is provided in TAB 13 of the original submission. This section includes the instructions
for use, warning and caution statements, device specifications, and reuse instructions (disinfection).
The caution statement for prescription devices as required by 21 CFR 801.109: Caution: “Federal law
restricts this device to sale by or on the order of a physician. Appropriate caution and warning
statement related to the usage of.the device are included.

VII. Sterilization/Shelf Life/Reuse

The efficacy of the disinfection process on the components that are in the air pathway was evaluated for
the PerforMax Pediatric EE Total Face Mask, intended for multi-patient use, using the guidance provided
in:

0  AAMI TIR No.12-2004, Designing, Testing, and Labeling Reusable Medical Devices for
Reprocessing in Health Care Facilities: A Guide for the Device Manufacturer, 23 December 2004

0 AAMI TIR No. 30-2003, A Compendium of Processes, Materials, Test Methods, and
Acceptance Criteria for Cleaning Reusable Medical Devices, 8 October 2003



O ASTM E1837-96 (Re-approved 2002), Standard Test Method to Determine Efficacy of
Disinfection Processes for Reusable Medical Devices (Simulated Use Test), Oct. 10, 1996

0 ISO/IEC 17025, 2005, General Requirements for the Competence of Testing and Calibration
Laboratories )

Vill.Biocompatibility -

A skin contacting and gas pathway materials have been evaluated in accordance with the guidance
provided in 1ISO-10993-1. A declaration of conformity to ISO-10993-1 is provided in Tab 9 of the original

submission. :
. [Tab 9A Declaration of Conformity to 1ISO 10993-1: 2009 Biological Evaluation of Medical Devices
— Part 1: Evaluation and testing within a risk management process
Includes summary materials table and exploded assembly diagrams
FORM FDA 3654 Standards Data Report for 510(k)s — ISO 10993-1:2009
Summary Report for ISO 10993-1:2009
Tab 154 Biocompativity Repor{NHNE
Tab 158 [Biocompatibilty Report (NN
Tab15C  [Biocompativiity Report [N
IX. Software

This device has no software, this section is not applicable.

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

The device has not electrical or mechanical systems, this section is not applicable.

Xi. Performance Testing — Bench

The following is a summary of the bench testing that was performed on the PerforMax Pediatric EE Total
Face Mask.




Environmental Testing

Per the guidance in the FDA Reviewer Guidance for Premarket Notification Submissions, November
1993, testing will be performed to demonstrate safety and effectiveness of the performance
characteristics of the device in the intended environment of use and post-storage conditioning. The Intent
to Declare Conformance is provided in Tab 9C and test matrix per Appendix A of FDA Reviewer
Guidance for Premarket Notification Submissions, November 1993, is provided in Tab 18B.

Risk Assessment ) ‘
An initial hazards assessment was performed for the PerforMax Pediatric EE Total Face Mask. The
assessment analyzed the use situation, the sequence of events, and harm. An initial risk level of the
harm was established based on the initial severity and probability classifications (as defined in the risk
management plan in Tab 18C).

XIl. Performance Testinq — Animal
N/A Animal testing not needed to determine substantial equivalence.

Xl Performance Testing — Clinical

N/A Clinical testing was not submitted to determine substantial equivalence. Submission only has a
reference to a clinical study performed in 2000.



XIV. Substantial Equivalence Discussion

Yes No
1. Same Indication Statement’? ' _ LoX IfYES=GoTo3
2. Do Differences Alter The Effect Or Raise New : X If YES = Stop NSE

Issues of Safety Or Effectweness?

x {IfYES= GoToS
IfYES GoT06

3. Same Technologlcal Characteristics?

4 Could The New Charactenst|cs Affect Safety Or x

Effectiveness? '
5. Descri.otive.D.tfaracteristics D-re.ci.se Enough‘7 CoX - I If NO = Go T08 |
: If YES = Stop SE
*gmf\tew Types Of Safety Or Effectlveness Quest|ons’? x . I YES Stop NSE
7. Accepted SCIentIfIC Methods Exust’7 E. x T i mlf NO Stop NSE
“8 Performance Data Avallable'7 - x- If NO Request Data .

9 Data Demonstrate Equwalence’? Flnal Decision:

Note: See

http://eroom.fda.gov/ieRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0 4148/FLOWC
HART%20DECISION%20TREE%20.DOC for Flowchart to assist in decision-making process. Please
complete the following table and answer the corresponding questions. "Yes" responses to questions 2, 4
6, and 9, and every "no" response requires an explanation.

1. Expl_ain how the new indication differs from the predicate device's indication:

2. Explain why there is or is not a new effect or safety or effectiveness issue:

3 Describe the new technological characteristics:

4.. Explain how new characteristics could or could not affect safety or effectiveness:
5. | Explain how descriptive characteristics are not precise enough:

Additional information regarding the verification and validation activities is needed in order to
determine substantial equivalence.

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are-not new:
7. Explain why existing scientific methods can not be used:
8. - Explain what performance data is needed:

Q. Explain how the performance data demonstrates that the device is or is not substantially equivalent:

10



XV. Deficiencies

11



XVI. Contact History

12



XVIl. Recommendation

| recommend that the file be placed on hold pending the receipt of additional information.

Regulation Number: 21 CFR 868.5905
Regulation Name: Nasal Mask
Regulatory Class: Class Il

Product Code: BZD

W S erpe L

/émes Lee/PhD, Yead Reyiewsr Date

Yis L-stW(LS Z-18-12

Lex SCy(u};ﬂeﬂ, MD, PhD, ARDB Branch Chief Date

13
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/: DEPARTMENT OF HEALTH & HUMAN SERVICES ! Public Health Service

U.S. Food and Drug Administration
“Lay,, Center for Devices and Radiological Health
a Document Control Center W066-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002
. April 04,2012
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RESPIRONICS, INC. 510k Number: K120562
SLEEP AND HOME RESPIRATORY GROUP

365 PLUM INDUSTRIAL COURT .
PITTSBURGH, PENNSYLVANIA 15239 Product: PERFORMAX PEDIATRIC EE TOTAL F

ATTN: MICHELLE BRINKER

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guldance for information on current fax and e-mail practices at
http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. ThlS guidance can be found at

http:/www fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
refgz kt)o this guidance for assistance on how to format an original submission for a Traditional or Abbreviated

51 .

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
A551§tance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff



Page 1 of 2

Grayson, Giovanna *

From: Grayson, Giovanna *

Sent: Wednesday, April 04, 2012 12:09 PM
To: ‘michelle.brinker@philips.com’
Subject: Ack Letter

Attachments: image002.png

DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Control Center G609

W
10903 New H fite Avenue
$ilver Sprngi D 209034052

*
~

April 04%201/(

BRINKER,

MICHELLE "™

RESPIRONICS, INC.

SLEEP AND HOME RESPIRATORY GROUP
365 PLUM INDUSTRIAL COURT
PITTSBURGH, PENNSYLVANIA 15239
ATTN: MICHELLE BRINKER

510k Number: K120562

Product: PERFORMAX PEDIATRIC EE TOTALF .
The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum reéardmiFa.x and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance tor Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at_
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
r%'er to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 510

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until lyou receive a letter from FDA allowing you to do so. "As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90'days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extendgeyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you'
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a SIOfk) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (Y)SMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff

4/4/2012
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Grayson, Giovanna * '

From: Microsoft Outlook
'michelle.brinker@philips.com’

nt: Wednesday, April 04, 2012 12:09 PM
bject: Relayed: Ack Letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination:

'michelle.brinker@philips.com’

Subject: Ack Letter

Sent by Microsoft Exchange Server 2007
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April 3, 2012

/

ATTN: Mr. James Lee, Ph.D., M.S.E.

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Mail Center WO66-0609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

RE: K120562 — PerforMax Pediatric EE Total Face Mask

Dear Mr. Lee:
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This comparison showed that the proposed PerforMax Pediatric mask has an intended use that is
considered to be as safe and effective as the predicate masks. Further, the PerforMax Pediatric
mask has design features that are the same as or similar to one or both of the predicate masks.
Guidance from the ISO 17510-2 standard was used as an input into the development of the
PerforMax Pediatric mask and the predicate mask designs. The test data provided in Tables 1-4
demonstrates that the performance of the proposed PerforMax Pediatric mask is substantially
equivalent to the predicate devices.

It is concluded that the PerforMax Youth mask and Small Child Profile Lite mask are suitable
predicates for the proposed PerforMax Pediatric mask based on this comparison of the key mask
characteristics. The intended use, design and performance of the PerforMax Pediatric mask are
substantially equivalent to the predicate masks. The PerforMax Pediatric mask does not raise new
issues of safety or effectiveness.

If you should require any additional information, please contact me at 724-387-4146 (office), 412-
209-8665 (cell) or by email at Michelle.Brinker@Philips.com.

Thank you again for your review.

‘ Sincerely,

Michelle Brinker
Regulatory Affairs Manager, Patient Interface
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Lj’ ' : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
B\:, ) U.S. Food and Drug Administration
"'&,, Center for Devices and Radiological Health
430 Document Control Center WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

June 22, 2012

RESPIRONICS, INC. 510k Number: K120562

SLEEP AND HOME RESPIRATORY GROUP Product: PERFORMAX PEDIATRIC EE TOTAL F
365 PLUM INDUSTRIAL COURT
PITTSBURGH, PENNSYLVANIA 15239 On Hold As of 6/21/2012

ATTN: MICHELLE BRINKER

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you. should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues” document. It is available on our Center web page at:
http://www.fda. gov/MedlcalDewces/DevlceRegulatlonandGuldance/Overwew/Med|calDevlcePrOVISlonsofFDAModer
nizationAct/ucm136685.htm.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to-delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submlssmns Effect on FDA Review Clock and Performance
Assessment”. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.




Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer .
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-204 1, or contact the 510k staff at
. (301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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June 22, 2012

RESPIRONICS, INC. 510k Number: K120562
S A D oM RSP A TR Y OROUP Product: PERFORMAX PEDIATRIC EE TOTAL F
PITTSBURGH, PENNSYLVANIA 15239 On Hold As of 6/21/2012

ATTN: MICHELLE BRINKER

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence conceminiyour submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at

http://www. fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/uem089402 htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513() of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that infornmation is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested /f\_'fproach to Resolving Least Burdensome [ssues™ document. It is available on our Center web page at:

hitp//wwwy fda.gov/MedjcalDevices/DeviceRegpgulationandGuidance/Qveryiew/MedicalDeviceProvisionsofFD oder
nizationAct/ucm 136685.htm. ' .

If after 30 days the additional information (Al), or a rcguost for an extension of time, is not received, we will
discontinue review of your submission and proceed to-delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for Lip to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at

H/AALS i i i epulationandGuidance/GuidanceDocuuments/ucm089735 lhittn. Pursuant
to 21 CFR 20.29, a copy of your submission will remain in the Office of Device Evaluation.’
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.
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’ 5: ' Food and Drug Administration
F C Office of Device Evaluation &
*, Office of In Vitro Diagnostics
! COVER SHEET MEMORANDUM
From: Reviewer Name K_)W 5 W
Subject: .510(k) Number 6)20502 P,
To: The Record

Please list CTS decision code /{ H

O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
http://eroom fda.gov/ieRoomReq/Files/CORH3/CDRHPremarketNotification510kProgram/0 5631 /Screemnq%ZOCheckhst%ZO?%
202%2007.doc )

0O Hold (Additional Information or Telephone Hold).

O Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

O NO NSE for lack of predicate

O NI NSE for new intended use

O NQ NSE for new technology that raises new questions of safety and effectiveness

0O NU _ . NSE for new intended use AND new technology raising new questions of safety and
o effectiveness

8 NP - NSE for lack of performance data

O NS NSE no response

O NL NSE for lack of performance data AND no response

O NM NSE pre-amendment device call for PMAs (515i)

O NC - NSE post-amendment device requires PMAs

O NH NSE for new molecular entity requires PMA

0O TR NSE for transitional device

Please complete the following for a final clearance decision (l e., SE, SE with leltatlons etc.):

Indications for Use Page Attach IFU

510(k) Summary /510(k) Statement h Attach Summary

Truthful and Accurate Statement - o .Must be present fora Final Dec:s:on. '
Is the device Class lII?

'lf yes, does firm include Class il Summary? Must be present for a Final Decision

Does firm reference standards?
(If yes, please attach form from http://www.fda.gov/opacom/morechoices/fdaforms/FDA-

3654.pdf)

Is this a combination p\roduct'?

(Please specify category see
http://eroom.fda gpv/eRoomRegjnles/CDRHS/CDRHPremarketNotlﬂcatlon510kProqramIO 413b/CO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).DOC

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff —- MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http://iwww.fda.gov/cdrh/ode/quidance/1216.html)

Is this device intended for pedlatrlc use only’7

Is this a prescrlptlon device? (If both prescnphon & OTC check both boxes. )

Did the appllcatlon include a completed FORM FDA 3674, Certification with’ Reqmrements of
_ClinicalTrials.gov Data Bank?

Is clinical data necessary to.support the review of this 510(k)?

For United States-based clinical studies only: Did the application include a completed FORM
‘| FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was

Rev. 2/29/12



conducted in the United States, and FORM FDA 3674 was not mcluded or mcomplete then
appllcant must be contacted to obtain completed form.)

Does this device include an Animal Tissue Source?
All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years oId)

Transrtlonal Adolescent A (18 - <21 years old) Special consrderatlons are berng given to this
-{ group, different from adults age 2 21 (different device design or testing, different protocol
procedures etc. )

Transitional Adolescent B (18 -<= 21 No specral considerations compared to adults => 21 years
old)

Nanotechnology
Is this device subject to the Tracklng Regulatlon'? (Medrcal Device Trackmg Contact OC.
Guidance, http://www.fda.gov/cdrh/comp/guidance/169.html)
Regulation Number : Class* Product Code
LI CFR 8685705  Chas /¢ B-éD

(*If unclassified, see 510(k) Staff)

Additional Product Code _'
Review: DJ:)‘Z/U ' MDQ é/lé//_?/

(Branch Chief) . Branch Code) (Date) 7/

Final Review:
: ' (Division Director) (Date) -




510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared (o
Marketed Device *

| ©,

Descriptive Information Does New Device Have Same  NO Do the Differences Alter the [ntended Not Subsiantially
~ about New or Marketed Indication Statement?”—®  Therapeutic/Diagnostic/etc. Effect YES  Equivalent Determination -
Device Requested as Needed (in Deciding, May Consider impacton™ |
: l YES Safety and Effectiveness)?**

New Device Has Same Intended NO
Use and May be “Substantially Equivalent” < - o

New Device Has
@ @ New Intended Use

Does New Device Have Same

- Technological Characteristics, NO Could the New .
 e.g. Design, Materials, etc.? ~—® Characteristics Do the New Characteristics
YES Affect_Safery or —» Raise New Types ofS_afc{y YES »O
l . Effectiveness? or Effectiveness Questions?
A
NO Are the Descriptive NO ]
. Characteristics Precise Enough NO
to Ensure Equivalence? . @
NO .
[ Are Performance Data : Do Accepted Scientific
Available to Asses Equivalence? YES . Methods Exist for

Assessing Effects of NO

) the New Characteristics?
YES

_ . _ ‘II" YES
v .

Performance Are Performance Data Available  NO

Data Required To Assess Effects of New

Characteristics? ***
YES
v
> Performance Data Demonstrate Performance Data Demonstrate
Equivalence? —————p») : 0O : Equivalence? —<4———

YES YES - NO
NO

: ) - “Substantially Equivalent” @
To Determination To

* 510(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear.

b This decision is nohnally based dn descriptive information alone, but limited testing ihformatjon is sometimes required. .

¥ ¥

Data maybe in the 510(k), otherSlO(k)s, the Center’s classification ﬁlcé, or the literature. .
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%C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

“¥vazg

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
- Silver Spring, MD 20993

Premarket Notification [510(k)] Review
Traditional/Abbreviated

K120562/S002
Date: June 21, 2012
To: The Record : Office:
From: James Lee PhD ' _ _ Division: DAGID/ARDB

510(k) Holder: R'ESPIRONICS INC

Device Name: PerforMax Pediatric EE Total Face Mask
Contact: Michelle Brinker '

Phone: (724) 387-4146

Fax: (724) 387-3999

Email: michelle.brinker@philips.com

. Purpose and Submission Summary:

The 510(k) holder would like to introduce the Respironics PerforMax Pediatric EE Total Face Mask into
interstate commerce. The PerforMax Pediatric EE Total Face Mask is a modification in design to the
Respironics PerforMax Youth EE Total Face Mask (previously cleared under K092043) and Respironics
Small Child Profile Lite Nasal Mask (previously cleared under K093416). The modifications consist of the
foliowing: :

Updated environment to restrict to hospital/institutional use only

Reduced size of the faceplate and cushion

Modified elbow

Modified the mask operating pressure range, replaced unintentional leak specification with total
mask leak specification, and added inspiratory and expiratory resistance specification

5. Material changes for the elbow hub, elbow body, and headgear

o=

The modified device is intended to provide an interface for application of non-invasive positive airway
pressure delivered to patients by a device such as a CPAP or bi-level system. The PerforMax Pediatric
EE Total Face Mask is for patients 1 year or older (> 7 kg). The mask is for multi-patient use in the
hospital / institutional environment only. .

1l. Administrative Requirements

Yes No N/A

Indications for Use page (Indicate if: Prescription or OTC) Provided in Section 4 X
Truthful and Accuracy Statement ' ' Provided in Section 6p X
510(k) Summary or 510(k) Statement Provided in Section 5 X }

'Stan'dards"Form ' ' ’ - X




510(k) Summary
The sponsor has provided its S10(k) Summary in Section 5.

Required Elements for 510(k) Summary (21 CFR 807.92)

Clearly labeled “510(k) Summary” ' yes
Submitter’ s name, address, phone # a contact person yes
Date the summary was prepared yes
The name of the device/trade name/common name/classification | yes
name
An identification of the legally marketed predicate ‘ yes
Description of the subject device yes.
Statement of intended use yes
if same, a summary of comparison of technological yes

characters

If different, a summary of how do they compare to the
predicate

Technological
characters

‘Brief discussion of non-clinical data submitted, yes
referenced, or relied on

Brief discussion of clinical data submitted, referenced, or
relied on, including:
- Description upon whom the device was tested,
- Data obtained from the tests and especially:
* Adverse events and complications
= Other information for SE determination

Performance Datad

Conclusion that data demonstrate SE

Required Elements for S10(k) Statement (21 CFR 807.93) ’ N/A

Signed verbatim statement

Ill. Device Description

Yes : No , N/A
;

Is the device reusable (not reprocessed smgle use)’? _.
Are “cleaning” instructions included for the end user?

Is the devuce llfe supportmg or Ilfe sustamlr;g? f : X
) Is t.r;e”devuce an |mplant (|mplanted Ionger than 30 days) - - - i lx |
Does the device desugn use software" 3 Lox ’,
7 Is 1he deVIce ;i.el'lle'7 S - - 1; - ‘ v«'x-_ 1
|
!

= i——————

The PerforMax Pediatric EE Total Face Mask expands upon the existing Respironics PerforMax
product line, which currently includes a size cleared for patients 7 years and older (> 18.2 kg).

The PerforMax Pediatric EE Total Face Mask consists of S{Sj I facer'ate. a silicone
cushion that seals along the perimeter of the face, an elbow with an integral entrainment valve, and an




elbow hub that retains the elbow. A pressure-pick off port is located on the elbow body. The mask is
secured to the head with a bonnet style headgear.

The PerforMax elbow hub allows the medical professional to use the mask with either an
Entrainment Elbow (EE) Leak 2 or an Entrainment Elbow (EE) Leak 1. The EE Elbow is a simple press fit
assembly into the hub of the mask.

-
el —..

The EE Leak 2 elbow has a 6" fixed 15 mm to 22 mm fiexible extension tube attached. There is a
22 mm swivel connector at the end of the tubing to attach to standard 22 mm tubing used with CPAP and
bi-level systems. The EE Leak 1 elbow connects directly to standard 22 mm tubing used with CPAP and
bi-level systems (see Figure 3). The EE Leak 1 elbow does not include an extension tube or swivel.
The PerforMax Pediatric EE Total Face Mask is available in two sizes, XS and XXS.

IV. Indications for Use

Indications for Use as provided in Section 4 of the original submission:

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of
non-invasive positive airway pressure delivered to patients by a device such as a CPAP or bilevel system.
The mask is for multi-patient use in the hospital / institutional environment only. The mask is to be used
on patients 1 year or older (> 7 kg) for whom positive airway pressure therapy has been prescribed.

Prescription Use has been indicated.
Predicate 'lndications for Use:

PerforMax Youth EE Total Face Mask (K092043) —

The Respironics BiPAP Synchrony 2 is intended to provide non-invasive ventilation for pediatric
patients 7 years or older(> 40 Ibs) or adult patients (> 66 Ibs) with respiratory insufficiency or obstructive
sleep apnea, in the hospital or home.

Small Child Profile Lite Nasal Mask (K093416) — .

The Respironics Trilogy200 system provides continuous or intermittent ventilatory support for the
care of individuals who require mechanical ventilation. Trilogy200 is intended for pediatric through adult
patients weighing at least 5 kg (11 Ibs.). ,

The device is intended to be used in home, institution/hospital, and portable applications such as
wheelchairs and gurneys, and may be used for both invasive and non-invasive ventilation

V. Predicate Device Comparison













VI. Labeling

Draft labeling is provided in TAB 13 of the original submission. This section includes the instructions
for use, warning and caution statements, device specifications, and reuse instructions (disinfection).
The caution statement for prescription devices as required by 21 CFR 801.109: Caution: “Federal law
restricts this device to sale by or on the order of a physician. Appropriate caution and warning
statement related to the usage of the device are included. ‘

VII. Sterilization/Shelf Life/Reuse

The efficacy of the disinfection process on the components that are in the air pathway was evaluated for
the PerforMax Pediatric EE Total Face Mask, intended for multi-patient use, using the guidance provided
in:

O AAMITIR No.12-2004, Designing, Testing, and Labeling Reusable Medical Devices for
Reprocessing in Health Care Facilities: A Guide for the Device Manufacturer, 23 December 2004

0  AAMI TIR No. 30-2003, A Compendium of Processes, Materials, Test Methods, and
Acceptance Criteria for Cleaning Reusable Medical Devices, 8 October 2003



0 ASTM E1837-96 (Re-approved 2002), Standard Test Method to Determine Efficacy of
Disinfection Processes for Reusable Medical Devices (Simulated Use Test), Oct: 10, 1996

0 ISO/IEC 17025, 2005, General Requirements for the Competence of Testing and Calibration
Laboratories

VIli.Biocompatibility

A skin contacting and gas pathway materials have been evaluated in accordance with the guidance
provided in 1S0O-10993-1. A declaration of conformity to ISO-10993-1 is provided in Tab 9 of the original
submission.

Tab 9A Declaration of Conformity to ISO 10993-1: 2009 Biological Evaluation of Medical Devices
— Part 1: Evaluation and testing within a risk management process

Includes summary materials table and exploded assembly diagrams

FORM FDA 3654 Standards Data Report for 510(k)s — ISO 10993-1:2009

Summary Report for ISO 10993-1:2009

Tab 154 Biocompativity Report [N

Tab 158 iocompatiity Report [ NENEGG

Tap15C  Biocompativity Repor: [N

I1X. Software
: This device has no software, this section is not applicable.

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

The device has not electrical or mechanical systems, this section is not applicable.

XI. Performance Testing — Bench

The following is a summary of the bench testing that was performed on the PerforMax Pediatric EE Total
Face Mask.




Environmental Testing _

Per the guidance in the FDA Reviewer Guidance for Premarket Notification Submissions, November
1993, testing will be performed to demonstrate safety and effectiveness of the performance
characteristics of the device in the intended environment of use and post-storage conditioning. The Intent
to Declare Conformance is provided in Tab 9C and test matrix per Appendix A of FDA Reviewer
Guidance for Premarket Notification Submissions, November 1993, is provided in Tab 18B.

Risk Assessment

An initial hazards assessment was performed for the PerforMax Pediatric EE Total Face Mask. The
assessment analyzed the use situation, the sequence of events, and harm. An initial risk level of the
harm was established based on the initial severity and probability classifications (as defined in the risk
management plan in Tab 18C). :

Xll. Performance Testing — Animal

N/A Animal testing not needed to determine substantial equivalence.

XlIl. Performance Testing — Clinical

N/A Clinical testing was not submitted to determine substantial equivalence.” Submission only has a
reference to a clinical study-performed in 2000. :



. XIV. Substantial Equivalence Discussion

Same Indication Statement’P

| . X fYES=GoTo3!

2. Do Differences Alter The Effect Or Raise New h X | If YES = Stop NSE
Issues of Safety Or Effectiveness? : !
3. Same Technologlcal Charactenstlcs'7 fox if YES=Go To5
4. Could The New Characteristics Affect Safety Or  © x - If YES = Go To 6
Effectiveness? : :
5. Descrlptlve Characterlstlcs Precnse EnougftlZ? | X If NO=Go To 8
. _ _ _If YES = Stop SE
6. New Types Of Safety Or Effectlveness Questlons’7 X A If YES Stop NSE -
7 ” M'Aooepted Scnentlflc Methods Exust’? | x If NO = Stop NSE
.8 Performance Data Avallable’? | S xm If NO Request Data -
9 Data Demonstrate Equwaience? - -- Flnal Decnsnon
Note: See

http://eroom.fda.gov/ieRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0_4148/FLOWC

HART%20DECISION%20TREE%20.DOC for Flowchart to assist in decision-making process. Please

complete the following table and answer the corresponding questions. "Yes" responses to questions 2, 4,
6, and 9, and every "no" response requires an explanation.

1.

2.

Explain how the new indication differs from the predicate device's indication:

Explain why there is or is not a new effect or safety or effectiveness issue:

Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or effectiveness:

Explain how descriptive characteristics are not precise enough: :
Additional information regarding the verification and validation activities is needed in order to
determine substantial equivalence.

Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new: .
Explain why existing scientific methods can not be used:

Explain what performance data is needed:

Explain how the performance data demonstrates that the device is or is not substantially equivalent:

10




. XV. Deficiencies




Deficiencies in S001







Deficiencies in $002

XVI.

Contact History

XVII_. Recommendation

| recommend that the file be placed on hold pending the receipt of additional information.

Regulation Number: 21 CFR 868.5905
Regulation Name: Nasal Mask
Regulatory Class: Class Il

Product Code: BZD

£-2/) 2072

ee PhD, Aead Reviewer Date
éz L/2 v
Lex Schultheis, MD, PhD, ARDB Branch Chief . Date’ /

14



June 21, 2012

Dear Michelle Brinker,




Thank You,

James Lee Ph.D., M.S.E.

Interdisciplinary Scientist, Biomedical Engineer
FDA/ODE/CDRH/DAGID/ARDB

10903 New Hampshire Ave.

Silver Spring, MD 20993
james.j.lee@fda.hhs.gov

(301) 796-8463
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/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration

“""4:? . Center for Devices and Radiological Health
1a Document Control Center WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

June 18, 2012

RESPIRONICS, INC. 510k Number: K120562

SLEEP AND HOME RESPIRATORY GROUP
365 PLUM INDUSTRIAL COURT Product: PERFORMAX PEDIATRIC EE TOTAL F

PITTSBURGH, PENNSYLVANIA 15239
ATTN: MICHELLE BRINKER -

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA' Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
refer kt)o this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA a]lowmg you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely, -

510(k) Staff



Grayson, Giovanna *

From: Microsoft Outlook

To: 'michelle.brinker@philips.com'

Sent: Monday, June 18, 2012 11:34 AM
1bject: Relayed: ack letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination:

'michelle.brinker@philips.com' -

Subject: ack letter -

Sent by Microsoft Exchange Server 2007
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Grayson, Giovanna *

From: ‘Grayson, Giovanna *

Sent: Monday, June 18; 2012 11:34 AM
To: ‘michelle.brinker@philips.com’
Subject: ack letter

Attachments: image002.png

DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Control Center WO65-G609
10903 New H 4Rires Ayenue

Silver Springy yOOZ
June 183201 (
BRINKER,
MICHELLE "™
RESPIRONICS, INC.
SLEEP AND HOME RESPIRATORY GROUP
365 PLUM INDUSTRIAL COURT

PITTSBURGH, PENNSYLVANIA 15239
ATTN: MICHELLE BRINKER

510k Number: K120562

Product: PERFORMAX PEDIATRIC EE TOTAL F )
The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission., Also, please note the new Blue Book
Memorandum reéardm Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at

http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
E%’er to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 510

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into

commercial distribution until lyou receive a letter from FDA allowing you to do so. "As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90°days. However, the complex1tg ofa
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510§k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (%SMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

' Sincerely,

510(k) Staff

6/18/2012
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June 15, 2012

ATTN: Mr. James Lee, Ph.D., M.S.E.

U.S. Food and Drug Administration

Center for Devices and Radiological Heath

Document Mail Center WO66-0609 FDA CDRH DMC
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002 JUNIS 2012

RE: K120562 - PerforMax Pediatric EE Total Face Mask Received V—LH

Dear Mr. Lee:
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RESPIRONICS

Lastly, per the FDA .Device-Advice Content of a 510(k)

(http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/Prem

arketSubmissions/PremarketNotification510k/ucm142651.htm, we would like to-exercise our option
to replace the 510(k) Statement that was provided in Tab 5 of the original submittal with a 510(k)

Summary, as the substantial equivalence determination has not yet been reached. Please see the
"510(k) Summary included in Attachment 3.

If you should require any additional information, please contact me at 724-387-4146 (office), [}
.or by email at Michelle.Brinker@Philips.com. (6)

Thank you again for your review.

-Sincerely,

Michelle Brinker
Regulatory Affairs Manager, Patient Interface

14
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PerforMax Pediatric EE Total Face Mask Sizing Gauge
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Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 5 - 510(k) Summary

‘;TAB 5 SR
i510(K) SUMMARY |
Date of Submission 21 February 2012
510(k) Owner Respironics, Inc.
1001 Murry Ridge Lane
; Murrysville, PA 15668
(724) 387-4146 -
(724) 387-3999 (fax)
Official Contact Michelle Brinker
Regulatory Affairs Manager, Patient Interface
Proprietary Name PerforMax Pediatric EE Total Face Mask
Common/Usual Name Face Mask
Classification Name / BZD - Ventilator, Non-Continuous (Respirator)
Product Code
Predicate Device(s) Respironics PerforMax Youth EE Total Face Mask (K092043)

Respironics Small Child Profile Lite Nasal Mask (K093416)

Device Description

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of ndn-invasive
positive airway pressure delivered to patients by a device such as a CPAP or bi-level system. It provides a
seal such that positive pressure from the positive pressure source is directed into the patient's nose and

mouth. It is held in place with an adjustable bonnet headgear. It may be cleaned by the professional in the
hospital/institutional environment through a thermal high-level disinfection process or a chemical high-level

disinfection process for multi-patient use.

The PerforMax Pediatric EE Total Face Mask consists of a faceplate with a bonded silicone seal for the
face and an elbow with an integral entrainment valve. The mask features an interchangeable elbow hub
which accepts an EE Leak 1 and EE Leak 2 elbow. The EE Leak 2 elbow includes built-in exhalation, an
entrainment valve, a flexible tube, and a 22 mm connection. The EE Leak 1 elbow includes an
entrainment valve and a 22 mm connection. The 22 mm elbow is used to connect a conventional air

delivery hose between the mask and the positive airway pressure source. The bonnet headgear is

©2012 Respironics Inc. . 6/14/2012




Traditional 510(k) Respironics PerforMax Pediatric EE Total Face Mask
Tab 5 - 510(k) Summary

connected to the mask through slots in the upper part of the frame and clips that attach to the lower part of
the frame. The mask is designed in such a way that it can be easily disassembled for disinfection or to -

replace several of the mask components, such as the headgear and elbow.

Intended Use

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of non-invasive
positive airway pressure delivered to patients by a device such as a CPAP or bi-level system. The mask is
for multi-patient use in the hospital / institutional environment only. The mask is to be used on patients 1
year or older (> 7 kg) for whom positive airway pressure therapy has been prescribed.

Summary of Technological Characteristics of Device Compared to the
Predicate Devices

The PerforMax Pediatric EE Total Face Mask has the following similarities in the technological
characteristics to the previously cleared devices (Respironics PerforMax Youth EE Total Face Mask,
K092043, and Respironics Small Child Profile Lite Nasal Mask, K093416):

Same intended use

Same operating principle
Same technology

Similar device design
Simiiar physical properties

Similar materials used

No o s~ DN

Same scientific concepts that form the basis for the device

The PerforMax Pediatric EE Total Face Mask has the following differences in the technological
characteristics to the previously cleared devices (Respironics PerforMax Youth EE Total Face Mask,
K092043, and Respironics Small Child Profile Lite Nasal Mask, K093416):

Faceplate and cushion have been reduced in size.

Elbow modified

Operating pressure range has been madified.

Addition of inspiratory and expiratory resistance performance specification.

Mask leak specifications has been modified.

U

. The elbow body, elbow hub, and headgear materials have been modified.

©2012 Respironics Inc. 6/14/2012



Traditional 510(k) _ Respironics PerforMax Pediatric EE Total Face Mask
Tab 5 - 510(k) Summary

Summary of the Non-Clinical Test Submitted, Referenced or Relied on
in the 510(k)

To demonstrate performance and functionality was unaffected as a result of these changes, extensive
performance testing was completed. Testing was performed pre and post hospital/institutional cleaning
and disinfection treatments. Additionally, the mask was tested for high level disinfection in accordance
with AAMI TIR No. 12-2004, AAMI TIR 30-2003, ASTM E1837-96 (2007), and the “Content and Format of
Premarket Notification [510(k)] Submissions for Liquid Chemical Sterilants/High Level Disinfectants” —
FDA CDRH, January 3, 2000. All patient contacting or gas path materials used in the mask have been
previously cleared by the FDA or evaluated in accordance with the guidance provided by ISO 10993-1.

Results from this testing demonstrate that the PerforMax Pediatric EE Total Face Mask meets its
performance specifications, raises no new issues of safety or effectiveness, and is substantially equivalent
to the identified device predicates.

Clinical Data

Use of face masks with CPAP or bi-level therapy is proven technology and is well accepted by the medical
community. Bench testing is sufficient to demonstrate safety and efficacy of the PerforMax Pediatric EE

Total Face Mask, as was the case with the predicate devices.

©2012 Respironics Inc. 6/14/2012
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Hrvasg Food and Drug Administration

10903 New Hampshire Avenue
Document Control Room ~W066-G609
Silver Spring, MD 20993-0002

Ms. Michelle Brinker

Regulatory Affairs Manager, Patient Interface
Respironics, Incorporated

Sleep and Home Respiratory Group

365 Plum Industrial Court

Pittsburg, Pennsylvania 15239

JUL 17 201

Re: K120562 _
Trade/Device Name: PerforMax Pediatric EE Total Face Mask
Regulation Number: 21 CFR 868.5905
Regulation Name: Noncontinuous Ventilator (IPPB)
Regulatory Class: II '
Product Code: BZD
Dated: July 9, 2012
Received: July 10, 2012

Dear Ms. Brinker:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however,
-that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class I1I
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.



Page 2 - Ms. Brinker

Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited.to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing

- practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531- 542 of
the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to

http://www.fda.gov/AboutFDA/CentersOfficessf CORH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also,
please note the regulation entitled, "Misbranding by reference to premarket notification”
(21CFR Part 807.97). For questions regarding the reporting of adverse events under the
MDR regulation (21 CFR Part 803), please go to

http://www.fda. gov/MedlcalDewces/Safetv/ReportaProblem/default htm for the CDRH’s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

%\/L-\ p\ﬁ s
Anthony D. Watson, B.S., M.S;, M.B.A.
Director , _
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): éz 2 Q' 5_é L

Device Name: PerforMax Pediatric EE Total Fa_ce Mask

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of
non-invasive positive airway pressure delivered to patients by a device such as a CPAP or bi-
level system. The mask is for mhlti-patien_t use in the hospital / institutional environment only.
The mask is to' be used on patients 1 year or older (> 7 kg) for whom positive airway pressure
therapy has been prescribed.

Prescription Use _X AND/OR Over-The-Counter Use
(Part 21 CFR 80_1_ Subpart D) ' (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concqrrence of CDRH, Office of Device Evaluation (ODE)

S bl

(Division Sign-0ff)
Dlwsnon of Anesthesiology, General Hospital
Infection Control, Dental Devices -

510(k) Number: | 28562

14
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: Food and Drug Administration
Office of Device Evaluation &

: Office of In Vitro Diagnostics
“mod¢  COVER SHEET MEMORANDUM -

From: Reviewer Name \)O"VW€§ L’ eL—
Subject: 510(k) Number JZ/(‘Q&S@QZ \QLS

To: The Record

o' WEALTY o
*o
l\‘

Please list CTS decision code S (:

O Refused to accept (Note: this is considered the first review cycle, Seé Screening Checklist :
http://eroom.fda.gov/eRoomReg/Fites/CDRH3/CDRHPremarketNotification510kProgram/0 5631/Screemnq%ZOCheckllst%207% _
202%2007.doc ) . '

0O Hold (Additional information or Telephone Hold).

[J Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

O NO - NSE for lack of predicate

O NI NSE for new intended use

0O NQ NSE for new technology that raises new questions of safety and effectiveness
. O NU NSE for new intended use AND new technology raising new questions of safety and

effectiveness

O NP NSE for lack of performance data

0O NS NSE no response

O NL NSE for lack of performance data AND no response

O NM NSE pre-amendment device call for PMAs (5151)

O NC NSE post-amendment device requires PMAs

O NH NSE for new molecular entity requires PMA

O TR NSE for transit'ional device

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):

Indications for Use Page ~ Aftach IFU
510(k) Summary /510(k) Statement 7 Attach Summary
Truthful and Accurate Statement. .~ Must I5é.b'ésenf-fnc>f a Final Decision
Is the device Class e - ' - 7 '
If yes, does firm include Class |l Summary? Must be present for a Final Decision
Does firm reference standards? o
(If yes, piease attach form from http://www fda. qov/opacom/morechonces/fdaforms/FDA- \
3654. pdf)
Is this a combination product? : \

(Please specify category , see
http://eroom fda.gov/eRoomReqa/Files/CDRH3/CDRHPremarketNatification510kProgram/0_413b/CO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).D0OC

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http://www.fda.gov/cdrh/ode/quidance/1216. html) .

Is this device intended for pedlatnc use onIy’>

Is this a prescnption device? (If both prescrlpt|on & OTC check both “bcxes )

Did the apphcatnon include a completed FORM FDA 3674, Certification with Requwements of
ClinicalTrials.gov Data Bank? .

Is clinical data necessary to support the review of this 510(k)? _
For United States-based clinical studies only: Did the application include a completed FORM
FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was

v’
o

S

Rev. 2/29/12



X

.

conducted in the United States, and FORM FDA 3674 was not included or incomplete, then
appllcant must be contacted to obtain completed form.)

Does this devrce rnclude an Animal Tlssue Source?

3

All Pediatric Patients age<=21
Neonate/Newborn (Birth to 28 days)
Infant (29 days -< 2 years old)

Adolescent (12 years -< 18 years old)

Transitional Adolescent A (18 - <21 years old) Special consrderatlons are being given to this
group, different from adults age = 21 (different device design or testing, different protocol

procedures etc.)
Transitional Adolescent B (18 -<= 21 No speC|al considerations compared to adults => 21 years

Child (2 years -< 12 years old) e

old)

Nanotechnology

Is this device subject to the Tracklng Regulatron? (Medical Device Tracklng ~ Contact OC.
- Guidance, http://www.fda.gov/cdrh/comp/guidance/169.htmi)

Regulation Number Clas.s‘ Product Code
L CFL F€E . 59065 1 B2D

(*If unclassified, see 510(k) Staff)

Additional Product Codes: |
w2 Jhdbe— RAA D z/ug//»

h "(Branch Chief) (Branch Code) {Datey

Final Review: _ N/\ 7Ln \\ -

(Division Director) ‘ _ (Date)




Descriptive Information
about New or Marketed

O]

510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

)

Does New Device Have Same NO Do the Differences Alter the Intended
tatement”™———®  Therapeutic/Diagnostic/etc. Effect

New Device is Compared to
Marketed Device *

Not Substantially
YES

Indication

Device Requested as Needed (in Deciding, May Consider impact on
l 'ES Safety and Effectiveness)?**
New Device Has Same Intended NO
Use and May be “Substantially Equivalent” p
New Device Has O
@ @ New Intended Use
Does New Devicg Have Same
Technological Ciaracteristics, NO Could the New
e.g. Design, Materials, etc.? ——— Characteristics Do the New Characteristics
ES Affect Safety or ——— Raise New Types of Safety YES »O
l Effectiveness? or Effectiveness Questions? ‘
4
NO Are the Descriptive NO o
~~Characteristics Precise Enough NO
to Ensure Equivalence? @
NO d
Are Performance Data Do Accepted Scientific
Availabie to-Asses Equivalence? YES Methods Exist for
Assessing Effects of NO
the New Characteristics?
YES
ol
A 4
Performant! Are Performance Data Available  NO
Data Requir To Assess Effects of New
Characteristics? ***
YES
v D,
A\ 4
> Performance Data cmstfé&'\ . Performance Data Demonstrate
Equivalence? —————») O ¢ Equivalence?  <4———
YES YES . NO
NO
. “Substantially Equivalent’ : @
To Determination To
* 510(k) Submissions compare new devices to maketed devices. FDA requests additional information if the relationship between

marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear.

¥

This decision is normally based on descriptive information alone, but limited testing information is sometimes rccjuircd .

bk Data maybe in the 510(1(), other 510(k)s, the Center’s classification files, or the literature.

Equivalent Determination



SIRVICEs
O 4,

&
A4
&
g
e
i
£
%
P

%,

‘WC 'D'EPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

A
“Wrizg

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [510(k)] Review
Traditional/Abbreviated

' K120562/S003
Date: July 13, 2012 .
To: The Recerd Office:
From: James Lee PhD Division: DAGID/ARDB

510(k) Holder: RESPIRONICS INC

Device Name: PerforMax Pediatric EE Total Face Mask
Contact: Michelle Brinker

Phone: (724) 387-4146

Fax: (724) 387-3999

Email: michelle.brinker@philips.com

. Purpose and Submission Summary:

The 510(k) holder would like to introduce the Respironics PerforMax Pediatric EE Total Face Mask into
interstate commerce. The PerforMax Pediatric EE Total Face Mask is a modification in design to the
Respironics PerforMax Youth EE Total Face Mask (previously cleared under K092043) and Respironics
Small Child Profile Lite Nasal Mask (previously cleared under K0983416). The modifications consist of the

following:
1. Updated environment to restrict to hospital/institutional use only
2. Reduced size of the faceplate and cushion
3. Modified elbow
4. Modified the mask operating pressure range, replaced unintentional teak specification with total

5.

mask leak specification, and added inspiratory and expiratory resistance specification
Material changes for the elbow hub, elbow body, and headgear

The modified device is intended to provide an interface for application of non-invasive positive airway
pressure delivered to patients by a device such as a CPAP or bi-level system. The PerforMax Pediatric
EE Total Face Mask is for patients 1 year or older (> 7 kg). The mask is for multi-patient use in the
hospital / institutional environment only.

Reviewer Comment: After multiple requests for additional information, this reviewer recommends that v
this submission should be found to be Substantially Equivalent to the predicate.

Il. Administrative Requirements

i ves | No | N |
indications for Use page (Indicate if: Prescription or OTC) Providedi in Section 4 X
Truthful and Accuracy Statement " Providedin Section6p | X
510(k) Summary or 510(k) Statement Provided in Section 5 : .X .
St"é'hda'rds Fofni A .. I | _ o .




510(k) Summal'y
The sponsor has provided its 510(k) Summary in Section 5.

Requnred Elements for 510(k) Summary (21 CFR 807.92)

Clearly labeled “510(k) Summary” yes
Submitter’ s name, address, phone #, a contact person yes
Date the summary was prepared yes
The name of the device/trade name/common name/classification yes
name
An identification of the legally marketed predicate .| yes
Description of the subject device yes
Statement of intended use : yes
if same, a summary of comparison of technological “yes

characters

If different, a summary of how do they compare to the
predicate

Technological
characters

Hol N

Brief discussion of non-clinical data submitted, yes
referenced, or relied on

Brief discussion of clinical data submitted, referenced or
relied on, including:
- Description upon whom the device was tested,
- Data obtained from the tests and especially:
= Adverse events and complications
= Other information for SE determination

Performance Datd

Conclusion that data demonstrate SE

Required Elements for 510(k) Statement (21 CFR 807.93) N/A

Signed verbatim statement

lll. Device Description

.Is the device I|fe supportmg or llfe sustalnlng’? - . - . '

X
Is the dewce an |mplant (|mplanted Ionger than 30 days) ’ - X
Does the device deS|gn use software’7 X
Is the dewce stenle’? : D S

mls the device reusable (not r"e'e"roce"seedmeingle ljse)?
Are “cleaning” instructions included for the end user?

The PerforMax Pediatric EE Total Face Mask expands upon the existing Respironics PerforMax
product line, which currently includes a size cleared for patients 7 years and older (> 18.2 kg).



The PerforMax Pediatric EE Total Face Mask consists of — faceplate, a silicone
cushion that seals along the perimeter of the face, an elbow with an integral entrainment valve, and an _
elbow hub that retains the elbow. A pressure-pick off port is located on the elbow body. The mask is
secured to the head with a bonnet style headgear.

The PerforMax elbow hub allows the medical professional to use the mask with either an -
Entrainment Elbow (EE) Leak 2 or an Entrainment Elbow (EE) Leak 1. The EE Elbow is a simple press fit
assembly into the hub of the mask.

Both the EE Leak 2 and EE Leak 1 elbows have an entrainment valve opening which provides
fresh air and flushes exhaust air in the event of a single fault condltlon such as non-operational therapy
device.

-

The EE Leak 2 elbow has built-in exhalation flutes along the entrainment valve. A separate -~
exhalation device is not required with the EE Leak 2 elbow. The EE Leak 1 elbow does not have built-i -in’
exhalation. A separate exhalation device is required with the EE Leak 1 elbow.

The EE Leak 2 elbow has a 6" fixed 15 mm to 22 mm flexible extension tube attached. Thereisa =~
22 mm swivel connector at the end of the tubing to attach to standard 22 mm tubing used with CPAP and
bi-level systems. The EE Leak 1 elbow connects directly to standard 22 mm tubing used with CPAP and
bi-level systems (see Figure 3). The EE Leak 1 elbow does not include an extension tube or swivel.

The PerforMax Pediatric EE Total Face Mask is available in two sizes, XS and XXS.

IV. Indications for Use
Indications for Use as provided in Section 4 of the original submission:

PerforMax Pediatric EE Total Face Mask is intended to provide an interface for application of
non-invasive positive airway pressure delivered to patients by a device such as a CPAP or bilevel system. .~
The mask is for multi-patient use in the hospital / institutional environment only. The mask is to be.used
on patients 1 year or older (> 7 kg) for whom positive airway pressure therapy has been prescribed.

Prescription Use has been indicated. -
Predicate Indications for Use: -

PerforMax Youth EE Total Face Mask (K092043) -

The Respironics BiPAP Synchrony 2 is intended to provide non-invasive ventilation for pediatric =~
patients 7 years or older(> 40 |bs) or adult patients (> 66 Ibs) with respiratory insufficiency or obstructive
sleep apnea, in the hospital or home.

Small Child Profile Lite Nasal Mask (K093416) —

The Respironics Trilogy200 system provides continuous or intermittent ventilatory support for the
care of individuals who require mechanical ventilation. Trilogy200 is intended for pediatric through adult -
patients weighing at least 5 kg (11 Ibs.). ~

The device is intended to be used in home, institution/hospital, and portable applications such as
wheelchairs and gurneys, and may be used for both invasive and non-invasive ventilation -

—”




V. Predicate Device Comparison

The following table compares the submitted device with the primary and secondary predicates.

Primary Predicate
Device:

PerforMax Youth EE -
Total

Face Mask
Manufacturer:
Respironics, Inc.
510(k) Number:
K092043

Secondary Predicate
Device:

Small Child Profile Lite
Nasal Mask
Manufacturer:
Respironics, Inc.
510(k) Number:
K093416

Subject Device:
PerforMax Pediatric EE
Total Face Mask
Manufacturer:
Respironics, Inc.
510(k) Number:

To be determined

Intended Use

The PerforMax Youth EE

The Small Child Profile

Similar to K092043 and

of the System

Hospital/institutional .

hospital/institutional

submitted in Total Face Mask is Lite Nasal Mask and K093416
labeling intended to provide an Softcap are intended to PerforMax Pediatric EE
interface for application provide an interface Total Face Mask is
of when intended to provide an
CPAP or bi-level therapy | used with CPAP or bi- interface for application
to patients. level of
therapy. non-invasive positive
' airway pressure
delivered
to patients by a device
such as a CPAP or bi-
level
system.
Patient Population 7 years or older (> 18.2 kg) 1 year or older (> 7 kg) Unchanged from K093416
Environment of Use Home or Home or Hospital/institutional only

Patient Usage Type

Single Patient use in the
home and ‘
Multi-patient use in the
hospital/institutional
environment

Single Patient Use

Unchanged from K092043
in the Hospital/institutional
environment

Product Code

MNS

CBK

BzD

Provided Sterile or
| Non-Stenile

Provided clean, not sterile

Provided clean, not sterile

Unchanged from
K093416/K092043

Anatomical Sites

Total Face Mask, covering
the eyes, nose and mouth

Nasal interface, covering
only the nose

Unchanged from K092043










VI. Labeling - _ ‘

VII. Sterilization/Shelf Life/Reuse

—ee— e —




AAMI TIR No.12-2004, Designing, Testing, and Labeling Reusable Medical Devices for
Reprocessing in Health Care Facilities: A Guide for the Device Manufacturer, 23 December 2004

AAMI TIR No. 30-2003, A Compendium of Processes, Materials, Test Methods, and Acceptance
Criteria for Cleaning Reusable Medical Devices, 8 October 2003

ASTM E1837-96 (Re-approved 2002), Standard Test Method to Determine Efficacy of
Disinfection Processes for Reusable Medical Devices (Simulated Use Test), Oct. 10, 1996

ISO/NIEC 17025, 2005, General Requirements for the Competence of Testing and Calibration
Laboratories

Viil.Biocompatibility

A skin contacting and gas pathway materials have been evaluated in accordance with the guidance
provided in ISO-10993-1. A declaration of conformity to ISO-10993-1 is provided in Tab 9 of the original
submission.

Tab 9A Declaration of Conformity to ISO 10993-1: 2009 Biological Evaluation of Medical Devices
— Part 1: Evaluation and testing within a risk management process

includes summary materials table and exploded assembly diagrams

FORM FDA 3654 Standards Data Report for 510(k)s — ISO 10993-1:2009

Summary Report for ISO 10993-1:2009

Tab 154 [Biocompativilty Report (NN

Tab 158 Biocompatiilty Repor: (NG

Tab15C  [Bocompativity Repor: AN

IX. Software
This device has no software, this section is not applicable.

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

The device has not electrical or mechanical systems, this section is not applicable.

Xl. Performance Testing — Bench

The following is a summary of the bench testing that was performed on the PerforMax Pediatric EE Total
Face Mask. ’

Mask Performance Testing




Mask Deadspace

Pressure Drop

Total Mask Leak (TML)

Intentional Leak

Inspiratory and expiratory resistance — Anti-asphyxia valve open to atmosphere
Anti-asphyxia valve closing to atmosphere and Anti-asphyxia valve opening to atmosphere
CO2 Flow Dissipation Test

System Testing
e« Alarms (Patient Disconnect, Apnea, Low Minute Ventilation, High Minute Ventilation, Low
Respiratory Rate, High Respiratory Rate, Low Exhaled Tidal Volume, and High Exhaled Tidal
Volume)
Triggering Sensitivity
Triggering Stability
Patient Triggering Waveform Performance Data
Mandatory Ventilation Waveform Performance Data

Environmental Testing

Per the guidance in the FDA Reviewer Guidance for Premarket Notification Submissions, November
1993, testing will be performed to demonstrate safety and effectiveness of the performance
characteristics of the device in the intended environment of use and post-storage conditioning. The Intent
to Declare Conformance is provided in Tab 9C and test matrix per Appendix A of FDA Reviewer
Guidance for Premarket Notification Submissions, November 1993, is provided in Tab 18B.

Risk Assessment

An initial hazards assessment was performed for the PerforMax Pediatric EE Total Face Mask. The
assessment analyzed the use situation, the sequence of events, and harm. An initial risk level of the
harm was established based on the initial severity and probability classifications (as defined in the risk
management plan in Tab 18C).

Xil. Performance Testing — AnimaI'
N/A Animal testing not needed to determine substantial equivalence.

XIil. Performance Testing — Clinical

N/A Clinical testing was not submitted to determine substantial equivalence. Submission only has a
reference to a clinical study performed in 2000.



XIV. Substantial Equivalence Discussion

Yes No
1. Same Indication Statement? X | fYES=GoTo3
2. Do Differences Alter The Effect Or RaiseNew | x  If YES = Stop NSE
Issues of Safety Or Effectiveness? ; :
3. Same Technolog|cal Characterlstlcs’7 X  IfYES=GoTo5
4. Could The New Characterlstlcs Affect Safety or ' | x | If YES = Go To 6
- Effectiveness?
5 Descrlptlve Characterlstlcs Prec;sehénough'? - x ‘ o IfNO= ”Go Te 8
If YES = Stop SE
6 New Types Of Safety Or Effectlveness Questlons’> ; If YES Stop NSE o
7 Accepted SC|ent|f|c Methods EX|st’> If NO Stop NSE
8. Performance Data Avallable’? N | —If NO = Request Data
9. Data Demonstrate Equivalence? | | X - Final Decision: SE
Note: See

http://eroom.fda.gov/eRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0 4148/FLOWC

HART%20DECISION%20TREE%20.DOC for Flowchart to assist in decision-making process. Please

complete the following table and answer the corresponding questions. "Yes" responses to questions 2, 4,
6, and 9, and every "no" response requires an explanation.

1.

2.

Explain how the new indication differs from the predicate device's indication:

Explain why there is or is not a new effect or safety or effectiveness issue:

Describe the new t'echnological characteristics:

Explain how new characteristics could or could not affect safety or effectiveness:

Explain how descriptive characteristics are not precise enough:

Additional information regarding the verification and validation activities is needed in order to

determine substantial equivalence. :

Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:

Explain why existing scientific methods can not be used:

Explain what performance data is needed:

Explain how the performance data demonstrates that the device is or is not substantially equivalent:
The Total mask leak for the subject devices (which the sum of unintentional and intentional leak)
demonstrates substantial equivalence to the predicate. The sponsor has made measurements of
flow rates at varying pressures of the subject devices which are to be substantially equivalent to

the Performax Youth Mask. Plots for flow rates vs. pressure indicate that the subject and
predicate devices are well aligned.
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XVIl. Recommendation

| recommend that the subject device is Substantially Equivalent to the predicates after the receipt of
additional information from the sponsor.

Regulation Number: 21 CFR 868.5905
Regulation Name: Nasal Mask
Regulatory Class: Class Il

Product Code: BZD

\ W 715 '+

—

Jam/ezyzéPr“ Lead Reviefver . Da;//(dr//—t/

Lex Schultheis, MD, PhD, ARDB Branch Chief Date /

15



Lee, James J (CDRH)

From: Lee, James J (CDRH)

sent: Tuesday, July 17, 2012 4:00 PM

To: Samuels-Reid, Joy H.

Cc: Schultheis, Lester

Subject: RE: Question regarding Pediatric IFUs
Dear Joy

*Aany thanks again
James

From: Samuels-Reid, Joy H.

Sent: Tuesday, July 17, 2012 3:42 PM

To: Lee, James J (CDRH)

Subject: RE: Question regarding Pediatric IFUs

Joy

Joy Samuels-Recd; M.D., FAAP
Chief Medical Officer,

Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices

Center for Devices and Radiological Health

US Food and Drug Administration

Office of Device Evaluation-White Oak - Bldg 66-2608
10903 New Hampshire Avenue, Silver Spring,
Maryland, 20993

rel: 301-796-5580

Jax: 301-8-17-8109

Joy.Samuels-Reid@(da.fhs.gov



‘rom: Lee, James J (CDRH)

Sent: Tuesday, July 17, 2012 3:07 PM

To: Samuels-Reid, Joy H.

Cc: Schultheis, Lester

Subject: Question regarding Pediatric IFUs

Dear Dr. Samuels-Reid




James Lee Ph.D.

Interdisciplinary Scientist, Biomedical Engineer
DA/ODE/CDRH/DAGID/ARDSB

10903 New Hampshire Ave.

Silver Spring, MD 20993

WOQO66, Rm. 1544

james.jlee@fda.hhs.gov

(301) 796-8463

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN
INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the uddressee. you are hereby notified that any review disclosure,
dissemination, copying, or other action based on the content of this communication is not authorized. If vou have received this
document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment
at this time but does not constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind
or otherwise obligate or commit the agency to the view expressed. :



Lee, James J (CDRH)

From: Brinker, Michelle <michelle.brinker@philips.com>

sent: Thursday, July 12, 2012 5:06 PM

To: Lee, James J (CDRH)

Subject: RE: K120562 Performax Pediatric _

Attachments: Updated Instructions - PMax Pediatric EE Leak 2.pdf; Updated Instructions - PMax

Pediatric EE Leak 1.pdf

Dear James,

Michelle Brinker
Regulatory Affairs Manager, Patient Interface
Respironics, Inc.

. 724-387-4146, c [ EEIEG

f: 724-387-3999

From: Lee, James ] (CDRH) [mailto:James.).Lee@fda.hhs.gov]
Sent: Thursday, July 12, 2012 10:51 AM

To: Brinker, Michelle

Subject: K120562 Performax Pediatric

Dear Michelle Brinker




Thanks
James

James Lee Ph.D.

Interdisciplinary Scientist, Biomedical Engineer
FDA/ODE/CDRH/DAGID/ARDB

10903 New Hampshire Ave.

Silver Spring, MD 20993

WO066, Rm. 1544

james.j.lee@fda.hhs.gov

(301) 796-8463

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN
INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not
the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure.
dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this
document in error, please immediately notify us by email or telephone found above.

rhis communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment
at this time but does not constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind
or otherwise obligate or commit the agency to the view expressed.

The information contained in this message may be confidential and legally protected under appiicable law. The message is intended solely for the addressee(s). If
you are not the intended recipient, you are hereby notified that any use, forwarding. dissemination. or reproduction of this message is strictly prohibited and may
be uniawful. If you are not the intended recipient, please contact the sender by return e-mait and destroy all copies of the original message.



Intended Use

The PerforMax Pediatric Total Face Mask s intended to provide an interface for application

of non-invasive positive airway pressure delivered to patients by a device such as a CPAP or
bi-level system. The mask 1s for multi-patient use in the hospital/institutional environment only,
The mask I1s to be used on patents 1 year or older (> 7 kg) for whom positive arway pressure
therapy has been prescribed.

& Note: An exhalation port 15 not buil into the mask. A separate exhalation device must be used with thi
mash .

& Note: This mask is not made with natural rubber latex or DEHP.
A\ Caution: U.S. Federal law restricts this device to sale by or on the order of a physician.

Symbots
& Warning or Caution e Note @ Tip

Not made with I+ 1
natural rubber latex F-

A Warnings

Patients using this mask must remain under constant supervision by trained medicat
personnel. .

This mask is not suitable for providing life support ventilation,

Hand wash prior to use. Inspect the mask for damage or wear (cracking crazing, tears. ete). Discard
and replace any components as necessary.

This mask requires a separate exhalation device.

This mask is designed for use with CPAP or bi-level systems recommended by your health care
professional or respiratory therapist. Do not wear this mask unless the CPAP or bi-level system 1s
turned on and operating property. Do not block or try to seal the exhalation port. Explanation of
the Warning CPAP systems are intended to be used with special masks with connectors which have
vent holes to allow continuous flow of air out of the mask. When the CPAP machine 15 turned on
and functioning properly. new arr from the CPAP machine flushes the exhaled air out through the
attached mask exhalation port. However. when the CPAP machine is not operating”enough fresh air
will not be provided through the mask, and exhaled air may be rebreathed.Rebreathing of exhaled
air for longer than several minutes can in some circumstances lead to suffocation. This warning
applies to most models of CPAP systems.

If oxygen 1s used with the device, the oxygen flow must be turned off when the device 15 not
operatng. Explanation of the Warning When the device is not in operation. and the axygen flow

is left on, oxygen delivered into the ventlator tubing may accumulate within the device enclosure.
Oxygen accumulated in the device enclosure will create a risk of fire.

At a fixed flow rate of supplemental oxygen flow. the inhaled oxygen concentration wili vary,
depending on the pressure settings. patient breathing pattern. mask selection, and the leak rate. This
warning applies to most types of CPAP and bi-level machines.

At low CPAP or EPAP pressures the flow through the exhalation port may be inadequate to clear afl
exhaled gas from the tubing. Some rebreathing may occur.

Some patients may experience skin redness. irrtation. or discomfort. If this happens. moritor and
intervene

Monitor and intervene if any of the following symptoms occur Unusual chest discomfort. shortness
of breath. stomach distension, belching, severe headache. blurred vision, drying of the eyes. eye pain
or eye infections.

This mask 1s not recommended if the patient is taking a prescription drug that may cause vomiting
Monitor and intervene if the patient encounters tooth. gum or jaw soreness Use of a mask may
aggravate a patient’s e>isting dental conditions.

A minimum of 3¢m H2O pressure must be maintained when using this mask.

The mask contains small parts which could result in a choking hazard -
Attaching an exhalation device requires therapy pressure level adustment to compensate for
increased leak.

Leak Symbol and Value

bruises, sores or bulging around the edges of the mask, Loosen the headgear straps o alieviate
symptoms,
» Do not block or seal off the anti-asphyxia valve.

Contraindications
This mask may not be suitable for use on patients with the following conditions' glaucoma, recent
eye surgery or dry eyes. impaired mctitation (blinking). hiatus hernia impaired cardiac sphincter

function. esophageal reflux. impaired cough reflex: or on patients who are not under constant,
immediate observation by personnel experienced in noninvasive ventilation management.

Do not overtighten the headgear straps. Watch for signs of overtightening, such as excessive redness,

Specifications

A Warning: The technical specifications of the mask are provided to determine if it 1s compatible with your
CPAP or bi-level therapy device. If used outside these specifications, or if used with incompatible devices, the.
mask may be uncomfortable, the seal of the mask may not be effectve, optimum therapy may not be
achieved, and leak, or varation in the rate of leak. may affect device function.

Pressure Flow Curve

Pressure Flow Curre

o= e LR

Resistance with Anti-Asphyxia Valve Closed to Atmosphere
Drop in Pressure at

50 51PM 100 SLPM
All sizes - 04mHO 1.0cmH,0
Inspiratory and Expiratory Resistance with Anti-Asphyxia Valve Open to Atmosphere
tnspiratory Resistance 1.5 cm HO
Expiratory Resistance 08emH,0
Deadspace
XXS 283 ml
XS M ml
Disposal

Dispose of in accordance with local regulations.

Storage Conditions

Temperature. -4” to 140° F (-20° to +60° C)
Relative Humidity: 15% to 95% non-condensing

RESPIRONICS

DRAFT Instructions for Use
PerforMax Pediatric EE Leak 1 Total Face Mask

Respironics Inc.
1001 Murry Ridge Lane
Murrysville, PA 15668 USA

1098331 Rev0}
ALC 071272012



Features

A Mask Cushion

B Faceplate Hub

C Entranment Elbow with Ant:-Asphyxia Valve (Do not block.)
D Bonnet

E Top Headgear Straps

F Bottom Headgear Clips

Verlfy the Antl-Asphyxia Valve

The anti-asphyxia valve consists of an arr mlet and a flapper. With the airflow turned ofl, verify
that the elbow with the flapper 15 lying flat 50 that room air can flow in and out through the
air inlet. Next, with the airflow on. the flapper should now cover the arr inlet and air from the
CPAP or bi-level device should flow inta the mask. @3 If the flapper does rot close or does not
function properly. replace

AWarnmg: Do not block or seal the anu-asphyxia valve.

Before Use Read and Understand the Instructions Completely

Hand wash the mask.

Wash the patient's face. Do not use moisturizer/lotion on your hands or the patient’s face..
Inspect the mask and replace 1t If the cushion has hardened or is torn, or il any parts are
broken.

Verify that the therapy device, i.e., ventilator, including the alarms and safety systems. has been
validated prior to use.

Verify therapy device pressure(s).

Pre-cleaning Instructions

Hand wash the mask before first use..

1. Hand wash mask in warm water with liquid dishwashing detergent or wipe with a 70% viv

isopropyl alcohol swab.

2, Rinse thoroughly. Air dry completely before use, Make sure the mask 1s dry before use.
Caution” Do not use bleach, cleaning selutions contarning bleach, or cleaning solutions
containing conditioners or moisturizers
Caution: Any deviatron from these instructions may impact the performance of the p‘roducl.
Caution: Inspect the mask for damage or wear (cracking, crazing. tears, etc). Discard and )
replace any components as necessary,

Institutiona! Disinfection

For muhi-patient use in the hosprialinstitutional environment, use the Disinfection Guide to reprocess the mash
between patients. These instructions can be obtained by wisiting us online a1 www.philips.comVNIVmasis or by
contacting customer service at 1-800-345-6443 or a1 1-724-387-4000.

Leak Symbot and Port Setuings

Sorme ventilators may incorporate the use of a leak symbol and value in the mask selection setup procedures.
The leak. characteristics of this mask s leak symbol (I l ).The leak symbol and value represents the intentional
feak char acteristics of the interface, On ventilators equlpped with a Mask Selection control. enter the leak symbol
value (. 1 ) that corresponds with the leak symbol value on the mask,

© Comfort Tips

+ The most common mistake 1s overtightening the headgear. The headgear should fit loose
and comfortable, I the patient’s skin bulges around the mask or if you see red marks on the
patient’s face. loosen the headgear.

+ Adjust the top headgear straps to reduce leaks at the forehead and temples.

*+ Adjust the bottom headgear straps to reduce leaks at the sides of the patient’s

PerforMax Interchangeable Leak | and Leak 2 Elbows

This mask may use the EE Leak 1 and EE Leak 2 elbows interchangeably. The clear EE Leak 1 elbow
with an anti-asphyxia valve does not have built in exhalation A separate exhalation device must be
used with the EE Leak 1 elbow. The amber EE Leak 2 efbow with an anti-asphyxia valve includes
exhalation. Refer to @3 of the D4sassemb|y and Assembly of the Mask to change the elbow on
the mask.

Achieving the Right Fit

Applying the mask:




intended Use

The PerforMax Pediatric Total Face Mask s intended to provide an interface for application

of non-invasive positive airway pressure delivered to patients by a device such as a CPAP or
bi-level system. The mask is for multi-patient use in the hospital/institutional environment only.
The mask 1s to be used on patients 1 year or older (> 7 kg) for whom positive airway pressure
therapy has been prescribed.

& Note: An exhalation port is built into the mask so a separate exhalation port is not required.

& Note: This mask is not made with natural rubber latex or DEHP.
A\ Caution: U.S. Federal law restricts ths device to sale by or on the order of a physician.
Symbols

A Warming or Caution 6 Note @ Tip
Not made with natural
rubber latex

A Warnings

Patients using this mask must remain under constant supervision by trained medical
personnel.

This mask is not suitable for providing hife support ventilation.

Hand wash prior to use. Inspect the mask for damage or wear {cracking crazing. tears. etc) Discard
and replacé any components as necessary

This mask 1s designed for use with CPAP or bi-level systems recommended by your health care
professional or respiratory therapist. Do not wear this mask unless the CPAP or bi-level system s
turned on and operating properly. Do not block or try to seal the exhalation port. Explanation of
the Warning CPAP systems are intended to be used with special masks with cannectors which have
vent holes to allow continuous flow of air out of the mask When the CPAP machine 15 turned on
and functioning properly. new air from the CPAP machine flushes the exhaled air out through the
attached mask exhalation port. However. when the CPAP machine 1s not operating, enough fresh air
will not be provided through the mask, and exhaled ar may be rebreathed.Rebreathing of exhaled
arr for longer than several minutes can in some circumstances lead to suffocation. This warning
applies to most models of CPAP systems, .

If oxygen 1s used with the device. the oxygen flow must be turned off when the device is not
operating, Explanation of the Warning When the device is not in operation. and the oxygen flow

is left on, oxygen delvered into the ventilator tubing may accumulate within the device enclosure.
Oxygen accumulated in the device enclosure will create a risk of fire,

At a fixed flow rate of supplemental oxygen flow. the inhaled oxygen concentration will vary,
depending on the pressure settings. patient breathing pattern. mask selection. and the leak rate. This
warning applies to most types of CPAP and bi-lavel machines.

At low CPAP ar EPAP pressures the flow through the exhalation port may be inadequate to clear all
exhaled gas from the tubing. Some rebreathing may occur.

Some patients may experience skin redness irritation. or discomiort, If this happens. monitor and
intervene

Monitor and intervene if any of the following symptoms occur Unusual chest discomfort. shortness
of breath, stomach distension, belching. severe headache. blurred vision. drying of the eyes, eye pain
or eye infections.

This mask 1s not recommended «f the patient is taking a prescription drug that may cause vomiting,
Monitor and intervene if the patient encounters tooth gum. or jaw soreness. Use of a mask may
aggravate a patient’s existing dental condstions,

A minimum of 3cm H20 pressure must be maintained when using this mask,

The mask contains small parts which could result in a choking hazard

Attaching an exhalation device requires therapy pressure level adjustment to compensate for
ncreased leak, . .
Do not overtighten the headgear straps. Watch for signs of overtightening, such as excessiva redness
bruises, sores or bulging skin around the edges of the mask. Loosen the headgear straps to alteviate
symptoms. .

Do not block or seal off the anti-asphyxia valve,

2 Leak Symbel
and Value

Confraindications

This mask may not be suitable for use on patients with the following conditions: glaucoma, recent
eye surgery or dry eyes. impaired nictitation (blinking). hiatus hernia. impaired cardiac sphincter
function. esophageal reflu, impaired cough reflex, or on patients who are not under constant,
immediate observation by personnel experienced In noninvasive ventilation management,

Specifications

A Warning: The technical specifications of the mask are prowided to determine if it is compatible with your
CPAP or bi-level therapy device. If used outside these specifications. or If used with incompatible devices, the
mask may be uncomfortable. the seal of the mask may not be effectrve, optmum therapy may not be
achieved. and leak. or vaniation m the rate of leak may affect dewice function.

Pressure Flow Curve

Praesure Flow Curee
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s 1 0

Resistance with Anti-Asphyxia Valve Closed to Atmosphere
Drop in Pressure at

S0 SLPM 100 SLPM
Al sizes 0.7mHO 2 emH0
Inspiratory and Expiratory Resistance with Anti-Asphyxia Valve Open to Atmosphere
Inspiratory Resistance 12¢mHO
Expiratory Resistance 07 cm H,0
Deadspace
XXS 255 mL :
XS 284 mlL
Disposal

Dispose of in accordance with local regulations,

Storage Conditions

Temperature -4° 1o 140° F (-20° to +60° C)
Relative Humidity: 15% to 95% non-condensing

RESPIRONICS

DRAFT Instructions for Use
PerforMax Pediatric EE Leak 2 Total Face Mask

LA

Respironics Inc.
1001 Murry Ridge Lane
Murrysville, PA 15668 USA

1083165 Rev0a
ALC 077122002



Features

A Mask Cushion

B Faceplate Hub

C Entrainment Elbow with Anu-Asphyxia Valve and Exhalation (Do not block)
D Bonnet

E Top Headgear Straps

F Bottom Headgear Clips

D==

Verify the Anti-Asphyxia Valve

The anti-asphy»a valve consists of an air mlpﬁand a flapper. With the arrflow turned cff. verify
that the elbow with the flapper is lying flat 22 50 that room air can flow in and out through the
air inlet. Next, with the arrflow on, the flapper should now cover the air inlet and arr from the
CPAP or bi-level device should flow into the mask. €  If the flapper does not close or does not
function properly, replace. .

Warning: Do not block or seal the anti-asphyxia valve.

Before Use Read and Understand the Instructions Completely
Hand wash the mask. .

Wash the patient’s face. Do not use moisturizerfiotion on your hands or the patent’s face.
Inspect the mask and replace it if the cushion has hardened or 1s torn, or If any parts are
broken.

Verify that the therapy device, i.e., ventilator, including the alarms and safety systems, has been
validated prior to use.

Venfy therapy device pressure(s).

Pre-cleaning Instructions

Hand wash the mask before first use

1, Hand wash mask in warm water with iquid dishwashing detergent or wipe with a 70% viv

isopropyl alcohol swab.

2. Rinse tharoughly. Ax dry completely befare use. Make sure the mask s dry before use.
Caution Do net use bleach, cleaning sclutions containing bleach. er cleaning solutions
containing conditioners or molsturizers.

Caution: Any deviation from these instructions may impact the performance of the product.
Caution: Inspect the mask for damage or wear (cracking. crazing, tears, etc). Discard and
replace any components as necessary.

Institutional Disinfection

For mutti-patient use in the hospitafinstitutronal environment, use the Disinfection Guide to reprocess the mash.
between patients. These instructions can be obtained by visting us online at www.philips.com/NIVmasks or by
contacting customer service at 1-800-345-6443 or at 1-724-387-4000.

Leak Symbol and Port Setuings

Some ventilators may incorporale the use of a leak symbol and value in the mask selection setup procedures.
The leak characteristics of this mask 15 leak symbol G(Z).The leah. symbol and value represents the intentional
leak ch.a‘v actersstics of the interface On ventilators equipped with a Mash. Selection cantrol. enter the leak. symbol
value (¥ £) thal correspands with the leak symbol value on the mask.

€ Comfort Tips

» The most common mistake 1s overtightening the headgear. The headgear shoutd fit loose
and comfortable. If the patrent’s skin bulges around the mask or if you see red marks on the
patient’s face. loosen the headgear.

+ Adjust the top headgear straps to reduce leaks at the forehead and temples.

- Adjust the bottom headgear straps to reduce leaks at the sides of the patient's mouth.

- PerforMax Interchangeable Leak | and Leak 2 Elbows

This mask may use the EE Leak 1 and EE Leak 2 elbows interchangeably. The clear EE Leak 1 elbow

" with an anti-asphyxia valve does not have built in exhalation. A separate exhalation device must be

used with the EE Leak 1 elbow. The amber EE Leak 2 elbow with an anti-asphyxia valve includes
exhalation, Refer 1o 2 of the Disassembly and Assembly of the Mask to change the elbow on
the mask.

Achieving the Right Fit

Applying the mask:
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%, . ’ U.S. Food and Drug Administration
"'q,ydm Center for Devices and Radiological Health

Document Control Center W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

July 10,2012
RESPIRONICS, INC. 510k Nurmber: K120562

SLEEP AND HOME RESPIRATORY GROUP

365 PLUM INDUSTRIAL COURT Product: PERFORMAX PEDIATRIC EE TOTAL F

PITTSBURGH, PENNSYLVANIA 15239
ATTN: MICHELLE BRINKER

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files' Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On :
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
referkto this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowmg you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or geen contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff



Mcdonald, Lisa *

From: Microsoft Outlook

To: michelle.brinker@philips.com

Sant: Tuesday, July 10, 2012 11:18 AM
bject: Relayed: K120562 Al Letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination:

michelle.brinker@philips.com

Subject: K120562 Al Letter

Sent by Microsoft Exchange Server 2007
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July 9, 2012

ATTN: Mr. James Lee, Ph.D.
U.S. Food and Drug Administration

Center for Devices and Radiological Heath FDA
Document Mail Center WO66-0609 /CDRH/ DCc

10903 New Hampshire Avenue J

Silver Spring, MD 20993-0002 UL 10 201
RECEIVED

RE: K120562 - PerforMax Pediatric EE Total Face Mask V_a).‘r

Dear Mr. Lee:

Thank you for your review of the Respironics, Inc. PerforMax Pediatric EE Total Face Mask
submission. In response to your email sent on June 21, 2012, we are providing the following
information.

Thank you again for your review.

Sincerely,

Regulatory Affairs Manager, Patient Interface
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