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c. Device class and panel or 
Classification regulation or 
Statement that device has not been 
classified with rationale for that 
conclusion 

Y 

Refer to: 
• Section 2 CDRH 

Premarket Review 
Submission Cover Sheet, 
Section G 

• Section 3 Cover Letter 

3. Submission contains Indications for 
Use Statement with Rx and/or OTC 
designated (see also 21 CFR 801.109) 

Y 
Refer to: 

• Section 4 Indications for 
Use Statement 

4. Submission contains 510(k) Summary 
or 510(k) Statement Y 

Refer to: 
• Section 5 510(k) Summary 

a. Summary contains all elements per 
21 CFR 807.92 

Y 

Refer to: 
• Section 5 510(k) Summary 

see below for identification of the 
requirements of 21 CFR 807.92 

(a) All 510(k) summaries shall 
contain the following information: 
(1) Submitter contact information 
and date of preparation are 
provided on the first page of 
Section 5 
(2) The name of the device and 
classification are provided on the 
first page of  Section 5 
(3) The predicate device is 
identified on the first page of 
Section 5  
 (4) A description of the device is 
provided in §5.1 
(5) A statement of the intended use 
of the device is provided in §5.2 
(6) A summary of the 
technological characteristics of the 
device compared with those of the 
predicate is provided in §5.3 
Note: A complete comparison of the 
device to the predicate devices is 
provided in Section 12 Substantial 
Equivalence 

(b) (1) A brief discussion of the 
nonclinical tests submitted is 
provided in §5.4 
(2) Clinical tests are not provided 
as part of this submission (stated in 
§5.5) 
(3) A conclusion with respect to 
the predicate devices and 
nonclinical tests is provided in §5.6 
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11. Descriptive information is present and 
consistent within the submission (e.g., 
the device description section is 
consistent with the device description in 
the labeling), including: 

See below - 

a. A description of the principle of 
operation and mechanism of action 
for achieving the intended effect. 

Y 

Refer to: 
• Section 11 Device 

Description, §11.1.1 and  
§11.1.2 

• Section 5 510(k) 
Summary, §5.1 

• Section 10 Executive 
Summary, §10.1 

• Section 12 Substantial 
Equivalence, §12.3.1 

b. A description of proposed 
conditions of use, such as surgical 
technique for implants; anatomical 
location of use; user interface; how 
the device interacts with other 
devices; and/or how the device 
interacts with the patient. 

Y 

Refer to: 
• Section 2 CDRH 

Premarket Review 
Submission Cover Sheet, 
Section G 

• Section 4 Indications for 
Use Statement 

• Section 5 510(k) 
Summary, §5.1, §5.2 

• Section 11 Device 
Description 

c. A list and description of each 
device for which clearance is 
requested. 

Y 

Refer to: 
• Section 2 CDRH 

Premarket Review 
Submission Cover Sheet, 
Section F 

• Section 5 510(k) 
Summary, §5.1 

• Section 11 Device 
Description, Table 11.1 

12. Submission contains representative 
engineering drawing(s), schematics, 
illustrations and/or figures of the device 
that are clear, legible, labeled, and 
include dimensions. 

Y 

Refer to: 
• Section 11 Device 

Description 
• Section 21 – Appendices – 

Appendix B ‘B_MR810 
PTM’ 

13. If device is intended to be marketed 
with multiple components, accessories, 
and/or as part of a system, 

See below - 

a. Submission includes a list of all 
components and accessories to be 
marketed with the subject device. 

Y 
Refer to: 

• Section 5 510(k) 
Summary, §5.1 
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Fisher & Paykel Healthcare MR810 System 510(k) Notification 1-1 

1 Medical Device User Fee Cover Sheet 

See next page for the Medical Device User Fee Cover Sheet (Form FDA 3601). 

Payment made by . 

Account name: Food and Drug Administration 

Payment identification number:  

(b)
(4) 

(b)(4) 
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2 CDRH Premarket Review Submission Cover 
Sheet (Form 3514) 

Refer to the following pages for the completed Form 3514. 
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Fisher & Paykel Healthcare MR810 System 510(k) Notification 4-1 

4 Indications for Use Statement 

Refer to the following page for the completed Form 3881. 
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5 510(k) Summary 

 

 

 

 

Contact person/submitter Elizabeth Goldstein 

Date prepared 18 December 2014 

Contact details Address: 15 Maurice Paykel Place 

East Tamaki 

Auckland 2013, New Zealand 

Telephone: +64 9 574 0100 

Fax: +64 9 574 0158 

Trade name MR810 System 

Common name Respiratory gas humidifier 

Classification name Respiratory gas humidifier 

II (21 CFR §868.5450), product code BTT 

Predicate device K131957 MR810 System 

Reason for submission Expanded indications 

 

 

 

 

 
15 Maurice Paykel Place, East Tamaki 

P O Box 14 348, Panmure 
Auckland, New Zealand 

Telephone: +64 9 574 0100 
Facsimile: +64 9 574 0158 

Website:  www.fphcare.com 

Establishment registration number: 9611451 
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Fisher & Paykel Healthcare MR810 System 510(k) Notification 5-2 

5.1 Device Description 

The Fisher & Paykel MR810 System is intended to heat and humidify breathing gases and 

therefore meets the definition of a respiratory gas humidifier in accordance with 21 CFR 

§868.5450 and the FDA guidance document Heated Humidifier Review Guide. 

The MR810 System consists of the following components: 

 MR810 Respiratory Humidifier; 

 Accessories: 

o Breathing circuit (e.g. 900MR810 Adult Single Limb Circuit, 900MR810E 

Adult Dual Limb Circuit); and 

o Humidification chamber (e.g. MR370 reusable humidification chamber). 

The MR810 respiratory humidifier is an electrically-powered heat controller which utilizes a 

microprocessor with embedded software to control the heating elements.   

Unconditioned (i.e. cold, dry) gases are delivered to the MR810 System from a gas source 

(e.g. ventilator) via the dryline component of the breathing circuit.  The unconditioned gases 

are transported to the humidification chamber where they are heated and humidified. 

The heated and humidified gases then travel down the inspiratory limb of the breathing 

circuit.  The inspiratory limb of the 900MR810/900MR810E breathing circuits is 

electrically heated by means of a heaterwire in order to maintain the temperature of the 

gases.  The heater wire is powered by the MR810 respiratory humidifier via a built-in 

heaterwire adaptor. 

When a return flow of expired gases from the patient to the gas source is required, the 

expired gases are transported via the expiratory limb of the breathing circuit.  In other cases, 

the expired gases from the patient are exhaled into the environment, as per normal, 

unassisted breathing. 

5.2 Intended Use and Indications for Use 

5.2.1 Intended Use 

The Fisher & Paykel Healthcare MR810 System is intended to provide therapeutic levels of 

heat and humidity to a patient’s inspired respiratory gases to prevent drying of the patient’s 

airways. 

The intended use of the subject device is identical to the intended use of the predicate 

device. 
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Fisher & Paykel Healthcare MR810 System 510(k) Notification 5-3 

5.2.2 Indications for Use 

The Fisher & Paykel MR810 System is intended to provide therapeutic levels of heat and 

humidity to a patient’s inspired respiratory gases, when using a continuous or intermittent 

ventilator system or a continuous gas flow system. 

The MR810 System is intended for both non-invasive and invasive therapies. Addition of 

heat and humidity to the supply of cold and dry respiratory gases provided through non-

invasive or invasive ventilation is beneficial to prevent drying of the patient airways. 

The MR810 System is designed for use in hospitals, long term care facilities and homes 

under the prescription of a qualified medical professional. 

The indications for use of the subject device and the predicate device are identical with the 

exception of the applications for use, where: 

 The predicate device, MR810 System (K131957), is intended for use for non-

invasive applications only; and 

 The subject device, MR810 System, is intended for use for both non-invasive and 

invasive applications. 

Performance bench testing has been carried out on the MR810 System which verifies that 

the system is suitable for use for invasive applications. 

5.3 Technological Characteristics Comparison 

The subject device, MR810 System, is a modification of the predicate device, MR810 

System (K131957). 

The subject device is identical to the predicate device with respect to: 

 Principle device design; 

 Patient-contacting components and materials (i.e. biocompatibility); 

 Energy source; 

 Operation; 

 Safety features; 

 Sterility; and 

 Reusable accessories (i.e. breathing circuits, humidification chambers and mounting 

accessories). 

Minor revisions have been made to sub-components of the MR810 System assembly since 

submission of K131957.  Performance bench testing has been carried out on the modified 

MR810 System which verifies that the revisions made to the assembly sub-components does 

not raise any new questions of safety or effectiveness when compared with the predicate 

device. 
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Fisher & Paykel Healthcare MR810 System 510(k) Notification 5-4 

5.4 Non-Clinical Performance Data 

Bench testing has been carried out on the MR810 System to demonstrate that the differences 

in indications for use and assembly sub-components does not raise any new questions or 

safety of effectiveness when compared with the predicate device, MR810 System 

(K131957). 

The following bench testing demonstrates subject and predicate devices are substantially 

equivalent: 

 System-level performance and safety testing in accordance with ISO 8185 

Respiratory tract humidifiers for medical use – Particular requirements for 

respiratory humidification systems. 

 Basic safety and essential performance testing in accordance with IEC 60601-1 

Medical electrical equipment – Part 1: General requirements for basic safety and 

essential performance.  

 Basic safety and essential performance in accordance with IEC 60601-1-2 Medical 

electrical equipment – Part 1-2: General requirements for basic safety and essential 

performance – Collateral Standard: Electromagnetic disturbances – Requirements 

and tests. 

5.5 Clinical Performance Data 

The subject device, MR810 System, is a modification to the legally marketed predicate 

device, MR810 System (K131957). 

Clinical performance data is not required as bench testing was sufficient to demonstrate 

substantial equivalence to the predicate device. 

5.6 Conclusions 

The subject device, MR810 System, is a modification to the legally marketed predicate 

device, MR810 System.   

The subject device and the predicate device are identical in terms of the intended use, 

environment for use, principle device design, patient-contacting components and materials, 

biocompatibility, energy source, operation, safety features, sterility and reusable 

accessories. 

Since submission of K131957, the indications for use of the MR810 System have been 

expanded to include invasive applications.  In addition, minor revisions have been made to 

MR810 System assembly sub-components.  The differences between the subject device and 

the predicate device do not constitute significant changes in the materials, design, energy 

source or other features, as demonstrated through bench testing, and therefore the MR810 

System is substantially equivalent to the predicate device, MR810 System (K131957).   
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Fisher & Paykel Healthcare MR810 System 510(k) Notification 7-1 

7 Class III Summary and Certification 

This section is not applicable as the MR810 System and the predicate device are class II 
devices. 
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Fisher & Paykel Healthcare MR810 System 510(k) Notification 8-1 

8 Financial Certification or Disclosure Statement 

This section is not applicable as no information from clinical studies is being submitted with 
respect to the MR810 System. 
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Fisher & Paykel Healthcare MR810 System 510(k) Notification 9-2 

A Standards Data Report for 510(k) form (Form FDA 3654) has been completed for each of 
the standards listed in Table 9.1 (refer to Appendix A).  
 

9.2 ISO 8185:2008 

9.2.1  Form FDA 3654 – ISO 8185:2008 

Refer to the attached Form FDA 3654 in Appendix A, Tab 1. 

9.2.2  Summary Report 

The summary report below is provided as per Form FDA 3654 note 4. 

Adaptations 
None. 

Choices made when options or a selection of methods are described 
Not applicable. 

Deviations from the standard 
None. 

Requirements not applicable to the device 
(b)(4) 
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Name and address of the test laboratory or certification involved in conformance 
assessment to this standard 

. 

(b)(4) 

(b)(4) 
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9.4  IEC 60601-1-2:2007 

Refer to  for the test report. 

9.4.1  Form FDA 3654 – IEC 60601-1-2:2007 

Refer to the attached Form FDA 3654 at the end of Appendix A, Tab 3. 

9.4.2  Summary Report 

The summary report below is provided as per Form FDA 3654 note 4. 

Adaptations 
None. 

Choices made when options or a selection of methods are described 
Not applicable. 

Deviations from the standard 
None. 

Requirements not applicable to the device 
The applicable sections of the standard are as identified in . 

Name and address of the test laboratory or certification involved in conformance 
assessment to this standard 
Testing was performed by  

 

(b)(4) 

(b)(4) 

(b)(4) 
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9.5  ISO 5356-1:2004 

9.5.1  Form FDA 3654 – ISO 5356-1:2004 
Refer to the attached Form FDA 3654 in Appendix A, Tab 4. 

9.5.2  Summary Report 
The summary report below is provided as per Form FDA 3654 note 4. 

Adaptations 
None. 

Choices made when options or a selection of methods are described 
Not applicable. 

Deviations from the standard 
None. 

Requirements not applicable to the device 
The non-applicable sections of the standard are listed below: 

Name and address of the test laboratory or certification involved in conformance 
assessment to this standard 
Not applicable – testing was carried out by Fisher & Paykel Healthcare. 

(b)(4) 
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9.6  ISO 5367:2000 

9.6.1  Form FDA 3654 – ISO 5367:2000 

Refer to the attached Form FDA 3654 in Appendix A, Tab 5. 

9.6.2  Summary Report 

The summary report below is provided as per Form FDA 3654 note 4. 

Adaptations 
None. 

Choices made when options or a selection of methods are described 
Not applicable. 

Deviations from the standard 
None. 

Requirements not applicable to the device 
The non-applicable sections of the standard are listed below: 

(b)(4) 
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Name and address of the test laboratory or certification involved in conformance 
assessment to this standard 
Not applicable – testing was carried out by Fisher & Paykel Healthcare. 

 

(b)(4) 
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9.7  ISO 10993-1:2009 

Refer to Appendix D for the biocompatibility test reports. 

9.7.1  Form FDA 3654 – ISO 10993-1:2009 

Refer to the attached Form FDA 3654 in Appendix A, Tab 6. 

9.7.2  Summary Report 

The summary report below is provided as per Form FDA 3654 note 4. 

Adaptations  
None. 

Choices made when options or a selection of methods are described 
As Annex A Biological evaluation tests is not recognized by the FDA, 510(k) Memorandum 
- #G95-1 Use of International Standard ISO-10993, ‘Biological Evaluation of Medical 
Devices Part 1: Evaluation and Testing’ was used to identify the biocompatibility testing 
required for the device. 

Refer to §15 Biocompatibility for a summary of the biocompatibility tests selected and 
completed for the MR810 Humidification System and Appendix D for the full 
biocompatibility test reports. 

Deviations from the standard 
None. 

Requirements not applicable to the device 
None. 

Name and address of the test laboratory or certification involved in conformance 
assessment to this standard 
Biocompatibility testing was performed b  

 

 

(b)(4) 
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10 Executive Summary 

10.1 Concise device description 

10.1.1 Indications for use 

The Fisher & Paykel MR810 System is intended to provide therapeutic levels of heat and 
humidity to a patient’s inspired respiratory gases, when using a continuous or intermittent 
ventilator system or a continuous gas flow system. 
 
The MR810 System is intended for both non-invasive and invasive therapies. Addition of 
heat and humidity to the supply of cold and dry respiratory gases provided through non-
invasive or invasive ventilation is beneficial to prevent drying of the patient airways. 
 
The MR810 System is designed for use in hospitals, long term care facilities and homes 
under the prescription of a qualified medical professional. 

10.1.2 Technology 

10.2 Device comparison 

The subject device, MR810 System, is being compared to the predicate device MR810 
System (K131957) for the purpose of establishing substantial equivalence.  The subject 
device is a modification of the predicate device and therefore the subject device and the 
predicate device are identical, with exception of: 

• An expansion in the indications for use; and 
• Minor modifications which have been assessed in accordance with the FDA 

guidance document Deciding When to Submit a 510(k) for a Change to an Existing 
Device (K97-1) and determined not to significantly affect the safety or effectiveness 
of the MR810 System. 

A summary of similarities and differences between the subject device, MR810 System, and 
the predicate device, MR810 System (K131957) is provided in Table 10.1. 

(b)(4) 
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10.3 Concise summary for any performance testing 

10.3.1 Performance Testing 

10.3.2 Safety Testing 

(b)(4) 

(b)(4) 

(b)(4) 
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10.4 Summary 

The new device (“subject device”), MR810 System, is being compared to the legally 
marketed predicate device MR810 System (cleared under K131957).   

The subject device and the predicate device are identical, with exception of: 
• An expansion in the indications for use; and 
• Minor modifications which have been assessed in accordance with the FDA 

guidance document Deciding When to Submit a 510(k) for a Change to an Existing 
Device (K97-1) and determined not to significantly affect the safety or effectiveness 
of the MR810 System. 

The differences between the subject device, MR810 System, and the predicate device, 
MR810 System (K131957), as described in the body of this section, do not constitute 
significant changes in the materials, design, energy source or other features of the device 
from those of the predicate device.  Therefore the subject device and predicate device are 
considered to have the same technological characteristics as per the definition in 21 U.S.C. 
§360c(i)(1)(B)]. 

Fisher & Paykel Healthcare concludes that the supporting information and justifications 
provided above conclusively demonstrate that the MR810 System is substantially equivalent 
to the predicate device, MR810 System (K131957).   

(b)(4) 
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11 Device Description 

The subject device, MR810 System, is identical to the predicate device, MR810 System 
(K131957), with exception of 1) an expansion in the indications for use; and 2) minor 
modifications which have been assessed in accordance with the FDA guidance document 
Deciding When to Submit a 510(k) for a Change to an Existing Device (K97-1) and 
determined not to significantly affect the safety or effectiveness of the MR810 System.  
Therefore the content provided in this section is identical to the content provided in 
K131957, unless otherwise noted. 

11.1 Narrative description 

This section provides an overview of the operation, function and clinical need for the 
MR810 System.  

The MR810 respiratory humidifier component of the MR810 System meets the description 
of a humidifier as per Section A of the FDA guidance document Heated humidifier review 
guide, 1997.  The Heated humidifier review guide was used for preparation of this 510(k) 
submission in addition to the particular standard for humidification systems, ISO 8185 
Humidifiers for medical use - General requirements for humidification systems. 

11.1.1 Respiratory humidification 

During normal, unassisted breathing, the body’s upper respiratory tract warms and 
humidifies inspired air to a saturated condition at body temperature (37 °C at 100 % relative 
humidity) as required by the lungs for optimal function. Gas conditions that differ 
significantly from normal, place an additional workload on the respiratory system and may 
cause irreversible damage to the respiratory tract.  These conditions are especially 
undesirable for critically ill patients. 

Respiratory gases available for medical use do not contain sufficient moisture and heat for 
patients with bypassed supraglottic airways.  Depending on the duration of exposure to such 
gases, it is known that the inspiration of such gases can cause irritation or damage to the 
respiratory tract as a direct consequence of the resultant desiccation process unless the 
inspired gases have been conditioned to physiologically normal levels.  Humidifiers are 
used to condition the respiratory gases for patients requiring assisted breathing, by raising 
the water vapor content and temperature of the gases delivered to patients.   

Heated humidification is advantageous for patients requiring positive pressure breathing 
assistance, especially when used in combination with dry medical gases, to ameliorate the 
effects of: 
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(b)(4) 
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(b)(4) 
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11.1.3 Modes of Operation 

For each of the three Temperature Settings (Low, Medium and High), the MR810 has 2 
operating modes: 
• Heaterwire mode   (for heated tubing) 

• Non-Heated Hose (NHH) mode (for non-heated tubing) 

(b)(4) 

(b)(4) 
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(b)(4) 
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11.1.8 Operation 

A flow source is required, such as a ventilator or flow generator, as this controls the flow of 
medical gases to meet the needs of the patient.   

Prior to connecting the flow source to the humidifier, the operator must first add water to the 
chamber, connect the breathing tube and connect the electrical connector (on the heaterwire 
adapter) to the corresponding socket in the elbow of the breathing tube.   

On start up the humidifier performs a self-check of the hardware before applying power to 
the heaters. If the test fails, the ‘See Manual’ indicator (refer to section 11.1.9) indicates a 
fault condition and all heaters disabled resulting in the device being inoperable.  

When the humidifier is turned on it will default to HIGH mode. The operator can then select 
a different Temperature Setting by pressing the Temperature Setting button on the front 
panel of the humidifier (refer to Figure 11.2).  Each time the button is held for 
approximately 1 second, the temperature setting decreases; going from HIGH to MEDIUM 
to LOW and then returning back to HIGH.   

Three green LED indicators indicate the temperature setting as follows: 

 

High setting: All three LEDs illuminated 
Medium setting: Left and middle LED illuminated 
Low setting: Left LED illuminated only 

11.1.9 See Manual Indicator 

When the "See Manual" indicator is illuminated, the heaterplate and heaterwire are disabled 
thus making the device inoperable.  

Two fault types are indicated (depending on the LEDs illuminated on the front panel - refer 
to Figure 11.2): 

1. Hardware Fault.   
The "See Manual" indicator flashes off and on.  Briefly pressing the Temperature 
Setting button briefly produces a pattern on the three Temperature Setting Indicators, 
representing a fault code. The Technical Manual provides a description of the 
corresponding fault to a suitably qualified technician. 

2. Microprocessor Fault.   
The "See Manual" indicator is on continuously. 

11.1.10  Device Software 

Note: This section has been added since submission of K131957 to coincide with the release 
of the FDA guidance document for cybersecurity. 

The MR810 Respiratory Humidifier contains embedded software.  The software has been 
assessed against Guidance for the Content of Premarket Submissions for Software 
Contained in Medical Devices and Content of Premarket Submissions for Management of 
Cybersecurity in Medical Devices.  Refer to Section 16 Software. 
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11.2 Physical description 

Refer to the MR810 Respiratory Humidifier technical manual in Appendix B. 

 

11.2.1 Humidifier external 

Refer to Table 11.3 for description of the parts identified in Figure 11.4 below. 

 
Figure 11.4 MR810 Exploded Diagram 
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• Humidification chamber for invasive applications: 
o MR370 reusable humidification chamber (cleared under K913368). 

11.3.2 Breathing circuits 

The MR810 Humidifier is designed for use with the 900MR810 Adult Single Limb Circuit 
and the 900MR810E Adult Dual Limb Circuit. 

The 900MR810 and 900MR810E include tubing sections for connection from the gas 
source for delivery to the patient.  The inspiratory limbs of the 900MR810 and 900MR810E 
breathing circuits include heaterwires in the tubing which increases the temperature of the 
gas across the length of the tube to minimize the formation of condensate.  The 900MR810 
and 900MR810E have identical heated inspiratory limbs.   

In addition to the heated inspiratory limb, 900MR810E includes: 
• An unheated expiratory limb with a water trap to collect condensate (used if a return 

flow of expired gases from the patient to the gas source is required); and 
• A Y-piece which allows connection of the inspiratory and expiratory limbs and the 

patient interface. 
(b)(4) 
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 12 Substantial Equivalence 

12.1 Introduction 

The information provided in this section demonstrates that the subject device, MR810 
System, is substantially equivalent to the predicate device, MR810 System. 

The subject device, MR810 System, is identical to the predicate device, MR810 System 
(K131957), with exception of: 

• An expansion in the indications for use; and 
• Minor modifications which have been assessed in accordance with the FDA 

guidance document Deciding When to Submit a 510(k) for a Change to an Existing 
Device (K97-1) and determined not to significantly affect the safety or effectiveness 
of the MR810 System. 

Refer to §12.2 for a table comparing the subject device, MR810 System, to the predicate 
device, MR810 System (K131957).  A substantial equivalence analysis is provided in §12.3 
which provides an in-depth discussion of any differences between the subject and predicate 
devices. 

12.1.1 Predicate device details 

The subject device, MR810 System, is claiming substantial equivalence to the legally 
marketed predicate device MR810 System.  Refer to Table 12.1 below for details of the 
predicate device. 

Table 12.1 Predicate device identification 
Trade name: MR810 System 

Common name: Respiratory gas humidifier 

510(k) number: K131957 

Classification regulation: 21 CFR §868.5450 

Classification: II 

Product code: BTT 

Classification panel: Anesthesiology 

Submitter/holder: Fisher & Paykel Healthcare, Ltd. 
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12.3 Substantial equivalence analysis 

The information below demonstrates that differences between the subject device, MR810 
System, and the predicate device, MR810 System (K131957), as identified in Table 12.2 
above, do not raise any new questions of safety or effectiveness. 

12.3.1 Indications for use 

The indications for use of the subject device, MR810 System, are stated below, where 
differences from the indications for use of the predicate device, MR810 System (K131957), 
are underlined: 

The Fisher & Paykel MR810 System is intended to provide therapeutic levels of heat 
and humidity to a patient’s inspired respiratory gases, when using a continuous or 
intermittent ventilator system or a continuous gas flow system. 

The MR810 System is intended for both non-invasive and invasive therapies. 
Addition of heat and humidity to the supply of cold and dry respiratory gases 
provided through non-invasive or invasive ventilation is beneficial to prevent drying 
of the patient airways. 

The MR810 System is designed for use in hospitals, long term care facilities and 
homes under the prescription of a qualified medical professional. 

The indications for use of the subject device, MR810 System, and the predicate device, 
MR810 System (K131957) are identical with exception of the following: 

• The predicate device, MR810 System (K131957), is indicated for non-invasive (e.g. 
mask) therapies only, whereas the subject device, MR810 System, is indicated for 
both non-invasive and invasive applications. 

 

 

(b)(4) 
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• The reusable accessories recommended for use with the subject device, MR810 

System, and the predicate device, MR810 System (K131957) are identical. 

For additional information on bench testing of the subject device, MR810, refer to 
Section 18 Performance Testing – Bench. 
• The product user instructions identify the recommended accessories for use. 

12.4 Conclusion 

The new device (“subject device”), MR810 System, is being compared to the legally 
marketed predicate device MR810 System (cleared under K131957).   

The subject device and the predicate device are identical, with exception of: 
• An expansion in the indications for use; and 
• Minor modifications which have been assessed in accordance with the FDA 

guidance document Deciding When to Submit a 510(k) for a Change to an Existing 
Device (K97-1) and determined not to significantly affect the safety or effectiveness 
of the MR810 System. 

The differences between the subject device, MR810 System, and the predicate device, 
MR810 System (K131957), as described in the body of this section, do not constitute 
significant changes in the materials, design, energy source or other features of the device 
from those of the predicate device.  Therefore the subject device and predicate device are 
considered to have the same technological characteristics as per the definition in 21 U.S.C. 
§360c(i)(1)(B)]. 

Fisher & Paykel Healthcare concludes that the supporting information and justifications 
provided above conclusively demonstrate that the MR810 System is substantially equivalent 
to the predicate device, MR810 System (K131957).   
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14 Sterilization and Shelf Life 

There have been no changes to the MR810 System in terms of sterilization or shelf life since 

submission of K131957 and therefore the content provided in this section is identical to the 

content provided in K131957 for the MR810 and reusable accessories. 

14.1  Sterilization 

No components of the MR810 System are sold sterile, nor are any of the components 

intended to be sterilized. 

14.2  Shelf Life 

14.2.1 MR810 Respiratory Humidifier 

The MR810 Respiratory Humidifier is capital equipment and therefore shelf life is not 

applicable. 

14.2.2  Breathing Circuits (900MR810 and 900MR810E) 

The 900MR810 Adult Single Limb Circuit and 900MR810E Adult Dual Limb Circuit are 

labelled with a shelf life of 5 years using the “Use-by date” symbol from ISO 15223-1:2012. 

 
Figure 1 ISO 15223-1:2012 symbol 5.1.4 (Use-by date) 

The 900MR810 Adult Single Limb Circuit and 900MR810E Adult Dual Limb Circuit 

packaging labels with the “Use-by date” symbol is located in Appendix B (see label part 

numbers LM-900MR810 and LM-900MR810E, as referenced in Section 13 Proposed 

Labeling). 

(b)(4) 
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14.2.3  Humidification Chamber 

As described in Section 11 Device Description, the MR810 System is compatible with 

existing reusable Fisher & Paykel Healthcare humidification chambers which have been 

previously cleared.  The shelf life of the humidification chambers is as cleared under the 

following 510(k) number: 

 Reusable humidification chambers (K913368). 
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Applicable biocompatibility testing for each of the referenced materials has been completed 
as per ISO 10993 with all results confirming that the materials are biocompatible for their 
intended uses (refer to §15.2.1.4 Breathing Circuits Biocompatibility Declaration and 
§15.2.1.5 Breathing Circuits Biocompatibility Testing). 

 

(b)(4) Schematic Drawings
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(b)(4) Schematic Drawings
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Applicable biocompatibility testing for each of the referenced materials has been completed 
as per ISO 10993 with all results confirming that the materials are biocompatible for their 
intended uses (refer to §15.2.1.4 Breathing Circuits Biocompatibility Declaration and 
§15.2.1.5 Breathing Circuits Biocompatibility Testing). 

15.2.1.3 Breathing Circuits Material Identification 
Table 15.1 Breathing Circuits material list 

(b)(4) 
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15.2.2  Humidification Chamber 
The humidification chambers that may be used with the MR810 Humidification System are 
the same as those that may be used with existing Fisher & Paykel Healthcare humidification 
systems and have been cleared as part of the following 510(k) submission: 

• K913368 (reusable chambers). 

The patient-contacting materials used in the reusable humidification chambers are identical 
to the patient-contacting materials used in the reusable humidification chambers as assessed 
for biocompatibility and cleared under 510(k) number K913368 and are also identically 
processed and sterilized in the subject device. 
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15.3  Conclusions 

All materials chosen for use in the various components of the MR810 System have been 
assessed for patient contact and have either: 

• No patient contact and therefore are not specified within this section and require no 
biocompatibility testing; or 

• They have been cleared previously in a predicate Fisher & Paykel Healthcare device 
with the same material, same processing and same level of patient contact; or 

• Biocompatibility testing appropriate for the level of patient contact. 
It is therefore concluded that the MR810 System meets the requirements of biocompatibility 
as defined in ISO 10993-1:2009 and 510(k) Memorandum #G95-1. 
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16 Software 

There have been no changes to the MR810 System software since submission of K131957 and 

therefore the content provided in this section is identical to the content provided in K131957, 
with exception of the following: 

Documentation provided within this section and its supporting appendix is based on: 

 Guidance for Industry and FDA Staff, Guidance for the Content of Premarket 

Submissions for Software Contained in Medical Devices, May 11 2005; and 

 Content of Premarket Submissions for Management of Cybersecurity in Medical 

Devices, October 2 2014. 

 

16.1 Level of Concern Assessment 

Table 16.1 Major Level of Concern Assessment 

Question per FDA Guidance Answer 

1. Does the Software Device qualify as Blood Establishment Computer Software?  

(Blood Establishment Computer Software is defined as software products intended 

for use in the manufacture of blood and blood components or for the maintenance 

of data that blood establishment personnel use in making decisions regarding the 

suitability of donors and the release of blood or blood components for transfusion 

No 

(b)(4) 

(b)(4) 
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(b)(4) Software Information
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(b)(4) Software Information
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(b)(4) Software Information

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Fisher & Paykel Healthcare MR810 System 510(k) Notification 16-5 

(b)(4) Software Information
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(b)(4) Software Information
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18 Performance Testing – Bench 

This section provides a description of the testing performed on the MR810 System to show 
performance and safety of the device. 

18.1 Introduction 

The Fisher & Paykel MR810 System is intended to provide therapeutic levels of heat and 
humidity to a patient’s inspired respiratory gases, when using a continuous or intermittent 
ventilator system or a continuous gas flow system. 

The MR810 System is intended for both non-invasive applications (as cleared under 
K131957) and invasive applications (as presented within this submission). Addition of heat 
and humidity to the supply of cold and dry respiratory gases provided through both non-
invasive and invasive ventilation is beneficial to prevent drying of the patient airways. 

The requirements for the basic safety and essential performance of humidification systems, 
such as the MR810 System, are defined in ISO 8185 Respiratory tract humidifiers for 
medical use – Particular requirements for respiratory humidification systems. 

18.2 Performance Testing 

Operation of a humidifier designed for invasive applications is identical to the operation of 
a humidifier designed for non-invasive applications.  However, because the nasal airways 
are bypassed during invasive ventilation, the acceptance criteria for humidity output from a 
humidification system intended for invasive applications is higher than the acceptance 
criteria for a humidification system intended for non-invasive applications. 

The acceptance criteria for humidity output for humidifiers, as specified in ISO 8185 
Respiratory tract humidifiers for medical use – Particular requirements for respiratory 
humidification systems clause 101 Humidification system output, is: 

• ≥10mg/L across the operating range of flowrates for non-invasive applications (as 
cleared under K131957). 

• ≥33mg/L across the operating range of flowrates for invasive applications. 

(b)(4) 
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18.3 Safety Testing 

 

(b)(4) 

(b)(4) 
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19  Performance Testing - Animal 

This section is not applicable as no animal testing was performed with respect to the MR810 
System. 
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20  Performance Testing - Clinical 

This section is not applicable as no clinical testing was performed with respect to the 
MR810 System. 
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Appendix C – Sterilization and Shelf Life 
(b)(4) 
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Appendix D – Biocompatibility 

(b)(4) 
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(b)(4) Testing
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(b)(4) Testing
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Appendix E – Software 

 

(b)(4) Software Information
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MR810JHU Case Laser Marked Product Label 
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Box Package Label, LM-MR810JHU 
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TRANSPORT & STORAGE: 
Temperature:    -10 to 50 °C (14 to 122 °F) 
 

OPERATING CONDITIONS 
Recommended ambient temperature:  18 to 26 °C (64 to 79 °F) 
Humidity Performance:   Invasive   > 33 mg/L, 5L/min > flow < 30 L/min 

Non-invasive > 10 mg/L, 5 L/min < flow < 60 L/min 
Humidity:    10 to 95% RH 
Warm-up Time:    < 60 minutes 
Mode of operation:   Continuous 
 
ELECTROMAGNETIC COMPATIBILITY: 
The device complies wi h the electromagnetic compatibility requirements of IEC60601-1-2. A full technical report is contained in he Technical Manual available from your supplier or 
Fisher & Paykel Heal hcare (REF 185042601). In certain circumstances the device may affect or be affected by nearby portable mobile radio frequency communication equipment, due 
to the effects of electromagnetic interference. If this should happen, try moving your device or the location of the equipment causing interference, or alternatively consult your healthcare 
provider.   
 
DISPOSAL INSTRUCTIONS: 
MR810 Humidifier Base and Heater Wire Adapter 
This device contains electronics, which should be disposed of according to local guidelines.  
MR810 Accessories 
Discard used accessories according to hospital protocol or local guidelines.  
 
CLEANING: 
The MR810 Respiratory Humidifier is a multiple patient, multiple reuse device.  Cleaning of the humidifier base and heater wire adapter should be performed as required. 
Disconnect from electrical supply and clean with a damp clo h using either normal dishwashing detergent or Isopropyl alcohol.  Wipe clear of cleaning residue before use. 
CAUTION: Do not immerse in liquid.  Using other cleaning solutions or methods may cause damage. 
 
ROUTINE MAINTENANCE AND SERVICING: 
Refer maintenance and servicing to qualified service personnel. A full technical descrip ion including annual maintenance and service data 
is contained in the Technical Manual which is available from your supplier or Fisher & Paykel Healthcare (REF 185042601). 

 
 
MANUFACTURER   Fisher & Paykel Healthcare Ltd, 15 Maurice Paykel Place, East Tamaki, Auckland 2013, PO Box 14 348 Panmure, Auckland 1741, New Zealand Tel: +64 9 574 0100 Fax: +64 9 574 0158 Email: 
info@fphcare.co.nz Web: www.fphcare.com AUSTRALIA Fisher & Paykel Healthcare Pty Limited, 36-40 New Street, PO Box 167, Ringwood, Melbourne, Victoria 3134, Australia Tel:+61 3 9879 5022 Fax:+61 3 9879 5232  
AUSTRIA Tel: 0800 29 31 23 Fax: 0800 29 31 22 BENELUX Tel:+31 40 216 3555 Fax:+31 40 216 3554  CHINA Tel:+86 20 3205 3486 Fax:+86 20 3205 2132  FRANCE Tel:+33 1 6446 5201 Fax:+33 1 6446 5221  
GERMANY Tel:+49 7181 98599 0 Fax:+49 7181 98599 66  INDIA Tel:+91 80 4284 4000 Fax:+91 80 4123 6044  IRISH REPUBLIC Tel: 1800 409 011  ITALY Tel:+39 06 7839 2939 Fax:+39 06 7814 7709  JAPAN Tel:+81 
3 5117 7110 Fax:+81 3 5117 7115  KOREA  Tel:+82 2 6205 6900 Fax:+82 2 6309 6901 NORTHERN IRELAND Tel: 0800 132 189  SPAIN Tel:+34 902 013 346 Fax:+34 902 013 379  SWEDEN Tel: +46 8 564 76 680 Fax: 
+46 8 36 63 10  SWITZERLAND Tel: 0800 83 47 63 Fax: 0800 83 47 54  TAIWAN Tel:+886 2 8751 1739 Fax:+886 2 8751 5625  TURKEY Fisher Paykel Sağlık Ürünleri Ticaret Limited Şirketi, Alinteri Bulvari 1161/1 Sokak 
No. 12-14, P.O. Box 06371 Ostim, Ankara, Turkey Tel: +90 312 354 34 12 Fax: +90 312 354 31 01  UK  Fisher & Paykel Healthcare Ltd, Unit 16, Cordwallis Park, Clivemont Road, Maidenhead, Berkshire SL6 7BU, 
UK  Tel:+44 1628 626 136 Fax:+44 1628 626 146  USA/CANADA Tel: 1800 446 3908 or +1 949 453 4000 Fax:+1 949 453 4001  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
OPERATION 

 
Power Button 
Pressing this button turns the humidifier on or off (stand by). 
Note: The MR810 defaults to HIGH when turned on. 

Ambient Temperature Sensor 
Monitors air temperature and adjusts the 
heater wire power to minimize breathing 
circuit condensate. Keep away from 
drafts and heat. 
 

Temperature & Humidity Control 
Button & Indicator 
Pressing this button cycles the humidifier setting 
between high, medium and low. 

 
Temperature & Humidity 
Settings 

 
 

Low 
Medium 
High 

Note: For maximum humidity 
delivery use the high setting. 

 
 

See Manual Indicator 
Humidifier Faulty 
If the red light is illuminated, the humidifier and all 
accessories should be immediately removed and sent 
for servicing. 

 
 
 
 
 
 

Heater Wire Mode Indicator 
If the green light is illuminated, the heater wire is 
correctly connected to the heater wire circuit. 

 
If the green light is off while connected to the heater 
wire circuit, there may be a fault with the heater 
wire circuit or heater base. 

 
If not connected to a heater wire circuit, non-heater 
wire mode is initiated. 
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Fisher & Paykel Healthcare MR810 System 510(k) Notification 

Package Label, 900MR810 Adult Single Limb Circuit Box – LM-900MR810 
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Fisher & Paykel Healthcare MR810 System 510(k) Notification 

 Package Label, 900MR810E Adult Dual Limb Circuit Box – LM-900MR810E 
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Cleaning/Disinfection: 
The 900MR810 / 900MR810E Adult Breathing Circuits are multiple patient, multiple reuse devices. 
Use only approved disinfection and cleaning methods as shown: 

Step 1. Cleaning:

Step 2. High-level Disinfection: 
Use one of the disinfection methods shown: 

a) Chemical

b) Pasteurization c) Autoclave (connectors only)
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English 
Refer to MR810 humidifier user instructions for further set up and correct use information. 

Intended Use: 
The Fisher & Paykel Healthcare 900MR810/900MR810E adult breathing circuits are designed for 
use with the MR810 humidifier in order to provide therapeutic levels of heat and humidity to a 
patient’s inspired respiratory gases, when using a continuous or intermittent ventilator system or a 
continuous gas flow system. 

Addition of heat and humidity to the supply of cold and dry respiratory gases provided through 
non-invasive or invasive ventilation is beneficial to prevent drying of the patient airways. 

The MR810 System is designed for use in hospitals, long term care facilities and homes under the 
prescription of a qualified medical professional. 

Symbol: 

Cleaning/Disinfection 
Use only approved disinfection and cleaning methods as set out in these instructions: 

Discard tubes and all circuit components after 20 cleaning cycles, or six months after 
first use, whichever occurs earlier. 
Do not exceed maximum recommended cleaning temperatures as higher cleaning 
temperatures may damage the circuit. 
Do not use automated washer/cleaner as it may damage the circuit. 

Cleaning and disinfection instructions: 

Step 1 – Cleaning: 
Caution  When cleaning, wear appropriate personal protection equipment, such as: 
disposable gloves, splash visor/safety glasses and protective gown. 

1. Dis-assemble the circuit 
NOTE: Clean circuit as soon as possible after use. 

2. Rinse circuit components directly after use with warm tap water (<40°C). 
3. Fill a sink/container with warm water (<40°C) and Sodium Hypochlorite to 0.5% maximum 

concentration. Then soak tubing and components for 30–40 minutes. 
4. Clean the inside of the tube removing all visible debris, if needed, with a soft bottle brush. Do not use 

hard brushes inside the tube. 
5. Rinse the inside and outside of the tube thoroughly with warm tap water to remove the remaining 

Sodium Hypochlorite and debris. 
6. Hang the tubes vertically upright to remove excess water. Tubes can be air dried up to 75°C. 

Warning  Do not clean or dry circuit with solvents or alcohol. 

7. Proceed to high level disinfection, step 2. 

Step 2 – High-level Disinfection: 
Use one of the disinfection methods shown: 

a. Disinfection with 0.3% orthophthalaldehyde (OPA) chemical:

Caution  Before handling OPA 
Wear appropriate personal protection materials, such as: disposable gloves, splash 
visor/safety glasses and protective gown. Ensure disinfection is performed in a fume 
cupboard or with fume extraction. Read OPA manufacturer’s instructions for use. 

A1. Fill sink/container with disinfectant OPA 0.3%, such as Johnson and Johnson Cidex OPA (follow 
manufacturer instructions for correct preparation of OPA). 
Submerge tube and components fully in disinfectant. 
Soak for a minimum of 30 minutes. Then remove all parts from the OPA. 

A2. Change gloves. 
A3. Rinse tubes and components with sterile water (follow manufacturer instructions for correct rinsing 

procedure of OPA). 
A4. Hang the tubes vertically to let them air dry. Tubes can be air dried up to 75°C. 

Inspect tube and circuit components, check for any cracks or tears or damage. 
When all components are dry re-assemble the breathing circuit. 
Store circuit in a dry and dust free environment ready for next use.  

b. Disinfection by Pasteurization:
B1. Ensure pasteurizer is set to control between 75 and 78°C maximum. 

NOTE: Temperatures higher than 78°C will damage the breathing tube and shorten its life. 
Leave circuit components in pasteurizer for between 30 to 40 minutes. 

B2. Remove circuit components, hang the tubes to dry vertically. Tubes can be air dried up to 75°C. 
Inspect tube and circuit components, check for any cracks or tears or damage. 
When all components are dry re-assemble the breathing circuit. 
Store circuit in a dry and dust free environment ready for next use. 

c. Autoclave:
Warning  Only the circuit connectors can be autoclaved. Autoclaving will destroy the 
tubes. 

C1. Ensure the autoclave is set at either 121°C or 136°C. 
Leave circuit connectors in autoclave for 30 minutes at 121°C or 4 minutes at 136°C. 
Inspect circuit connectors, check for any cracks or damage. 
When all connectors are dry, re-assemble the circuit connectors to disinfected tubing. 
Store circuit in a dry and dust free environment ready for next use. 

Technical Specifications: 

Interface connections: ISO 5356-1 or ISO 5367-1 
Ambient temperature and inlet gas operating range: 18°C – 26°C 
Maximum delivered temperature: <40°C 

900MR810 900MR810E 

Compliance: 4.6 mL/kPa/m 3.4 mL/kPa/m 

Compressible volume: 640 mL  1200 mL 

Leakage rate: <25 mL/min @ 6 kpa <50 mL/min @ 6 kpa 

Resistance to flow at 
rated flow:  

0.4 cmH2O @ 60 ± 1 L/min 1.6 cmH2O @ 60 ± 1 L/min 

Flow range: ≥5 to ≤60 L/min – output  
>10 mg H2O/L *  ♦ 

≥5 to ≤60 L/min – output 
>10 mg H2O/L *  ♦ 

* Tested with MR370 chamber 
♦ Optimal performance is achieved at flow rates from ≥15 to ≤30 Lin in ambient temperatures 

above 19°C. 

Warning: 
• Clean circuit prior to use and after each patient use, using approved disinfection methods only. 

Use of unapproved cleaning methods may damage the circuit and reduce its useable life. 
• Must be set up and used by a trained medical professional. 
• Inspect circuit before re-use, do not use if the circuit shows signs of deterioration, such as: cracks, tears,

or damage. 
• Use only with Fisher & Paykel MR810, humidification chambers and accessories. 
• Ensure that the humidifier is always positioned lower than the patient. 
• Do not fill the chamber with water in excess of 37°C.
• Set appropriate ventilator alarms. 
• Ensure connector with patient symbol is located at patient end of circuit. 
• Use a watertrap in the expiratory limb when applicable. 
• Check all tube connections are tight before use. 
• Perform a pressure and leak test on the breathing system, and check for occlusions, before connecting 

to a patient. 
• Ensure the complete circuit functions correctly with required ventilator settings, before connecting to a 

patient.
• Check circuit tubing and watertraps for condensate regularly, and drain as required. 
• Do not use the heated breathing circuit without gas flow. If gas flow is interrupted turn the humidifier off. 
• Do not cover the circuit with materials such as blankets, towels or bed linen. 
• Surface temperature may reach 43°C. Prolonged contact of circuit tube with exposed patients’ skin may 

result in pressure injury or skin damage. 
• Do not crush the circuit tube. 
• Humidity output of this system can be compromised if used outside recommended ambient temperature 

or flow range. 
• No modification to this equipment is allowed. 
• Disconnect tube by handling end connectors only, do not pull or twist tubing, as this may cause 

damage. 
• Check the water level in the humidification chamber regularly and top up as required.
• Do not expose tubes to excessive UV radiation. 
• Discard tubes and all circuit components after 20 cleaning cycles, or six months after first use,

whichever occurs earlier. At end of product life, disinfect the circuit, then dispose of as uncontaminated 
medical waste. 

Warranty Statement: 
Fisher & Paykel Healthcare warrants that the Evatherm™ circuit, when used in accordance with its 
instructions for use, shall be free from defects in workmanship and materials and will perform in 
accordance with Fisher & Paykel Healthcare’s official published product specifications for a period of  
90 days from the date of purchase by the end user. This warranty is subject to the limitations and 
exceptions set out in detail in 
http //www.fphcare com/respiratory-acute-care/resource-library/warranty-information html 

Type BF 

Patient End 
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(b)(4), (b)(6) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4), (b)(6) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4), (b)(6) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4), (b)(6) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4), (b)(6) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4), (b)(6) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4), (b)(6) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4), (b)(6) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4), (b)(6) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4), (b)(6) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 3 of  15  Pages
Doc. No:  

Hazard Analysis:MR810  
Revision:  

 

CONFIDENTIAL.  Fisher & Paykel Healthcare internal use only 

 

 
 
. 

(b)(4)
(b)(4)

(
b

(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 4 of  15  Pages
Doc. No:  

Hazard Analysis:MR810  
Revision:  

CONFIDENTIAL.  Fisher & Paykel Healthcare internal use only 

(b)(4)
(b)(4)

(
b(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 5 of  15  Pages
Doc. No:  

Hazard Analysis:MR810  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

. 

(b)(4)
(b)(4)

(
b

(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 6 of  15  Pages
Doc. No:  

Hazard Analysis:MR810  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)
(b)(4)

(
b

(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 8 of  15  Pages
Doc. No:  

Hazard Analysis:MR810  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

  

 

 

 

 

 

 

 

(b)(4)
(b)(4)

(
b

(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 9 of  15  Pages
Doc. No:  

Hazard Analysis:MR810  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)
(b)(4)

(
b

(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 10 of  15  Pages
Doc. No:  

Hazard Analysis:MR810  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

  
 
 
 
 
 
 
 

(b)(4)
(b)(4)

(
b

(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 11 of  15  Pages
Doc. No:  

Hazard Analysis:MR810  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)
(b)(4)

(
b

(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 13 of  15  Pages
Doc. No:  

Hazard Analysis:MR810  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)
(b)(4)

(
b

(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 15 of  15  Pages
Doc. No:  

Hazard Analysis:MR810  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)
(b)(4)

(
b

(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Fisher & Paykel Healthcare MR810 System 510(k) Notification 

Appendix E 
(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Fisher & Paykel Healthcare MR810 System 510(k) Notification 

(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Fisher & Paykel Healthcare MR810 System 510(k) Notification 

 

(b)(4)

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

 

 

 

 
 

 

 
 

MR810 System Software  
 

 

 

Document 
No. Rev 

Document Title  
(must be the same as Database/ hardcopy) 

Category
-Folder 

(e.g. DHF) Fo
ld

er
 

N
o.

 

Fo
ld

er
  

Ta
b 

 
se

ct
io

n 
(§

) 

  MR810     

Additional copies to:  

Additional Notes:  

 

 

(b)(4) (b)
(4)

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 2 of  16  Pages

MR810  Doc. No:  

Revision:  
 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

MR810 System Software   

(b)(4)

(b)(4)

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 16 of  16  Pages

 Doc. No:  

Revision:  
 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

 

(b)(4) (b)(4) 

(

 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 2 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

Contents 
1. INTRODUCTION..........................................................................................................................................................5 

2. CONCEPTUAL MODEL..............................................................................................................................................6 
2.1 HARDWARE OVERVIEW.............................................................................................................................................6 
2.2 SOFTWARE OVERVIEW ..............................................................................................................................................6 
2.3 PRODUCTION TEST SOFTWARE..................................................................................................................................7 

3. FUNCTIONAL REQUIREMENTS .............................................................................................................................8 
3.1 USER CONTROLS & INDICATORS...............................................................................................................................8 

3.1.1 Power Button....................................................................................................................................................8 
3.1.2 Temperature Control Button (Mode Button) ....................................................................................................8 

..........................................................................8 

..........................................................................8 

..........................................................................8 

..........................................................................8 

..........................................................................9 

..........................................................................9 

..........................................................................9 

..........................................................................9 

..........................................................................9 
.................................................................................. 9 
................................................................................ 10 
................................................................................ 10 
................................................................................ 10 
........................................................................10 
........................................................................11 
........................................................................11 
........................................................................11 
........................................................................11 
........................................................................11 
........................................................................11 
........................................................................11 
........................................................................12 
........................................................................12 
........................................................................12 
........................................................................12 
........................................................................12 
........................................................................13 
........................................................................14 

4. PRODUCTION TEST SOFTWARE REQUIREMENTS........................................................................................16 
4.1 OVERVIEW ..............................................................................................................................................................16 

....................................................................................................................16 

....................................................................................................................16 
.....................................................................................................................16 
.....................................................................................................................17 
....................................................................................................................17 

.....................................................................................................................18 
....................................................................................................................18 
....................................................................................................................18 

.....................................................................................................................19 

.....................................................................................................................19 

.....................................................................................................................19 

(

 

(b)(4) (b)(4) 

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 3 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

...................................................................................................................... 19 

...................................................................................................................... 20 

...................................................................................................................... 20 

...................................................................................................................... 20 

...................................................................................................................... 21 

...................................................................................................................... 22 

...................................................................................................................... 22 

...................................................................................................................... 22 

(b)(4) 

(b)(4) (b)(4) 

(

 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 4 of  23  Pages

Doc. No  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

i. Scope 
h 

ii. References 
Document 
Number Document Title 

 
iii. Revision History 
Revision 
Number 

Reference Description 

(b)(4) (b)(4) 

(

 
(b)(4) 

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 5 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

1. Introduction 

(b)(4) (b)(4) 

(

 
(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 7 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(

 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 8 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(

 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 9 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(

 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 11 of  23  Pages

Doc. No:  MR810 Software  
Revision  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(b)
 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 12 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(

 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 13 of  23  Pages

Doc. No  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(

 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 14 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(

 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 16 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

4. Test Software  
4.1 Overview 

(b)(4) (b)(4) 

(

 

(b)(4) (b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 17 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(

 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 18 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(

 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 19 of  23  Pages

Doc. No  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(

 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 20 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(

 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 21 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) (b)(4) 

(

 

(b)(4) 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 22 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) 

(b)(4) 

(b)(4) 

(

 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 23 of  23  Pages

Doc. No:  MR810 Software  
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4) 

(b)(4) 

(b)(4) 

(

 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4)  Third Party Testing

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 2 of 15  
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

 

 

 

 

 

 

 

 

 

 

Page left intentionally blank 

 

 

 

(b)(4)  
(b)(4)  
(

 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 3 of 15  
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

Table of Contents 
1.  Summary: .................................................................................................................................... 4 

2.  Testing:........................................................................................................................................ 4 
2.1.  Purpose: ......................................................................................................................... 4 
2.2.  Acceptance Criteria and Method: ................................................................................... 4 
2.3.  Deviations: ...................................................................................................................... 4 
2.4.  Results:........................................................................................................................... 4 
2.5.  Discussion: ..................................................................................................................... 5 

3.  Conclusions: ............................................................................................................................... 5 

4.  References: ................................................................................................................................. 5 

5.  Revision History: ........................................................................................................................ 6 

6.  Appendices: ................................................................................................................................ 6 
6.1.  Appendix A: Test Protocol ........................................................................................6.1-1 

6.1.1. Purpose:............................................................................................................................. 6.1-1 
6.1.2. Acceptance Criteria:........................................................................................................... 6.1-2 

............................. 6.1-2 

............................. 6.1-4 

..........................6.2-5 

............................. 6.2-6 

............................. 6.2-7 

............................. 6.2-8 

..........................6.3-9 
 

 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 4 of 15  
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

1. Summary: 

2. Testing: 
2.1. Purpose: 

2.2. Acceptance Criteria and Method: 
  

2.3. Deviations: 
 

2.4. Results: 

(b)(4)  

(b)(4)  

(b)(4)  

(b)(4)  

(b)(4)  

(b)(4)  
(b)(4)  
(

 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 5 of 15  
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

2.5. Discussion: 

3. Conclusions: 

4. References: 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

(b)(4)  

(b)(4)  

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page §6.1-2 
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

6.1.2. Acceptance Criteria: 
(b)(4)  

(b)(4)  
(b)(4)  
(

 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page §6.1-4 
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page §6.2-5 
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page §6.2-7 
Doc. No:  

 Testing 
Revision:  

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page §6.2-8 
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 2 of 20  
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

 

 

 

 

 

 

 

 

 

 

Page left intentionally blank 

 

 

 

(b)(4)  
(b)(4)  
(

 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 3 of 20  
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

Table of Contents 
1. Summary: .................................................................................................................................... 4 

2. Testing:........................................................................................................................................ 4 
2.1. Purpose .......................................................................................................................... 4 
2.2. Acceptance Criteria ........................................................................................................ 4 
2.3. Equipment List ................................................................................................................ 4 
2.4. Method............................................................................................................................ 4 
2.5. Deviations ....................................................................................................................... 5 
2.6. Results & Discussion ...................................................................................................... 5 

...............................6 

...............................7 

...............................9 

.............................10 
3. Conclusions: ............................................................................................................................. 11 

4. References: ............................................................................................................................... 11 

5. Revision History: ...................................................................................................................... 11 

6. Appendices: .............................................................................................................................. 11 

 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 4 of 20  
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

1. Summary: 

2. Testing: 
 
2.1. Purpose 

2.2. Acceptance Criteria 

2.3. Equipment List 

2.4. Method 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

(b)(4)  

(b)(4)  

(b)(4)  

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 5 of 20  
Doc. No:  

 Testing 
Revision:  

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

2.5. Deviations 

 
2.6. Results & Discussion 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

(b)(4)  

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 6 of 20  
Doc. No:  

 Testing 
Revision:  

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  

(b)(4)  
(b)(4)  
(

 

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 7 of 20  
Doc. No:  

 Testing 
Revision:  

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 8 of 20  
Doc. No:  

 Testing 
Revision:  

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 9 of 20  
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page 10 of 20  
Doc. No:  

 Testing 
Revision:  

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page §6.1-3 
Doc. No:  

 Testing 
Revision:  

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page §6.1-4 
Doc. No:  

 Testing 
Revision:  

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page §6.2-5 
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page §6.2-6 
Doc. No:  

 Testing 
Revision:  

 

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 Page §6.3-8 
Doc. No:  

 Testing 
Revision:  

This document is not controlled when printed. 
Refer to Fisher & Paykel Healthcare intranet for current revision. 

(b)(4)  
(b)(4)  
(

 

(b)(4)  

Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-3560; Released by CDRH on 10-19-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




