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FDA Medical Device 
2010 Quality System Data

Analysis of 2010 Warning Letter Cites
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QS Regulation Cites by Subsystem
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Presenter
Presentation Notes
Slide 2:  Illustrated below is a chart with QS Regulation cites categorized by their corresponding QS subsystem
1.)  The first column lists the regulation cites for the Production and Process Controls subsystem.
Regulation numbers cited are 21 CFR 820.50, 820.60, 820.70, 820.72, 820.75, 820.80, 820.86, 820.120, 820.130, 820.140, 820.150, 820.160, 820.170, 820.200 and 820.250
2.)  The second column lists the regulation cites for the Corrective and Preventative Action subsystem.
Regulation numbers cited are 21 CFR 820.90, 820.100 and 820.198.
3.)  The third column lists the regulation cites for the Management Control subsystem.
Regulation numbers cited are 21 CFR 820.5, 820.20, 820.22 and 820.25.
4.)  The fourth column lists the regulation cites for the Design Control subsystem.
The regulation number cited is 21 CFR 820.30
5.)  The fifth column lists the regulation cites for the Document Control subsystem.
Regulation numbers cited are 21 CFR 820.40, 820.180, 820.181, 820.184 and 820.186.
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2010 Warning Letters



 
Jan – Dec 2010 

FDA issued 89 
Warning Letters to 
medical device firms 
for QS/GMP 
deficiencies

QS 
subsystem

# 
WLs 
w/ 

cite

% 

CAPA 81 91

P&PC 69 78

MGMT 43 48

DESIGN 49 55

DOC 33 37

Presenter
Presentation Notes

2010 Warning Letters
Slide 3: In calendar year 2010 FDA issued 89 warning letters to medical device firms for quality system deficiencies.  A chart is used to show how many warning letters contained each individual subsystem and their percentile in all warning letters.
The chart has subsystem in first column, number of warning letter cited in the second column and percent in the third column.
The Corrective and Preventive Action subsystem was cited in 81 of the 89 warning letters, 91% of all warning letters contained corrective  and preventative action deficiencies.
The Production and Process Control subsystem was cited in 69 of the 89 warning letters, 78% of all warning letters contained production and process control deficiencies.
The Management Control subsystem was cited in 43 of the 89 warning letters, 48% of all warning letters contained management deficiencies.
The Design Control subsystem was cited in 49 of the 89 warning letters, 55% of all warning letters contained design control deficiencies.
The Document Control subsystem was cited in 33 of the 89 warning letters, 37% of all warning letters contained document control deficiencies. 
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Warning Letter Cites by 
QS Subsystem - 2010

CAPA = 186 
P&PC = 168
MGMT = 80
DESIGN = 72
DOC = 71
---------------------------------
Total = 577

Presenter
Presentation Notes
Slide 4:  A list of Warning Letter cites by QS subsystems in 2010 put in descending order with a total of 577 cites.
Corrective and Preventive Action 186 cites
Production and Process Control 168 cites
Management Control 80 cites
Design Control 72 cites
Document Control 71 cites
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Warning Letter Cites by 
QS Subsystem - 2010
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Presenter
Presentation Notes
Slide 5: Data for 2010 Quality System Warning Letter Cites per QS subsystem in a bar graph format.  The Y axis is numbered 0 to 600.  The X axis is labeled per subsystem bar.  The subsystems are arranged in descending order per the number of cites.
Bar 1: Total 577 cites
Bar 2: Corrective and Preventative Action 186 cites
Bar 3: Production and Process Control 168 cites
Bar 4: Management Control 80 cites
Bar 5: Design Control 72 cites
Bar 6: Document Control 71 cites 
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Warning Letter Cites by 
QS Subsystem - 2010
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Presenter
Presentation Notes
Slide 6: Data from the 2010 Warning Letter cites for QS deficiencies in a pie chart format using percentiles.  Moving clockwise and starting at approximately nine o’clock…
Management Control 14%
Document Control 12%
Production and Process Control 29%
Corrective and Preventative Action 33%
Design Control 12%
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Most Frequent QS 
Warning Letter Cites 2010



 
21 CFR 820.198(a) 42 



 
21 CFR 820.100(a) 30 



 
21 CFR 820.75(a) 28



 
21 CFR 820.22 26



 
21 CFR 820.184 21



 
21 CFR 820.20(c) 19 



 
21 CFR 820.30(i) 18



 
21 CFR 820.90(a) 18



 
21 CFR 820.30(g) 17



 
21 CFR 820.50* 17

*General 820.50 cite only; does not include 820.50(a) and (b)

Presenter
Presentation Notes
Slide 7:  Analysis of 2010 Warning Letter cites for most frequent cited specific Quality System, 21 CFR 820, sections listed in descending order. 
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CAPA Subsystem 
2010 WL Cites



 
21 CFR 820.90 = 25



 
21 CFR 820.198 = 78



 
21 CFR 820.100 = 83

--------------------------------------------
Total = 186

Presenter
Presentation Notes
Slide 8: 2010 Corrective and Preventative Action Subsystem Warning Letter cites further specified to Quality System section in ascending order.
21 CFR 820.90, Nonconforming Product, 25 cites
21 CFR 820.198, Complaints, 78 cites
21 CFR 820.100, Corrective and Preventative Action, 83 cites
Total of 186 cites for Corrective and Preventative Action Subsystem
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Warning Letters  
CAPA Subsystem Data

Year # WLs # w/ CAPA cite %
2010 89 81 91
2009 77 68 88
2008 98 86 88
2007 74 62 84
2006 79 69 87
2005 97 85 88
2004 113 89 79
2003 69 61 88

Presenter
Presentation Notes
Slide 9: A chart of the Warning Letters cites for the Corrective and Preventative Action subsystem trended over a seven year period.
Column 1: Years, 2010 to 2003 in descending order
Column 2: Number of warning letters for that year
Column 3: Number of warning letters with Corrective and Preventative Action cite for that year
Column 4: Percentiles of CAPA cites for that year
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Design Control Subsystem 
WL Cites 2010

21 CFR 820.30(i)  =  18
21 CFR 820.30(g) = 17
21 CFR 820.30(a) = 14
21 CFR 820.30(j) =   6
21 CFR 820.30(c) =   4 
21 CFR 820.30(f) =   4

21 CFR 820.30(e) =    3 
21 CFR 820.30(d) =    3
21 CFR 820.30 =    2
21 CFR 820.30(b) =    1
21 CFR 820.30(h) =    0

Total  =  72

Presenter
Presentation Notes
Slide 10: Warning Letters cites for Design Control subsystem per specific design control subsystem listed in descending order with a total of seventy cites for the subsystem.
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Warning Letters  
Design Control Subsystem Data

Year # WLs # w/ DC cite %
2010 89 49 55
2009 77 36 47
2008 98 54 55
2007 74 42 57
2006 79 47 60
2005 97 49 51
2004 113 57 50
2003 69 39 57

Presenter
Presentation Notes
Slide 11: A chart of the Warning Letters cites for the Design Control subsystem trended over a seven year period.
Column 1: Years, 2010 to 2003 in descending order
Column 2: Number of warning letters for that year
Column 3: Number of warning letters with Design Control cite for that year
Column 4: Percentiles of Design Control cites for that year
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P&PC Subsystem WL Cites 2010

21 CFR 820.70 =  35
21 CFR 820.75 =  34
21 CFR 820.80 =  34
21 CFR 820.50  =  29
21 CFR 820.72  =  12
21 CFR 820.250  =  11
21 CFR 820.150 =    4
21 CFR 820.120  =    4

21 CFR 820.60    = 2
21 CFR 820.200  = 1
21 CFR 820.170  = 1
21 CFR 820.160  = 1
21 CFR 820.140  = 0
21 CFR 820.130  = 0
21 CFR 820.86    = 0

Total =  168

Numbers include cites from all subparts of the listed regulation

Presenter
Presentation Notes
Slide 12: Warning Letters cites for Production and Process Control subsystem per specific QS, 21 CFR 820, sections listed in descending order with a total of one hundred and sixty eight cites for the subsystem.  Numbers include cites from all subparts of the listed regulation.
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Warning Letters with 
Process Validation Cites 2010



 

89 Warning Letters issued in 2010 to medical 
device manufacturers for QS/GMP deficiencies



 

36 WLs (40%) contained citations for deviations 
from 21 CFR 820.75(a)-(c), 70(b), and 70(i)



 

36 WLs had a 21 CFR 820.75(a)-(c) cite 



 

7 WLs had a 21 CFR 70(i) cite



 

4 WLs had a 70(b) cite
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Warning Letter Data  
Process Validation Cites 

21 CFR 820.75(a)-(c)

Year # WLs # w/ PV cite %

2010 89 33 37
2009 77 27 35
2008 98 28 29
2007 74 24 32
2006 79 27 34
2005 97 39 40
2004 113 33 29
2003 69 24 35
2002 42 23 55

Presenter
Presentation Notes
Slide 14: A chart of the Warning Letters cites for Process Validation trended over an eight year period.
Column 1: Years, 2010 to 2002 in descending order
Column 2: Number of warning letters for that year
Column 3: Number of warning letters with Process Validation cite for that year
Column 4: Percentiles of Process Validation cites for that year



15

Warning Letter Cites – 2010 
Purchasing Controls
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Presenter
Presentation Notes
Slide 15: Data on 2010 Warning Letters for Purchasing Controls, 820.50, broken down to specific section cites in a bar graph format.  The Y axis is numbered 0 to 18.  The X axis is labeled per purchasing control section for each bar.
Bar 1: Total of 17 observations for purchasing controls, 21 CFR 820.50
Bar 2: Evaluation of Suppliers, Contractors and Consultants, 21 CFR 820.50(a), 3 cites
Bar 3: Evaluate and Select Suppliers, Contractors and Consultants, 21 CFR 820.50(a)(1), 3 cites
Bar 4: Define type and extent of control over Product, Suppliers, Contractors and Consultants, 21 CFR 820.50(a)(2),2 cites
Bar 5: Establish and Maintain Records of Acceptable Suppliers, Contractors and Consultants, 21 CFR 820.50(a)(3),0 cites
Bar 6: Purchasing Data, 21 CFR 820.50(b), 4 cites
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Purchasing Controls 
WL Cites

2009 2010
820.50 12 17

820.50(a) 4 3

820.50(a)(1) 5 3

820.50(a)(2) 0 2

820.50(a)(3) 3 0

820.50(b) 4 4

Total Cites 27 29

Presenter
Presentation Notes
Slide 16:  A chart with Purchasing Controls Warning Letter cites specific to QS subsection for 2009 and 2010.
Column 1: Specific QS (Purchasing controls) subsection.
Column 2: Number of 2009 Warning Letter Cites
Column 3: Number of 2010 Warning Letter Cites
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Management Control Subsystem 
WL Cites 2010



 
21 CFR 820.5 = 1



 
21 CFR 820.25 = 16



 
21 CFR 820.22 = 26



 
21 CFR 820.20 = 37

--------------------------------------------
Total = 80

Presenter
Presentation Notes
Slide 17:  2010 Management Control Subsystem Warning Letter cites per specific QS section in ascending order for a total of eighty cites.
21 CFR 820.5, Quality System, 1
21 CFR 820.25, Personnel, 16 cites 
21 CFR 820.22, Quality Audits, 26 cites
21 CFR 820.20, Management Responsibility, 37 cites
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Document Control Subsystem 
WL Cites 2010



 
21 CFR 820.180 = 2



 
21 CFR 820.181 = 20



 
21 CFR 820.40 = 22



 
21 CFR 820.184 = 27

------------------------------------------
Total = 71

Presenter
Presentation Notes
Slide 18: 2010 Document Control Subsystem Warning Letter cites per specific QS section in ascending order for a total of seventy one cites
21 CFR 820.180 General Requirements, 2 cites
21 CFR 820.181 Device Master Record, 20 cites
21 CFR 820.40 Document Control, 22 cites
21 CFR 820.184 Device History Record, 27 cites
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