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Clinical Performance Data 

 

1.0  Whole Blood Studies 
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Method Comparison (correlation) – Whole Blood 

        

 

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  62 

 

           

           

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  63 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  64 

 

Table 5c:  Statistical Summary - Site 1 
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Table 5e:  Statistical Summary- Site 2 
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Table 6b:  Estimation of Bias and Correlation Coefficient Limits – Whole Blood (continued)  
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Table 8b:  Overall Flagging Analysis – XE-5000 vs. XN-21 – All Sites Combined 
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Table 8d:  Overall Flagging Analysis – XE-5000 vs. XN-21 – Site 1 
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Table 8e Overall Flagging Analysis – XE-5000 vs  XN-11 – Site 2 

 

 
Table 8f:  Overall Flagging Analysis – XE-5000 vs. XN-21 – Site 2 

(b)(4)

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  91 

 

     

Neg  

Posi  

Statistical Summary

 

Date

  

  

    

Experiment Description

neg <-- Reference -->pos

1 2

 
 

 
 

   

   

   

       

 

 

  

  

    

       

 

 

 
Table 8g:  Overall Flagging Analysis – XE-5000 vs. XN-11 – Site 3 
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1.2.2  Reproducibility – Whole Blood  
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1.3  Linearity/Assay’s Measuring (Reportable) Range – Whole Blood 
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Table 12b  (b)(4)
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1 5  Stability – Whole Blood 
(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  132 

 

     Table 13b:  Whole Blood Stability –   (b)(4)
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Table 14:  Verification of Adult (>21 yrs) Reference Intervals – XN-Series Whole Blood   
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2.0 Body Fluid Studies 
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Table 16:   
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Table 16b:  Peritoneal Fluids  
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Table 17a:  Synovial Fluids  
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Table 18:   – Body Fluid (b)(4)
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Table 18a:   – Body Fluids –   
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Table 18b:   – Body Fluids –  
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Table 18c:   – Body Fluids –  
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Detail of Data Analysis: 
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2.2 Precision – Body Fluid 
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2.2.2  – Body Fluid 
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2.3 – Body Fluid  
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2.5  – Body Fluid  
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2.6  – Body Fluid 

 

 

 

 

 

 

(b)(4)

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  159 

 

3.0  Other Studies 
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Target Concentrations 
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3.3 Verification of Interfering substances 
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Table 4.1.1a:  Statistical Summary –  
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Table 4.1.1b:  Estimation of Bias – Whole Blood (continued) 
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Table 4.1.1c:  Statistical Summary –  
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Table 4.1.1d:  Estimation of Bias – Whole Blood  (continued) 
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Table 4.1.1e:  Statistical Summary –  
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Table 4.1.1g:  Statistical Summary –  
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Table 4.1.1g:  Statistical Summary –  (b)(4)
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Conclusion:   
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Expected Results:   
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Table 4.1.2a:  Statistical Summary – Body Fluid Mode 
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Table 4.1.2b:  Statistical Summary – Body Fluid Mode 
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Table 4.1.2c:  Estimation of Bias – Body Fluids – Site 1  
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Table 4.2.1a:  Statistical Summary – XN-21 Whole Blood Manual Mode 

 
                  

 
 
 
 
 

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

                         

 

 

(b)(4)

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 
Estimation of the Bias and Correlation Coefficient 

    

 

  

 

 

 

 

  

        

 

Table 4.2.1b:  Estimation of Bias – XN-21 Manual Whole Blood Mode 
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Table 4.2.1b:  Estimation of Bias – XN-21 Manual Whole Blood Mode (continuation) 

 

 

Conclusion:    

 

 

 
 4.2.2    

 

(b)(4)

(b)(4)

(b)(4)

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  212 

 

Expected Results:   

 

 

Results:   

. 

 

Table 4.2.2a:  Statistical Summary –      

 

  

 

(b)(4)

(b)(4)

(b)(4)

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  213 

 

 

 

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  214 

 

 
Conclusion:      

     . 

 

 

Estimation of the Bias and Correlation Coefficient 

(b)(4)

(b)(4)

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  215 

 

 
Table 4.2.2b:  Estimation of Bias –   

 

(b)(4)

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  216 
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Table 4.2.3a:  Statistical Summary –  

 

          

(b)(4)

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



 

Sysmex XN-Series modules (XN-11, XN-21)  

Automated Hematology Analyzers 510(k) Submission 

  218 

 

Table 4.2.3a:  Statistical Summary – ) 
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Table 4.2.3b:  Correlation Coefficient and Estimation of Bias –  
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4.2.4 Low WBC Mode Normal Tube to Micro Tube Position Comparison  
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Table 4.2.4a:  Statistical Summary –  
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Estimation of the Bias and Correlation Coefficient 
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Table 4.3.1.1a Statistical Summary 
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Table 4.3.1.1b:  Estimation of Bias and Correlation Coefficient Limits – Whole Blood  
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4.3.1.2 Whole Blood Precision – Devices Connected 
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Table 4.3.1.3:  Whole Blood Linearity  
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Table 4.3.1.4:  Whole Blood Carryover – XN-11 
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Target Concentrations – Whole Blood 
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Table 4.3.2.1a:  Body Fluids    
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Table 4.3.2.1b:  Estimation of the Bias and Correlation Coefficient – Body Fluid 
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4.3.2.4 Verification of Carryover Using Body Fluids 
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4.2.2 Verification of Method Comparison Using Body Fluid 
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(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Instructions for use manual with Instrument Drawings and Software Information

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



1 

 

 

 

 

 

 

 

 

001_Whole Blood Method Comparison 
Graphs 

 

 

 

 

 

 

 

 

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



2 

 

 

 

 

 

 

 

Site 1  

Whole Blood Accuracy Graphs 

XE-5000 to XN-11 

 

 

 

 

 

 

 

 

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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(b)(4) Confidential Protocols and Data
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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(b)(4) Confidential Protocols and Data
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



1 

 

 

 

 

 

 

 

 

 

004_Body Fluid Method Comparison Graphs 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



2 

 

 

 

 

 

 

 

 

 

All Sites Combined Pleural Fluid  

Method Comparison Graphs 

 

 

 

 

 

 

 

 

 

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



24 

 

 

 

 

 

 

 

 

 

All Sites Combined Peritoneal Fluid  

Method Comparison Graphs 

 

 

 

 

 

 

 

 

 

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



(b)(4) Confidential Protocols and Data

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016
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 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

 
Food and Drug Administration 

10903 New Hampshire Avenue 

         Document Control Center – WO66-G609 

Silver Spring, MD 20993-0002 

 

August 14, 2014 
Sysmex America, Inc. 

c/o Ms. Sharita Brooks 

Manager, Clinical Affairs 

577 Aptakisic Road 

Lincolnshire, IL 60069-4325 

 

Re: K141681 

      Trade/Device Name: Sysmex® XN-Series (XN-11, XN-21) Hematology Analyzers 

      Dated: June 24, 2014 

      Received: June 25, 2014 

 

 

Dear Ms. Brooks: 

 

We have reviewed your Section 510(k) premarket notification of intent to market the device 

referenced above. We cannot determine if the device is substantially equivalent to a legally 

marketed predicate device based solely on the information you provided. To complete the 

review of your submission, we require responses to the following deficiencies. 

 

1. Performance Testing: 

 

 

 

 

(b)(4)
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          b

 

 

(b)(4)
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 Sysmex Response:  

 

          c.

 

Sysmex Response: 

        d.  

 

Sysmex Response: 

 

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)
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        e.

 

2. Precision/ Repeatability– Body Fluid 

 

 

(b)(4)

(b)(4)

(b)(4)
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Sysmex Response: 

 

3.  Quality Controls/Calibrators 

 

Sysmex Response: 

 

 

.   

 

Additional information 

 

 

 

 

 

(b)(4)

(b)(4)

(b)(4)

(b)(4)
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The deficiencies identified above represent the issues that we believe need to be resolved before 

our review of your 510(k) submission can be successfully completed. In developing the 

deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the 

Federal Food, Drug, and Cosmetic Act (Act) for determining substantial equivalence of your 

device. 

 

You may not market this device until you have provided adequate information described above 

and required by 21 CFR 807.87(l), and you have received a letter from FDA allowing you to do 

so. If you market the device without conforming to these requirements, you will be in violation 

of the Act. You may, however, distribute this device for investigational purposes to obtain 

clinical data if needed to establish substantial equivalence. Clinical investigations of this device 

must be conducted in accordance with the investigational device exemption (IDE) regulations 

(21 CFR 812). 

 

In accordance with 21 CFR 807.87(l), FDA may consider a 510(k) to be withdrawn if the 

submitter fails to provide additional information within 30 days of an Additional Information 

(AI) request. FDA generally permits submitters additional time to respond to such requests. 

FDA intends to automatically grant a maximum of 180 calendar days from the date of the AI 

request, even if the submitter has not requested an extension. Therefore, submitters are no longer 

required to submit written requests for extension. However, you should be aware that FDA 

intends to issue a notice of withdrawal under 21 CFR 807.87(l) if FDA does not receive, in a 

submission to the appropriate Document Control Center, a complete response to all of the 

deficiencies in this AI request within 180 calendar days of the date of this request. If you then 

wish to resubmit this 510(k) notification, a new number will be assigned and your submission 

will be considered a new premarket notification submission. 

 

For further information regarding how various FDA and industry actions that may be taken on 

510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee 

Amendments of 2012 (MDUFA III), to the Federal Food, Drug, and Cosmetic Act, you may 

refer to our guidance document entitled "Guidance for Industry and Food and Drug 

Administration Staff FDA and Industry Actions on Premarket Notification (510(k)) Submissions: 

 

Effect on FDA Review Clock and Goals". You may review this document at 

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm0 

89735.htm. 

 

The requested information should reference your above 510(k) number and should be submitted 

in duplicate to: 

 

U.S. Food and Drug Administration 

Center for Devices and Radiological Health 

Document Control Center – WO66-G609 

10903 New Hampshire Avenue 

Silver Spring, MD 20993-0002 

 

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by section 1136 of the Food 

and Drug Administration Safety and Innovation Act (FDASIA), authorizes FDA to require an 

electronic copy (eCopy) for certain types of submissions. An eCopy is an exact duplicate of a 

paper submission, created and submitted on a CD, DVD, or other electronic media, accompanied 

by a signed cover letter and the complete original paper submission. This authorization applies 

to the original, amendments, supplements, and reports, as applicable, for your submission type. 

 

For more information about FDA's new eCopy program, including the new technical standards 

for an eCopy, refer to the guidance document, “eCopy Program for Medical Device 

Submissions” at 

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocu 
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ments/UCM313794.pdf. In addition, we strongly encourage you to visit FDA's eSubmitter 

website at http://www.fda.gov/ForIndustry/FDAeSubmitter/ucm221506 htm in order to develop 

an eCopy in accordance with the new technical standards prior to sending it to FDA. 

 

If you have any minor clarification questions concerning the contents of this letter please contact 

Doswell, Yvonne directly at (240) 402-5025 or Yvonne.Doswell@fda.hhs.gov. If you need 

information or assistance concerning the IDE regulations, please contact the Division of Small 

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or 

(301) 796-7100, or at its Internet address 

http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 

 

Sincerely Yours, 

  

Maria M. Chan, Ph.D. 

Director 

Division of Immunology and Hematology Devices 

Office of In Vitro Diagnostics and 

Radiological Health 

Center for Devices and Radiological Health 
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 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

 
Food and Drug Administration 

10903 New Hampshire Avenue 

         Document Control Center – WO66-G609 

Silver Spring, MD 20993-0002 

 

August 14, 2014 
Sysmex America, Inc. 

c/o Ms. Sharita Brooks 

Manager, Clinical Affairs 

577 Aptakisic Road 

Lincolnshire, IL 60069-4325 

 

Re: K141681 

      Trade/Device Name: Sysmex® XN-Series (XN-11, XN-21) Hematology Analyzers 

      Dated: June 24, 2014 

      Received: June 25, 2014 

 

 

Dear Ms. Brooks: 

 

We have reviewed your Section 510(k) premarket notification of intent to market the device 

referenced above. We cannot determine if the device is substantially equivalent to a legally 

marketed predicate device based solely on the information you provided. To complete the 

review of your submission, we require responses to the following deficiencies. 

 

1. Performance Testing: 

 

a.  

 

 

 

(b)(4)
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          b.

 

 

(b)(4)

(b)(4)

Records processed under FOIA Request #2014-10013 Released by CDRH on 3/31/2016

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



001_Sysmex Response to AI 

3 
 

 

. 

 

 Sysmex Response:  

 

 

          c.

 

Sysmex Response: 

 

 

. 

 

        d.  

 

Sysmex Response: 

 

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)
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        e.  

 

Sysmex Response: 

 

 

2. Precision/ Repeatability– Body Fluid 

 

 

(b)(4)

(b)(4)

(b)(4)

(b)(4)
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Sysmex Response: 

 

3.  Quality Controls/Calibrators 

 

 

Sysmex Response: 

 

 

(b)(4)

(b)(4)

(b)(4)
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89735.htm. 

 

The requested information should reference your above 510(k) number and should be submitted 

in duplicate to: 

 

U.S. Food and Drug Administration 

Center for Devices and Radiological Health 

Document Control Center – WO66-G609 

10903 New Hampshire Avenue 

Silver Spring, MD 20993-0002 

 

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by section 1136 of the Food 

and Drug Administration Safety and Innovation Act (FDASIA), authorizes FDA to require an 

electronic copy (eCopy) for certain types of submissions. An eCopy is an exact duplicate of a 

paper submission, created and submitted on a CD, DVD, or other electronic media, accompanied 

by a signed cover letter and the complete original paper submission. This authorization applies 

to the original, amendments, supplements, and reports, as applicable, for your submission type. 

 

For more information about FDA's new eCopy program, including the new technical standards 

for an eCopy, refer to the guidance document, “eCopy Program for Medical Device 

Submissions” at 

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocu 

ments/UCM313794.pdf. In addition, we strongly encourage you to visit FDA's eSubmitter 

website at http://www.fda.gov/ForIndustry/FDAeSubmitter/ucm221506 htm in order to develop 

an eCopy in accordance with the new technical standards prior to sending it to FDA. 

 

If you have any minor clarification questions concerning the contents of this letter please contact 

Doswell, Yvonne directly at (240) 402-5025 or Yvonne.Doswell@fda.hhs.gov. If you need 

information or assistance concerning the IDE regulations, please contact the Division of Small 

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or 

(301) 796-7100, or at its Internet address 

http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 

 

Sincerely Yours, 

  

Maria M. Chan, Ph.D. 

Director 

Division of Immunology and Hematology Devices 

Office of In Vitro Diagnostics and 

Radiological Health 

Center for Devices and Radiological Health 
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