PPT Appendices Page 235 of 243

NIOSH PPT Program Evidence Package Aug 30, 2007

Appendix U |Back to the AppendicesTable of Contentsl

Respirator Certification Workflows

A manufacturer must register with the PPT Program and receive an applicant (or manufacturer) code under which all
applications are submitted before submitting an application for approval . The process is part of the certification
activities that help validate the level of quality assurance of the manufacturing facility to be at the level required to
manufacture certified respirators. If a manufacturer does not have a manufacturer code, then a code is requested by
filling out the application following workflow CWF 1.0 Self Identification Workflow. CWF 1.0 describes how the
PPT program will process the application once the application is received, if the request is valid. If the request is not
valid, then the process will proceed through workflow CWF 2.0 Information Change Workflow for the change
management of the process.

A manufacturer code remains valid, once issued to the manufacturer, to be used to submit any of the eight possible
application types. The type of application received will determine how the information is processed through the PPT
Program. The flow of the application is described in the various flow charts listed below:

Workflow CWF_3.0 New Approvals Workflow (used for a configuration not previously listed with the PPT
Program)

Workflow CWF_4.0 Modification Workflow (used for a limited modification to a configuration previously listed
with the PPT Program)

Workflow CWF_5.0 Correlation Workflow (used for obtaining PPT Program official test results on sample
hardware)

Workflow CWF_6.0 Prototype Workflow (used for obtaining PPT Program official test results on a non-production
version of a respirator configuration where the production version is expected to be a candidate for certification.)
Workflow CWF_7.0 Private Labels (used for an already-certified configuration where the applicant is listed by the
PPT Program as the manufacturer, and now wants to identify another entity on the approval label of the certified
respirator, although the applicant remains solely responsible for the quality and performance of the respirator.)
Workflow CWF_8.0 Manuals Workflow (used for a requested review of the acceptability of the manufacturing
site’s quality system and it’s documentation without application to or evaluation of any manufactured product.)
Workflow CWF_9.0 CBRN Workflow (New) (used for a configuration not previously listed with the PPT Program
as providing CBRN inhalation protection)

Workflow CWF _10.0 CBRN Workflow (Modification) (used for a limited modification to a configuration
previously listed with the PPT Program as providing CBRN inhalation protection)

These ten workflows all document PPT Program activities in the respirator certification activities then generate an
output of either affirmative certification notification or negative (denial or rejection) certification notification.
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CWTF_1.0 Self Identification Workflow

Package Includes:
- Questionnaire
- Photos
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CWF_2.0 Information Change Workflow
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3.0

Begin Process

Application Includes:

1) Application Form

2) Application Fees (If any)

3) Hardware for Testing (If any)
4) All Required Documentation
*Two week window to get all
information to NIOSH

\ 4 *AAR Number for Tracking

3.1
MER Submits
New App

1) Application Received & Reviewed
2) Hardware Located In Storeroom (Email RR)
3) Check stays in RR
4) Application loaded in DEIMS
5) TN assigned to application
6) MF gets Email Notification of TN
32 7) Storeroom gets CC Notification of TN
GO TO
Records Room

1) Application Validation & Review for Type of Application

2) Test Review & Assignment

3) Validate Document Requirements & Preexisting Documents (if any)
4) Validate Hardware Requirements

5) Visual Inspection & Pictures of Hardware

4 6) Files Added to MFR Directory
33 7) Validate New Item
-  GOTO 8) Check Fees
1) Print Procedure Initial Review 9) NFPA Coordination (Joint Application)
2) Request Hardware
3) Data Sheet
4) Do Testing
5) Initiate Draft Report* * :
*Combination of Lab & Final Review Tmzasvt)épCustomer Interaction In
4 4 A 1) Validate Matrix & Drawings
g CS)A%O 311 G(%?F 5 2) Scan AM to Temp Databases
ispositi 3) QA Output Report Generated
Testing In Labs L2 e Quality Assurance ) Q P P
3.6
P> GO TO <
Final Review
1) Review Test Results
2) Review Pre-data for product
3) Draft Letter is finalized
1) MSHA Concurrence (If Necessary) 4) Verify AM scan from QA (Internal Check)
2) Letter Is Signed 5) Approval number assigned (Manual Process)
3) Hard Copy of Final Test Report Attached 6) Parts Database is updated
4) Multiple Copies Made of Package 4 7) Finalize Label with approval number & verify w/ Database
5) F!Ie Hard _Copy of Final Report (Reading File Copy) 3.7 8) Final Test Report Generated
6) File Copy is Returned to Author GO TO 9) CD Created wiLabels for MFR, copied to Q:\
Administration 10) Package is sent out for concurrence
11) NFPA Notification (Joint Application)
A
3.8 89 3.10 1) Official Letter
GO TO Equipment Disposition MER Sent ———{2) official Report
Final Documentation CEL Updated Official Notification 3) CD wiLabels
1) Final Document Date, Completion Date, Final L d
Processing Date Added egen
2) Final Status Code is Checked and Added
3) MSHA Concurrence is Checked y Manufacturer
4) NFPA Verification
5) Finalized Letter is scanned (PDF) End Process
6) eFile Move Final Test Report & Final Labels to Project Record Room
7) Final Label Date is Added
8) Drawing(s) Moved to Drawing Library Initial Review
9) List Documents Added
10) All Files Review
11) Project Changed to “Read Only” Labs
12) File document list Application Stat .
13) Shred all remaining files pplication Status Quality Assurance
1) Active i i
2) Amended Application Final Review
3) Request For Addition Information
4) Denial ini 1
5) Withdraw Administration
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CWF_4.0 Modification Workflow

4.0

Begin Process

Application Includes:

1) Application Form
2) Application Fees (If any)
3) Hardware for Testing (If any)
4) All Required Documentation
*Two week window to get all
information to NIOSH
\ 4 *AAR Number for Tracking
4.1
MEFR Submits
Modification
1) Application Received & Reviewed
2) Hardware Located In Storeroom (Email RR)
3) Check stays in RR
4) Application loaded in DEIMS
5) TN assigned to application
6) MFR gets Email Notification of TN
42 7) Storeroom gets CC Notification of TN
GO TO
Records Room
1) Application Validation & Review for Type of Application
2) Test Review & Assignment
3) Validate Document Requirements & Preexisting Documents (if any)
4) Validate Hardware Requirements
5) Visual Inspection & Pictures of Hardware
4 6) Files Added to MFR Directory
43 7) Validate New Item
GO TO 8) Check Fees
Initial Review 9) NFPA Coordination (Joint Application)
1) Print Procedure
2) Request Hardware
ii gﬁt.?js?;e[ * Heavy Customer Interaction In
o 9 This Step
5) Initiate Draft Report*
*Combination of Lab & Final Review A A A 1) Validate Matrix & Drawings
Gé)éo 411 Gé.STO 2) Scan AM to Temp Databases
Testing In Labs L2 e Quality Assurance %) QA Output Report Generated

4.6

» GO TO

Final Review

U-4 of 8

1) Review Test Results
2) Review Pre-data for product
3) Draft Letter is finalized
1) MSHA Concurrence (If Necessary) 4) Verify AM scan from QA (Internal Check)
2) Letter Is Signed 5) Approval number assigned (Manual Process)
3) Hard Copy of Final Test Report Attached 6) Parts Database is updated
4) Multiple Copies Made of Package 4 7) Finalize Label with approval number & verify w/ Database
5) F!Ie Hard _Copy of Final Report (Reading File Copy) 47 8) Final Test Report Generated
6) File Copy is Returned to Author GO TO 9) CD Created wiLabels for MFR, copied to Q:\
Administration 10) Package is sent out for concurrence
11) NFPA Notification (Joint Application)
A A
a8 . 49 . . 410 1) Official Letter
GO TO Equipment Disposition MER Sent ———{2) official Report
Final Documentation CEL Updated Official Notification 3) CD wiLabels
1) Final Document Date, Completion Date, Final Legend
Processing Date Added
2) Final Status Code is Checked and Added
3) MSHA Concurrence is Checked - Manufacturer
4) NFPA Verification
5) Finalized Letter is scanned (PDF) End Process Record Room
6) eFile Final Test Report & Final Labels to Project
7) Final Label Date is Added it 3
8) Drawing(s) Moved to Drawing Library Initial Review
9) List Documents Added
10) All Files Review Labs
11) Project Changed to “Read Only” L
12) File Document List Application Status Quality Assurance
13) Shred all remaining files .
1) Active . .
2) Amended Application Final Review
3) Request For Addition Information
4) Denial e :
5) Withdraw Administration
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CWE_5.0 Correlation Testing Workflow

2) Hardware Located In Storeroom
3) Check stays in RR

4) Application loaded in DEIMS

5) TN assigned to application

6) MF gets Email Notification of TN

1) Application Received & Reviewed

(Email RR)

7) Storeroom gets CC Notification of TN

5.0

Begin Process

v

Bl

MEFR Submits
Correlation

4

Application Includes:

1) Application Form

2) Application Fees

3) Hardware for Testing

4) All Required Documentation (If Any)
*Two week window to get all
information to NIOSH

*AAR Number for Tracking

5.2
GO TO
Records Room

4
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1) Print Procedure
2) Request Hardware
3) Data Sheet

5) Do Testing
6) Initiate Draft Report*
*Combination of Lab & Final

NOTE: Assuming NIOSH Procedures Are Used:

4) Lab contacts MFR to schedule testing

Review

53
GO TO
Initial Review

1) Application Validation & Review for Type of Application

2) Test Review & Assignment
3) Validate Hardware Requirements

4) Visual Inspection & Pictures of Hardware

5) Files Added to MF Directory
6) Check Fees

5.11
Fee Disposition

1) Letter Is Signed

3) Multiple Copies Made of Package

4) File Hard Copy of Final Report (Reading
Copy)

5) File Copy is Returned to Author

2) Hard Copy of Final Test Report Attached

File

5.4
GO TO
Testing In Labs

4

5.6
GO TO
Final Review

4

5.7
GO TO
Administration

5.8
GO TO
Final Documentation

1) Review Test Results

2) Draft Letter is finalized

3) Final Test Report Generated

4) Package is sent out for concurrence

1) Final Document Date, Completion Date, Final
Processing Date Added

2) Final Status Code is Checked and Added

3) Finalized Letter is scanned (PDF)

4) eFile Final Test Report & Label

5) List Documents Added (If Any)

6) All Files Review

7) Project Changed to “Read Only”

8) File Document List

9) Shred all remaining files

58

Equipment Disposition

A

5.10

MER Sent Official
Notification of

1) Official Letter
2) Official Report

Correlation Results

End Process

U-50f8

Legend

Manufacturer

Record Room

Initial Review

Labs

Final Review

Administration
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CWEF_6.0 Prototype Workflow

6.0

Begin Process

Application Includes:

1) Application Form

2) Application Fees

3) Hardware for Testing

4) All Required Documentation
*Two week window to get all
information to NIOSH

A4 *AAR Number for Tracking
6.1
MEFR Submits
Prototype
1) Application Received & Reviewed
2) Hardware Located In Storeroom (Email RR)
3) Check stays in RR
4) Application loaded in DEIMS A
5) TN assigned to application 62
6) MF gets Email Notification of TN GO.TO
7) Storeroom gets CC Notification of TN Records Room

1) Application Validation & Review for Type of Application

2) Test Review & Assignment

3) Validate Document Requirements & Preexisting Documents (if any)
4) Validate Hardware Requirements

5) Visual Inspection & Pictures of Hardware

A
63 6) Files Added to MF Directory
GO TO 7) Validate New ltem

Initial Review

1) Print Procedure

2) Request Hardware

3) Data Sheet

4) Lab contacts MFR to schedule testing

8) Check Fees

6.11

1) Letter Is Signed
2) Hard Copy of Final Test Report Attached
3) Multiple Copies Made of Package

Final Review

Fee Disposition

5) Do Testing y
6) Initiate Draft Report*
*Combination of Lab & Final Review GC6)-A”1FO
Testing In Labs
1) Review Test Results
2) Review Pre-data for product
Y 3) Dratft Letter is finalized
66 4) Final Test Report Generated
GO TO 5) Package is sent out for concurrence

1) Final Document Date, Completion Date, Final
Processing Date Added

4) File Hard Copy of Final Report (Reading File Copy) A
5) File Copy is Returned to Author 6.7
GO TO
Administration
A
68 69 610 —
GOTO Equipment Disposition MEFR Sent Official | |1) Official Letter
: . qup P Notification of 2) Official Report
Final Documentation
Prototype Results

2) Final Status Code is Checked and Added A Legend
3) Finalized Letter is scanned (PDF)
4) eFile Final Test Report End Process e — Manufacturer

5) List Documents Added

6) All Files Reviewed

7) Project Changed to “Read Only”
8) File document list

9) Shred all remaining files
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Record Room

Initial Review

Labs

Final Review

Administration
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7.0
Begin Process
Application Includes:
1) Application Form
2) Hardware for Testing (If Applicable)
3) All Required Documentation
A 4
71
MEFR Submits
CBRN
1) Application Received & Reviewed
2) Hardware Located In Storeroom, Email RR (If Applicable)
3) Application loaded in DEIMS
4) TN assigned to application
5) MF gets Email Notification of TN
6) Storeroom gets CC Notification of TN
NOTE: Heavy 7.2 7) Hard Copy Folder
Coordination of GO TO
Equipment & Testing Records Room
with MF & Edgewood 1) Application Validation & Review for Type of Application
2) Coordinate with NFPA/SEI
3) Test Review & Assignment
4) Validate Document Requirements & Preexisting Documents (if any)
5) Validate Hardware Requirements
- 7 6) Request Hardware (If Applicable)
1) Print Procedure 7) Visual Inspection & Pictures of Hardware
2) Request Hardware 7.3 8) Files Added to MFR Directory
3) Data Sheet ~GOTO 9) Validate New Item
4) Do Testing Initial Review 10) Coordinate Shipping of Equipment to Edgewood
5) Initiate Draft Report* ) 11) Coordinate Testing with Edgewood
*Combination of Lab & Final Review
* Heavy Customer Interaction In
4 4 Y This Step
1) Do Testing as requested 711 74 7.5 i ) ]
GO TO GO TO GO TO "] 1) Validate Matrix & Drawings
EDGEWOOD Testing In Labs Quality Assurance 2) Scan AM to Temp Databases
3) QA Output Report Generated
1) Coordinate Test Reports with
Edgewood
2) Request Invoice from Edgewood 712
GO TO
Initial Review v
7.6 1) Create Overall Invoice (Copy to Records Room)
GO TO < 2) Invoice Concurrence
Final Review 3) Send Invoice To Manufacturer
4) Receive Fee From Manufacturer (Records Room)
5) Review Pre-data for product
6) Validate Test Results
;; LMei:rAlsc«;?c#;Lence (If Necessary) 7) Coordinate Approval with NFPA/SEI
3) Hard Co gof Final Test Report Attached 8) Initiate Dratft Letter
4) Multiple @g ies Made of Pa'():ka o v 9) Verify AM scan from QA (Internal Check)
P pies ge ) 10) Approval number assigned (Manual Process)
5) ngd Cop)_/ of Final Report (Reading File Copy) 77 11) Parts Database is updated
6) File Copy is Returned to Author GOTO 12) Finalize Label with approval number & verify w/Database
Administration 13) Final Test Report Generated
14) CD Created w/Labels for MFR, copied to Q:\
15) Package is sent out for internal concurrence
*Package waits in FR until payment is received
A A
7.8 7.9 7.10 1) Official Letter
GO TO Equipment Disposition MEFR Sent ——— 2) Official Report
Final Documentation CEL Updated Official Notification 3) CD w/Labels
1) Review Check, enter into DEIMS
2) Fee Disposition d
3) Final Document Date, Completion Date, Final 1) Coordinate with Edgewood Legen
Processing Date Added
4) Final Status Code is Checked and Added Manufacturer
5) MSHA Concurrence is Checked
6) Finalized Letter is scanned (PDF) End Process
7) Move Final Test Report & Final Labels to Project Record Room
8) Final Label Date is Added
9) Drawings Moved to Drawing Library Initial Review
10) List Documents Added
11) All Files Review
12) Project Changed to “Read Only” Labs
13) File Copies ioati .
Application Status Quality Assurance
1) Active
2) Amended Application Final Review
3) Request For Addition Information
4) Denial .. .
5) Withdraw Administration
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Respirator Certification Workflows CWEF_8.0 CBRN Workflow (Modification) ’P o

8.0

Begin Process

Application Includes:

1) Application Form

2) Hardware for Testing (If Applicable)
3) All Required Documentation

v
8.1
MEFR Submits
CBRN
1) Application Received & Reviewed
2) Hardware Located In Storeroom, Email RR (If Applicable)
3) Application loaded in DEIMS
4) TN assigned to application
5) MF gets Email Notification of TN
6) Storeroom gets CC Notification of TN
NOTE: Heavy 8.2 7) Hard Copy Folder
Coordination of GO TO

Equipment & Testing
with MF & Edgewood

Records Room

1) Application Validation & Review for Type of Application

2) Coordinate with NFPA/SEI

3) Test Review & Assignment

4) Validate Document Requirements & Preexisting Documents (if any)
5) Validate Hardware Requirements

6) Request Hardware (If Applicable)

1) Print Procedure 4 7) Visual Inspection & Pictures of Hardware
2) Request Hardware 83 8) Files Added to MFR Directory
3) Data Sheet GO TO

9) Validate New Item
10) Coordinate Shipping of Equipment to Edgewood
11) Coordinate Testing with Edgewood

4) Do Testing
5) Initiate Draft Report*
*Combination of Lab & Final Review

Initial Review

* Heavy Customer Interaction In
A v Y This Step
1) Do Testing as requested 811 84 85 i ) ]
GO TO GO TO GO TO "] 1) Validate Matrix & Drawings
EDGEWOOD Testing In Labs Quality Assurance 2) Scan AM to Temp Databases
3) QA Output Report Generated

1) Coordinate Test Reports with
Edgewood y
2) Request Invoice from Edgewood 812

GO TO
Initial Review y

8.6
GO TO <

Final Review

1) Create Overall Invoice (Copy to Records Room)
2) Invoice Concurrence

3) Send Invoice To Manufacturer

4) Receive Fee From Manufacturer (Records Room)
5) Review Pre-data for product

1) MSHA Concurrence (If Necessary)
2) Letter Is Signed
3) Hard Copy of Final Test Report Attached

6) Validate Test Results
7) Coordinate Approval with NFPA/SEI
8) Initiate Draft Letter
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4) Multiple Copies Made of Package y 9) Verify AM scan from QA (Internal Check)
5) Hard Copy of Final Report (Reading File Copy) 8.7 10) Parts Database is updated
6) File Copy is Returned to Author GO TO 11) Finalize Label with approval number
Administration 12) Final Test Report Generated
13) CD Created w/Labels for MFR, copied to Q:\
‘ ‘ 14) Package is sent out for internal concurrence
*Package waits in FR until payment is received
A A
8.8 8.9 8.10 1) Official Letter
GO TO Equipment Disposition MER Sent {— 2) Official Report
Final Documentation CEL Updated Official Notification 3) CD w/Labels
1) Review Check, enter into DEIMS
2) Fee Disposition d
3) Final Document Date, Completion Date, Final 1) Coordinate with Edgewood Legen
Processing Date Added
4) Final Status Code is Checked and Added Manufacturer
5) MSHA Concurrence is Checked
6) Finalized Letter is scanned (PDF) End Process
7) Move Final Test Report & Final Labels to Project Record Room
8) Final Label Date is Added
9) Drawings Moved to Drawing Library Initial Review
10) List Documents Added
11) All Files Review
12) Project Changed to “Read Only” Labs
13) File Copies ioati .
Application Status Qual ity Assurance
1) Active
2) Amended Application Final Review
3) Request For Addition Information
4) Denial .. .
5) Withdraw Administration






