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PPAP Submission  

Guideline
Scope

· It is expected that our suppliers follow proper Advance Quality Planning methodology as part of a robust quality system.  PPAP (Production Part Approval Process) is an output of that methodology.

· The overall purpose of PPAP (Production Part Approval Process) is to assure the supplier understands Harley-Davidson (H-D) design record and specification requirements as well as determining if the supplier’s manufacturing process can consistently meet those requirements as demonstrated by an actual production run
· Along with the current edition of the AIAG Production Part Approval Process (PPAP) Manual, this document provides clarity around the default requirements for each of the PPAP elements.  

· The scope of this document is to provide general requirements and expectations.  It should not replace the interaction between the supplier and the Harley-Davidson PPAP Team in determining the final PPAP expectations.  
Supporting Documents to aid in successful PPAP development are provided at end of this guideline:
Appendix:

1. AIAG Production Part Approval Process (PPAP) Manual, Table 3.1 and 3.2
2. Characteristics of Note for the Control Plan for Threads and Spline

[image: image2.wmf]3.1  Customer Notification

The organization shall notify the authorized customer representative of any planned changes to the design, process, or site.  Examples are 

indicated in the table below. 

          

NOTE:

 Organizations are responsible to notify the authorized customer representative of all changes to the part design and/or the 

          manufacturing process.

Upon notification and approval of the proposed change by the authorized customer representative, and after change implementation, 

PPAP

submission is required unless otherwise specified.

TABLE 3.1



3. Production following upgrade or rearrangement of existing tooling 

or equipment.

Examples of changes requiring notification

Clarifications

1. Use of other construction or material than was used in the 

previously approved part if product.

For example, other construction as documented on a deviation (permit) or 

included as a note on the design record and not covered by an engineering 

change as described in Table 3.2, #3.

This requirement only applies to tools, which due to their unique form or 

function, can be expected to influence the integrity of the final product.  It is not 

meant to describe standard tools (new or repaired), such as standard 

measuring devices, drivers (manual or power), etc.

2. Production from new or modified tools (except perishable tools), 

dies, molds, patterns, etc., including additional or replacement tooling.

5. Change of supplier for parts, non-equivalent materials, or services 

(e.g.: heat-treating, plating).

The organization is responsible for approval of supplier provided material and 

services.

Upgrade means the reconstruction and/or modification of a tool or machine to 

increase the capacity, performance, or change its existing function. This is not 

meant to be confused with normal maintenance, repair, or replacement of 

parts, etc., for which no change in performance is to be expected and post 

repair verification methods have been established. 



Rearrangement is defined as activity that changes the sequence of 

product/process flow from that documented in the process flow diagram 

(including the addition of a new process).



Minor adjustments of production equipment may be required to meet safety 

requirements such as, installation of protective covers, elimination of potential 

ESD risks, etc.

4. Production from tooling and equipment transferred to a different 

plant site or from an additional plant site. 

Production process tooling and/or equipment transferred between buildings or 

facilities in one or more sites. 

Customer Notification and Submission Requirements
· Upon notification of a supplier change, H-D will determine the need for a PPAP submission as well as the requirements for the submission via the PPAP Checklist.
[image: image3.wmf]Additionally, for bulk materials:

9. New source of raw material from new of existing supplier.

10. Change in product appearance attributes

These changes would normally be expected to have an effect on the 

performance of the product.

8. Change in test/inspection method - new technique (no effect on 

acceptance criteria).

For change in test method, the organization should have evidence that the new 

method has measurement capability results equivalent to the old method. 

7. Products and process changes related to components of the 

production product manufactured internally or manufactured by 

suppliers. 

Any changes, including changes at the suppliers to the organization and their 

suppliers to the organization and their suppliers that affect customer 

requirements, e.g., fit, form, function, performance, durability.



For product that has been produced after tooling has been inactive for twelve 

months or more: Notification is required when the part has had no change in 

active purchase order and the existing tooling has been inactive for volume 

production for twelve months or more.  The only exception is when the part has 

low volume, e.g. service or specialty vehicles.  However, a customer may 

specify certain 

PPAP

 requirements for service parts. 

6. Product produced after the tooling has been inactive for volume 

production for twelve months or more. 

Sub Tier Management
· Supplier shall manage, review and approve PPAP submissions from all their sub tier suppliers

· H-D does not require submission of sub tier PPAP packages to H-D but specific elements identified as ‘Default Documents’ are still required.
· Default documents, from sub tier suppliers, that will be included within supplier’s PPAP submission to H-D include:


· Design Records (Element 2)

· Dimensional Results (Element 10)

· Material/Performance Tests (Element 11)

· Note: Tier 1 Will have documented approval of all sub-tier PPAPs for HD product

· H-D may request additional documentation as required to be noted on the checklist. 
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1. A new part or product (i.e. a specific part, material, or color not 

previously supplied to the specific customer.)

Submission is required for a new product (initial release) or a previously 

approved product which has a new or revised product/part number (e.g. suffix) 

assigned to it.  A new part/product or material added to a family may use 

appropriate PPAP documentation from a previously approved part within the 

same product family. 

Requirement

Additionally, for Bulk Materials only:



4. Process technology new to the organization, not previously used for 

this product.



Submission is required to correct any discrepancies on previously submitted 

part. 



A "discrepancy" can be related to:    



• The product performance against the customer requirements

• Dimensional or capability issues 

• Supplier issues

• Approval of a part replacing an interim approval

• Testing, including material, performance, or engineering validation issues

2. Correction of a discrepancy on a previously submitted part

3. Engineering change to design records, specifications, or materials 

for production product/part number's).

Submission is required on any engineering change to production product/part 

design records, specifications or materials. 

TABLE 3.2

3.2  

Submission to Customer

The organization shall submit for 

PPAP

 approval prior to the first production shipment in the following situations unless the authorized product 

customer service representative has waived this requirement (see Table 3.2).



      

NOTE:

 In the situations described below, prior notification to, or communication with, the authorized customer representative is assumed.



The organization shall review and update, as necessary, all applicable items in the 

PPAP

 file to reflect the production process, regardless of whether 

or not the customer requests a formal submission. The 

PPAP

 file shall contain the name of the authorized customer service representative granting 

the waiver and the date. 

ePPAP (electronic file management)

· Each element is to be clearly legible and translated to English. 

· PPAPs can be submitted in singular large files, but only if there is electronic access to the individual sub-files representing the element. 

· Preferred methods include:

· MS Excel format with each workbook tab representing a separate PPAP element. 

· Separate PDF, Word, Excel etc. for individual each element.

· Refrain from one large PDF document that contains all elements. 
· Documents submitted should not be imbedded, but rather entered into excel in their original version or submitted as a picture of the actual document. 
· Zip files and the software necessary to open them are not universal. Therefore, if PPAP submissions are submitted via Zip files, the PPAP leader needs to UNZIP all files and attach the files separately in PLM. 

· Any external links within the files must be broken or removed prior to PPAP package submission. 
· PPAP approval shall be provided to the supplier in the form of a “screen shot” of the ePPAP cover page.

· This is considered equivalent to s signed warrant.
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PPAP Checklist/Level
· Harley-Davidson PPAP Checklist, HC02.05.04, is used to communicate the PPAP requirements that the supplier is to provide for a specific part number.
· The PPAP Checklist will provide any additional requirements as needed.
· The supplier is responsible to create and maintain all elements per proper APQP development.
· All element documents shall be legible and translated into English.

· The supplier should utilize the “Submitted” column as noted below:

· “Y” for elements submitted within the package either within the workbook or as an additional attachment.

· “N” for elements that:

· Are deemed by the supplier as not applicable.  In this case the supplier should denote this and the reason in the PPAP submission.
· Are deemed proprietary by the supplier.  In this case the supplier should denote this in the submission and the proprietary form per HC02.05.04 should be included.

· The checklist shall be used to document any expectations to default element requirements, additional data, or designation of a Family PPAP.
· If supplier is not receiving print updates via the Harley-Davidson Supply Network (H-DSN), the supplier shall contact their Supply Management Analyst for assistance. 
· The Harley-Davidson PPAP Review Form, HC2.05.04.07 is available to be utilized by the supplier to review the PPAP prior to submission.
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The organization shall notify the authorized customer representative of any planned changes to the design, process, or site.  Examples are 

indicated in the table below. 

          

NOTE:

 Organizations are responsible to notify the authorized customer representative of all changes to the part design and/or the 

          manufacturing process.

Upon notification and approval of the proposed change by the authorized customer representative, and after change implementation, 

PPAP

submission is required unless otherwise specified.

TABLE 3.1



3. Production following upgrade or rearrangement of existing tooling 

or equipment.

Examples of changes requiring notification

Clarifications

1. Use of other construction or material than was used in the 

previously approved part if product.

For example, other construction as documented on a deviation (permit) or 

included as a note on the design record and not covered by an engineering 

change as described in Table 3.2, #3.

This requirement only applies to tools, which due to their unique form or 

function, can be expected to influence the integrity of the final product.  It is not 

meant to describe standard tools (new or repaired), such as standard 

measuring devices, drivers (manual or power), etc.

2. Production from new or modified tools (except perishable tools), 

dies, molds, patterns, etc., including additional or replacement tooling.

5. Change of supplier for parts, non-equivalent materials, or services 

(e.g.: heat-treating, plating).

The organization is responsible for approval of supplier provided material and 

services.

Upgrade means the reconstruction and/or modification of a tool or machine to 

increase the capacity, performance, or change its existing function. This is not 

meant to be confused with normal maintenance, repair, or replacement of 

parts, etc., for which no change in performance is to be expected and post 

repair verification methods have been established. 



Rearrangement is defined as activity that changes the sequence of 

product/process flow from that documented in the process flow diagram 

(including the addition of a new process).



Minor adjustments of production equipment may be required to meet safety 

requirements such as, installation of protective covers, elimination of potential 

ESD risks, etc.

4. Production from tooling and equipment transferred to a different 

plant site or from an additional plant site. 

Production process tooling and/or equipment transferred between buildings or 

facilities in one or more sites. 

Family PPAPs

· Parts of similar design and/or manufacturing process may be grouped and submitted via a Family PPAP. These product families should only be dictated by a single print. Examples of product families may include, but are not limited to:
· T-Panel prints

· Parts manufactured by a common process and of common materials 

· Product families which are different due to minimal changes (i.e. length, color, etc.)
· Product families that share a common DFMEA, PFD, PFMEA, and Control Plan 

· The H-D PPAP Leader shall create a PPAP checklist for the Primary Part Number or T-Panel Part Number. The PPAP Checklist shall denote the "Related Part Numbers" along with revision, difference from the primary part number and data to be submitted for any noted differences.    

· Example: 

Primary Part: 12345678, Rev 0

Related Parts:

12345679, Rev 0, 6" length, layout of length 

12345680, Rev A, 8" length, layout of length 

12345681, Rev 0, 12" length, layout of length 

· The supplier may use one warrant for a family PPAP, listing each part number on warrant. A separate appendix to the warrant may be utilized to list part numbers and revision if necessary.
· The PPAP submission should contain one set of common documents. Any additions or differences should be appropriately noted and submitted.
Significant Production Run
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1. A new part or product (i.e. a specific part, material, or color not 

previously supplied to the specific customer.)

Submission is required for a new product (initial release) or a previously 

approved product which has a new or revised product/part number (e.g. suffix) 

assigned to it.  A new part/product or material added to a family may use 

appropriate PPAP documentation from a previously approved part within the 

same product family. 

Requirement

Additionally, for Bulk Materials only:



4. Process technology new to the organization, not previously used for 

this product.



Submission is required to correct any discrepancies on previously submitted 

part. 



A "discrepancy" can be related to:    



• The product performance against the customer requirements

• Dimensional or capability issues 

• Supplier issues

• Approval of a part replacing an interim approval

• Testing, including material, performance, or engineering validation issues

2. Correction of a discrepancy on a previously submitted part

3. Engineering change to design records, specifications, or materials 

for production product/part number's).

Submission is required on any engineering change to production product/part 

design records, specifications or materials. 

TABLE 3.2

3.2  

Submission to Customer

The organization shall submit for 

PPAP

 approval prior to the first production shipment in the following situations unless the authorized product 

customer service representative has waived this requirement (see Table 3.2).



      

NOTE:

 In the situations described below, prior notification to, or communication with, the authorized customer representative is assumed.



The organization shall review and update, as necessary, all applicable items in the 

PPAP

 file to reflect the production process, regardless of whether 

or not the customer requests a formal submission. The 

PPAP

 file shall contain the name of the authorized customer service representative granting 

the waiver and the date. 


· H-D may authorize a deviation to the significant run requirements and will be documented on the PPAP Checklist. 

PPAP Submission Warrant
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9. New source of raw material from new of existing supplier.

10. Change in product appearance attributes

These changes would normally be expected to have an effect on the 

performance of the product.

8. Change in test/inspection method - new technique (no effect on 

acceptance criteria).

For change in test method, the organization should have evidence that the new 

method has measurement capability results equivalent to the old method. 

7. Products and process changes related to components of the 

production product manufactured internally or manufactured by 

suppliers. 

Any changes, including changes at the suppliers to the organization and their 

suppliers to the organization and their suppliers that affect customer 

requirements, e.g., fit, form, function, performance, durability.



For product that has been produced after tooling has been inactive for twelve 

months or more: Notification is required when the part has had no change in 

active purchase order and the existing tooling has been inactive for volume 

production for twelve months or more.  The only exception is when the part has 

low volume, e.g. service or specialty vehicles.  However, a customer may 

specify certain 

PPAP

 requirements for service parts. 

6. Product produced after the tooling has been inactive for volume 

production for twelve months or more. 

 
· Suppliers shall use a warrant form that is compliant with the current version of the AIAG form.

· All applicable fields are to be completed by the supplier or marked ‘N/A’.
· Part revision shall be noted on “Engineering Change Level” line.

· For parts included on T-Panel drawings, the T-Panel number and T-Panel revision shall be noted on “Shown on Drawing No.” line.  Example:  T-45172/Rev 3.
· All level down T-Panel drawings will be included as well 

· Part weight shall be reported in kilograms per AIAG requirements.

· H-D does not currently require IMDS or ISO 11469-part markings. These sections should be marked as ‘N/A’.

· Submission Results (dimensional measurements, material and function tests, appearance criteria, and statistical process package) shall be checked as applicable. Indication of whether these results meet all design record requirements shall be checked as appropriate. The production process shall be described (i.e. 4-cavity injection mold, 5-station progressive stamping die, SMT electronic assembly and final module assembly, etc.).

· Production rate of pieces per hour shall be included in the declaration section of the warrant. This is the observed production rate from the PPAP run, and not the quoted production rate.

· Any clarifying statement to provide further details of the PPAP being submitted may be included in the Explanation/Comments section by the supplier.
· Consecutive PPAP Quantity run to be included and is expected to meet or exceed that which is requested on the PPAP Checklist.

· Warrant should be signed by a quality representative or appropriate representative associated with the quality department or the project manager. Sales Reps should not be signing PSWs. 

Design Record
· The submitted drawings should not be stamped as “preliminary” and shall be the authorized revision.  
· “Bubbled” drawings submitted with the dimensional report may satisfy the design record requirement; there is no need to submit two copies.  

· Submitted drawings must be completely legible, including all information in the title block. Submission of drawings that are in any way illegible is cause for PPAP rejection.

· H-D recognizes the following categories as Special Characteristics:

· Key Product Characteristic (KPC) (designated on H-D drawings by a closed diamond.)
· Product attributes (i.e. features, dimensions, specifications) which, if exceeding the tolerance or specification, could affect safe vehicle operation.
· Key Control Characteristic (KCC) (designated on H-D drawings by an open diamond.)
· Process characteristics for which variation must be controlled to some target value during the manufacturing process to ensure that variation of Key Product characterizes, or Significant Characteristics do not exceed their defined tolerance or specification.
· Regulatory Characterizes (RC) (designated on H-D drawings by an inverted, closed triangle)
· Product process requirements (i.e. features, dimensions, specifications) which, if exceeding the tolerance or specification, could affect compliance with government regulations or statutory requirements.
· Significant Characteristics (SC) (designated on H-D drawings by an ellipse with the letters ‘SC’)
· Product and/or process features that do not affect safety or regulatory requirements but could create an unacceptably high warranty condition or significant customer dissatisfaction. 
Authorized Engineering Change Documents (Enterprise Change)
· While AIAG allows a PPAP submission to an approved Engineering Change Notice (ECN), Harley-Davidson does NOT allow this. PPAPs shall only be submitted and approved to an authorized and released print.
Element 4: H-D Engineering Approval
· For decals and medallions, the supplier must submit evidence of final artwork proof approval by Harley-Davidson styling.

· For other specific requirements, sign-off format shall be agreed upon between H-D Engineering, Purchasing and the supplier and noted on PPAP Checklist.
APQP Documents:
· All APQP Documents must include the H-D part number, revision, revision date, description, and applicable model year(s). 
· The PFD, PFMEA and PCP must show linkage between all three (3) documents. This is accomplished by utilizing the same, identical operation numbers and process descriptions on all documents. The PFMEA and PCP must show the same operations in the same order as the PFD. 
· Only Tier 1 APQP documents are required.  Review/approval of sub tier APQP documents is the responsibility of the Tier 1 supplier and should not be submitted to H-D, unless specifically requested as an exception in the PPAP Checklist.
· When the DFMEA, PFMEA, Process Flow Diagram or Control Plan are considered proprietary by the supplier, Harley-Davidson may waive the submission of these documents in the PPAP package; however, these documents are still required to be reviewed and accepted by Harley-Davidson resources. The PPAP Proprietary Document Review Form, HC02.5.04.04 must be signed and placed in the PPAP submission in place of the documents. Supplier shall check “N” on the PPAP Checklist.

· Generic or “family” documents are not recommended and may not be used without prior approval. Generic or “family” documents shall never be used when there are KPCs or other special characteristics called out on the design record/print. 
Design FMEA

· Supplier is to provide DFMEA if supplier is design responsible.
· Generic DFMEAs are not acceptable. DFMEAs are part specific.
· Supplier will ensure that their DFMEA(s) are a living document, reviewed on a regular basis for improvement opportunities and/or re-visited during corrective action implementation to understand why design controls identified were not effective. 

· When addressing high Risk Priority Numbers (RPN), neither AIAG nor Harley-Davidson give specific RPN threshold values for triggering recommended actions. However, the supplier shall:

· Define their methodology for establishing RPN thresholds which trigger recommended actions.
· Be proactive and determine any recommended actions which reduce occurrence (OCC) or improve detection (DET) ratings through continuous improvement, design practices, design removal, etc.

· The recommended actions column of the DFMEA shall denote the actual actions taken with responsible name/target date/implementation date for items identified as needing improvement. New evaluation of Severity (SEV), Occurrence (OCC) and Detection (DET) ratings, as well as recalculated RPNs, shall be documented. For design elements where no recommended actions are identified, indication that the failure mode has been evaluated and that no further action is required shall be denoted.

Process Flow Diagram and Supply Chain Map
· The PFD will be reviewed to assure proper format and creation including:
· All processes (outside services, material receipt, etc.) to manufacture the supplied product.
· Documentation of any rework identified in the PFD, as applicable.
· Supply Chain Documentation may be included in the PFD or via a separate document.  For multi-tier submissions, the tier 1 supplier must show the tiered relationship explicitly, giving material/service supplied, company name and location for all sub-tier suppliers.  All sub-tiers, including tier 3 and below, must be divulged upon request
Process FMEA

· The PFMEA may be reviewed to assure proper format and creation including:
· Proper Failure Modes, Effects, Causes and Controls (Preventive and Detection).
· Inclusion of KPC, KCC, SC and CoP (RC) characteristics per drawing.
· Proper rankings (See tables in the AIAG PFMEA Manual).
· Generic PFMEAs are not acceptable. PFMEAs are part specific and should be in total alignment with all the associated APQP documents.

· Failure modes, causes, and effects should be very explicit and specific when relating to the process step being evaluated. Use of generic failure causes (i.e. ‘too hot’ / ‘too cold’) is discouraged in lieu of more descriptive failure causes (i.e. ‘process temperature above “200 °C’).

· Failure causes designated as ‘operator error’ are discouraged as these do not detail out the root cause of failure in manually performed manufacturing processes. Some examples of acceptable causes include, but are not limited to:

· Work instruction provided insufficient work detail.

· Manual process not poke-yoked against failure mode.

· Operator certification process provided insufficient training. 

· Incorrectly performed manual operation due to process not being poke-yoked against failure.
· For process failures which covers multiple operations (i.e. electrostatic discharge, rust, contamination, etc.) the supplier may use a single line item at the top or bottom of FMEA to describe failure mode, causes, effects and the systemic controls utilized. These failure modes shall be noted as applying to all operations.

· The AIAG FMEA Manual outlines two types of Process Controls to consider: 

· Prevention Controls:

· Eliminating (preventing) the cause of failure or failure mode from occurring or reducing its rate for occurrence. Examples such as ‘Operator Training’ or ‘Settings added to set-up instructions’.

· Detection Controls:

· Identify (detect) the cause of failure or the failure mode, leading to the development of associated corrective actions(s) or countermeasures. Examples such as ‘Torque Validation’ or ‘Angle sensor’ in a nut runner to detect cross-threading.
· When addressing high Risk Priority Numbers (RPN), neither AIAG nor Harley-Davidson give specific RPN threshold values for triggering recommended actions. However, the supplier shall:

· Define their methodology for acting on high RPN’s including the development of recommended actions.
· Be proactive and determine any recommended actions which reduce occurrence (OCC) or improve detection (DET) ratings through continuous improvement and poke-yoke studies.
· The recommended actions column of the PFMEA shall denote the actual actions taken with responsible name/target date/implementation date for items identified as needing improvement. New evaluation of Occurrence (OCC) and Detection (DET) ratings, as well as recalculated RPNs, shall be documented. For process steps where no recommended actions are identified, indication that the process step/failure mode has been evaluated and that no further action is required shall be denoted. 
· Supplier will ensure that their PFMEA(s) are a living document, reviewed on a regular basis for improvement opportunities and/or re-visited during corrective action implementation to understand why process controls identified were not effective. 

Process Control Plan

· The Control Plan helps assure quality is maintained in a process in the event of employee turnover by establishing a standard for quality inspection and process monitoring and to provide a high level linkage of the PFMEA to operator work instructions, standard procedures, inspection sheets and/or checklists. While it may be utilized in conjunction with such documentation, the intent of the Control Plan is to not replace detailed operator instructions.
· For the PCP, the supplier should understand the difference between Product characteristics and Process characteristics. Occasions should be extremely rare where Process characteristics are completely missing for a specific line item. The intent is that suppliers should, wherever possible, control product characteristics by controlling process characteristics. 
· The Control Plan will be reviewed to assure proper format and creation including:
· Proper Process and Product characteristics, including KPC, KCC, SC and CoP (RC) attributes
· Product/ Process Specifications and tolerances must be clearly defined.
· References to a work instruction are acceptable with review and approval by a H-D representative.  

· Work instructions shall be available upon request. 
· This should be clarified in the PPAP review form 
· ASTM References are also acceptable (i.e. material references or heat treat)
· Proper inspection and gaging methodology, including type and frequency utilized
· Proper utilization of known-good/known-bad master samples to confirm correct gage operation
· Proper Reaction Plans in place that include actions taken if a non-conformance is detected.
· When checking aids are in use, these should be explicitly identified in the PCP. “Explicit” identification consists of reference to the checking aid by its identifying gage number.
· Supplier will ensure that their PCP(s) are a living documents, reviewed on a regular basis for improvement opportunities and/or re-visited during corrective action implementation to understand why process controls identified were not effective. 
Measurement System Analysis

· Gages measuring Variable Data

· The default method for evaluating gages which measure variable data is the AIAG average-and-range or ANOVA method of Gage Repeatability & Reproducibility (GR&R).

· The evaluation shall be conducted with 10 parts and 3 operators, with each operator taking measurements 3 times (commonly referred to as a 10x3x3 study).
· The evaluation shall include parts which are outside the specification (above and/or below) of the parts being measured. At least 20% of the sample parts should reflect this out of specification condition. 
· Variable GR&Rs shall be evaluated based on the following:
· Acceptable GR&Rs shall be under 10%

· GR&Rs between 10%-30% requires customer approval signoff.
· GR&Rs above 30% is Unacceptable

· The number of distinct categories to be 5 or higher.

· Gages measuring Attribute Data

· At a minimum, evidence of agreement within appraisers and between appraisers shall be evaluated. 
· Attribute studies should meet the minimum requirements:

· Refer to the AIAG MSA manual for guidelines in determining the correct sample size.
· Study should have at least 30% of parts with known failure

· Study results should show 90% or more effectiveness in identifying a pass or fail part.
· Study cannot show any failed parts passing.
· Attribute study methods and acceptability criteria shall be discussed between the H-D PPAP Team and the supplier prior to issuing the PPAP checklist.

· Study methods and acceptability criteria for complex measurement systems (i.e. in-circuit test, burn-in test, automated optical inspection, vision systems, electrical functional testers, etc.) shall be discussed between the H-D PPAP Team and the supplier prior to issuing the PPAP checklist.

· Unless specifically being utilized to measure KPC, KCC, SC and/or CoP (RC) attributes, common measurement gages (i.e. micrometers, calipers, plug go/no-go gages, thread gages, multi-meters) are not required to have MSA performed/submitted. 

Dimensional Results

· All dimensional reports must include part number and revision.  
· The dimensional report should come from the PPAP run and the PPAP retained master sample should be one of the five samples utilized in the generation of the dimensional report.
· A minimum of five parts from each cavity is required for the dimensional report.
· All cavities of molds, patterns or dies must have dimensional results.

· For high-volume or high-complexity components, the number of parts per cavity requirement may be waived with alternate sampling plans specifically agreed to by H-D Engineering Manager.  Any alternate sampling plan shall be detailed in the PPAP checklist.

· Some examples of these instances might include:

· Molded plastic or rubber molds with a high (>20) number of cavities.

· Parts where multiple fixtures/nests are interchangeable on multiple machining centers.

· Dimensional report shall include the minimum of the following:
· Part Number

· Part revision

· Dimension/Specification/Note

· Tolerances 

· Measurement method

· Determination that each dimension meets requirement.

· Actual measurement results are required. Blanket statements of conformance (‘OK’, ‘Complies’, ‘Meets Specification’, etc.) are not acceptable, unless agreed upon.
· For multiple location dimensions (Ex: 6x R .20), results must be individually recorded.  These should not be recorded as a range or ‘typical’.

· Surrogate data is not acceptable and shall not be submitted. Any exception must be discussed between the H-D PPAP Team and the supplier and documented on the PPAP Checklist.
· For GD&T callouts, dimensional report shall include the measured Basic dimensions used to calculate the related control feature (true position, profile, etc.)

· The use of thread and plug gages should be identified in the dimensional report.

· The supplier shall meet all dimensional requirements. PPAP submissions with out of tolerance attributes will be rejected.

· Any out of tolerance dimensions should be communicated to the H-D PPAP Team Lead prior to PPAP submission along with action plan to correct tooling, manufacturing process, etc.

· Part scans may be used to report profile tolerances, as agreed upon between H-D Engineering, Purchasing and the supplier. 
· The minimum number of scans is 2 with exceptions to be approved by the Engineering Manager and noted in the PPAP Checklist.

· The scans should have the appropriate tolerances and clearly legible. 
· Scans need to reference the latest Part No. revision and date. 
· Per the Harley-Davidson Supplier Quality Assurance Manual, suppliers may be required to provide an annual layout based on performance.
Material/Performance Test Results
· All internal material and performance H-D specifications (ES, HC, etc.) and external specifications (ASTM, SAE, etc.) documented in design records require test reports per specification requirements.
· It is expected that the supplier completes all required testing per design record specifications prior to PPAP submission.

· The reports shall include:

· The H-D part number and revision level
· The specification/standard number, date and/or change level to which the part was tested
· The date the testing took place
· The quantity or amount of parts tested 

· The actual test results
· For material reports: the material supplier’s name

· For performance test reports: the lab name and accreditation performing the test. (Refer to AIAG PPAP Manual, Qualified Laboratory Documentation)
· Other report formats (Certifications, Certificate of Analysis, Certificate of Compliance, etc.) should be discussed between the H-D PPAP Team and the supplier.
· Surrogate data is not acceptable and shall not be submitted. Any exception must be discussed between the H-D PPAP Team and the supplier and documented on the PPAP Checklist.
· It is the expectation that the supplier completes all tests per all specifications. Any exception should be discussed between the H-D PPAP Team and the supplier and documented on the PPAP Checklist.
· The supplier shall meet all material and performance requirements. PPAP submissions without specification material or test results will be rejected. 

· Any out of specification material or tests shall be communicated to the H-D PPAP Owner along with action plan to correct. 

· Harley-Davidson keeps a list of approved testing labs which may be utilized for H-D specific testing. Suppliers should contact their H-D PPAP Owner for assistance in identifying and contracting with approved testing labs for any such testing.
Initial Process Capability
Default Requirements
Initial Process Capability reporting is required whenever KPCs, KCCs, SCs, or RCs have been identified in the design record, or any additional attributes defined by H-D representative. The current edition of the AIAG Statistical Process Control Manual should be referenced when conducting a capability study.  
· For calculation of process capability indices, AIAG recommends:

· At least 100 individual readings, minimum, based on 25 or more subgroups

· Collection and analysis of the data in the order produced using control charts
· Other alternate studies, quantities or statistical methods to be agreed upon with H-D PPAP Team.
· X-Bar & R Charts as well as histograms or other study documentation indicating process control shall be submitted. 
· H-D has the following capability index requirements for Special Characteristics:
· Key Product Characteristic (KPC)
· Supplier must exhibit > 1.67 Cpk 

· Key Control Characteristic (KCC)
· Supplier must exhibit > 1.67 Cpk
· Regulatory Characterizes (RC)
· Supplier must exhibit > 1.67 Cpk
· Significant Characteristics (SC) or other attributes defined by H-D representative.
· Supplier must exhibit > 1.33 Cpk
· If a process does not meet the appropriate Cpk requirements, 100 % inspection is required to be implemented and shall be documented in the Process Control Plan.
Qualified Laboratory Documentation
Default Requirements

When any PPAP testing (including dimensional verification) is performed by a third-party laboratory, other than supplier’s, the laboratory must be accredited for the tests performed by a recognized accreditation body. 

· The evidence required is a certificate of accreditation and a scope of accreditation that shows the tests the laboratory is qualified to perform. 
· In the United States, the primary laboratory accreditation body is the American Association for Laboratory Accreditation (A2LA).
· Certifications for other accreditation bodies should be verified with Harley-Davidson prior to utilization for testing.
· The requirement applies only when external third-party labs are utilized by the supplier for PPAP testing. This requirement does NOT apply to a supplier utilizing their own in-house testing.
· This element cannot be satisfied by, and should not include, supplier quality system registration certifications (i.e. ISO 9001, ISO14001, etc.).
· The lab accreditation certificate shall include:
· Accreditation certification date
· Accreditation certification expiration date
· The actual the date of testing must fall between the accreditation certification date and the certification expiration dates in order for test results to be valid for PPAP. In some instances, the laboratory report may include the appropriate certification numbers and expiration dates, which is acceptable.
· Harley-Davidson keeps a list of approved testing labs which may be utilized for H-D specific testing. Suppliers should contact their H-D PPAP Owner for assistance in identifying and contracting with approved testing labs for any such testing.
Cosmetic Validation Report (HC2.05.05.01)
Default Requirements
The supplier shall submit a completed and approved Cosmetic Validation Report whenever there are cosmetic requirements in the design record. This includes instances when a part has been zoned “D” all over or zoning is designated “As Manufactured.”  The requirement applies to all design record elements with cosmetic requirements, including sub components.  
· The supplier shall submit a completed Cosmetic Validation Report with random cosmetic samples selected from the PPAP run for review, approval and sign off.  
· Upon approval, the H-D PPAP Owner will send the signed form to the supplier for inclusion in the PPAP package.
· If cosmetic samples are rejected, the supplier will need to make process corrections per feedback provided and resubmit for approval.
· PPAP submission will not be approved unless full cosmetic approval is granted.
· Per HC2.05.05, a minimum of 2 samples are required. Any exceptions shall be discussed agreed to between the H-D PPAP Team and the supplier.
· CVR should be completed as early as possible in the development process and submitted prior to PPAP to prevent delays.
Sample Product  

Default Requirements

The supplier shall submit samples as requested on the PPAP Checklist.  There are two separate categories for submitted samples: Cosmetic and Pilot.  In either case, if samples are required for submission, the quantities required will be noted on the PPAP Checklist.  The Harley-Davidson PPAP Owner will provide routing information.
· This element should never be marked “R” on the checklist. By definition it refers to parts that must be submitted to H-D.  It should always be “S” because samples are required. 
· If supplier would like to receive a sample back, it should be noted at the time the PPAP Checklist is created and reviewed, along with the necessary information to return the part (name, address, etc.).

PPAP Master Sample
Default Requirements
The supplier must retain at least 1 sample part per cavity, mold, tool, etc., that is representative of the PPAP “significant production run.”  Master samples are to be identified with approval date.  
· The master sample is taken from the dimensional layout samples.
· This element should always be “R” on the checklist unless there are compelling reasons to waive the requirement.  H-D does not save or archive PPAP sample product.
· The master sample shall be held over the active production period and protected from degradation (rust, physical damage, etc.).  

· Master samples must be held for each cavity, mold, tool, etc. that has been PPAP approved.

· The supplier’s master sample should be available for review or to reference when part concerns arise.
· The master sample should be identified/tagged with details including approval date, part number, revision, cavity number, and approver.
Checking Aids

Default Requirements

The suppliers shall supply evidence that the checking aid agrees with part dimensional requirements. Checking aids must be included in the supplier’s gage control system and be under revision control such that when the design record changes, the requirements are reviewed for the possible need to update the checking aid and the revision level of the checking aid is advanced. 
· A checking aid shall be defined as a gage, fixture or other measurement aid that is designed and built specifically to check product characteristics for the part number being PPAP’d. This does not include common gages such as calipers, CMMs, micrometers, etc.
· This requirement applies to any checking aid, whether it is H-D owned or supplier owned. For H-D owned checking aids, requirements outlined in “Photograph of Tool” also apply.

· Utilization of any checking aid requires submission of an MSA report for the device.

· Utilization of the checking aid must be referenced on the warrant, the PFMEA, and the PCP.

· For multiple checking aids of the same design, unique identification numbers must be utilized to differentiate uniqueness (i.e. ‘Check-Aid-100-A’, ‘Check-Aid-100-B’, etc.).
· For each checking aid, the supplier may be asked to provide:

· A detailed drawing of the checking aid

· A dimensional layout for each checking aid (including multiples of same design). 

· Proof of inclusion in supplier’s calibration system.
· Measurement System Analysis for each checking aid included in Element 9.
· In the case where a matching checking aid will be provided to H-D, sign off will be required by an H-D representative.
Records of Compliance with Customer-Specific Requirements

· Photograph of Tool:  When the supplier is using new H-D owned tooling (molds, dies, etc.) The tooling must be identified in the PPAP submission in accordance with the requirements shown on the checklist. The photos should include the following:

· Picture of clearly showing Harley-Davidson ownership

· Picture of full tool.

· Picture of detail that produces part (cavity, station, etc.). This should include photos of the actual produced part located on or in tool cavity/station.

· Overall dimensions of tool shall be included with tooling photo documentation.
· Additional Requirements:  The area of the PPAP checklist used to document exceptions to the default requirements, if any, for each element.  It should generally not be used to document/clarify default requirements.  This section should also be used to document Family PPAP requirements.  Examples include, but not limited to:
· APQP documents from sub-tier suppliers

· Capability studies on additional attributes defined by H-D representative
· Use of surrogate data

Use of Parts without PPAP Approval:

When PPAPs are not approved prior to current production launch or a production level build event (PV, Pre-Production, MY launch), H-D will "authorize for shipment and use” of product via a Product Deviation Notice (PDN).   

· Duration of PDN will include allowance to ship and through use of product. 

· The PDN will be approved prior to shipment of product. 

· The Supplier will need to provide adequate data to show that the parts meet engineering requirements.

· At minimum, supplier shall provide:

· A copy of the H-D design record to which the parts were produced. 

· Process Control Plan that will be in use, until PPAP is approved. 

· Dimensional results of sample parts, or full layout of 2 pieces, as directed by H-D. 

· Test results as required by the design record.

Appendix I
AIAG Production Part Approval Process (PPAP) Manual, Table 3.1  

Appendix I
AIAG Production Part Approval Process (PPAP) Manual, Table 3.2  

Appendix II
Characteristics of Note for the Control Plan
Threads

Good manufacturing practice includes a check for thread form and feature size.  ASME B1.1 provides tables showing the appropriate tolerance ranges.
Internal Threads: Utilize a thread gage to verify pitch diameter and depth when necessary.  Utilize a pin gage to verify minor diameter.  
External Threads: Utilize a thread ring gage and micrometer.

Splines
Controlling splines before and after coating is important.  Hard gages are the easiest method; however, micrometers and pins or optical inspection systems may be used.
Default Requirements: 


It is expected that the supplier notifies Harley-Davidson of any planned changes to part design, process or site.  Refer to AIAG Production Part Approval Process (PPAP) Manual, Table 3.1 see appendix for examples. The supplier shall provide a PPAP submission and receive approval, as determined by Harley-Davidson, before shipment of production intent product. Refer to AIAG Production Part Approval Process (PPAP) Manual, Table 3.2 in appendix for submission situations.





Default Requirements: 


The tier I supplier must have a process in place to assure their supply chain understands all design record dimensions, specifications & requirements and the manufacturing processes, throughout their supply chain are meeting those requirements. It is expected that the supplier follows the PPAP requirements with their sub tiers.





Default Requirements: 


An PPAP shall be submitted electronically by the supplier.  All documents submitted shall be created and submitted in common, readable formats like MicroSoft Office or Acrobat.  The PPAP checklist, Warrant and its other files should be submitted in their original file format.  Secondary scans of the supporting/attachment files are not permitted. 








Default Requirements: 


H-D requires that a supplier creates and maintains all elements as part of the APQP methodology.  





Requirements for submission to Harley-Davidson to be based off of the component risk as understood during development and to be communicated through the PPAP checklist.  Harley-Davidson retains the right to change or increase the requirements through the product development cycle as needed based on change to the risk perceived by the product development team.  The Harley-Davidson PPAP Owner is responsible for creating and communicating the checklist or changes to that checklist to the supplier.  The supplier shall submit all elements per the PPAP checklist as requested.








Default Requirements:


Allows for one PPAP submission for several part numbers reducing the need to create and file numerous packages. The Harley-Davidson PPAP Team Leader designates a primary part number along with the related part numbers and documents on PPAP Checklist.





Default Requirements:


For all new part PPAP submissions, sample product and data for PPAP shall be taken from a significant production run with use of complete production facilities, equipment, tooling, gages, etc. The Significant Production Run shall be 1 to 8 hours of production run time and a minimum of:


150 consecutive parts >=10,000 EAU


50 consecutive parts for annual volumes 5,000 to 10,000 EAU


32 consecutive parts for annual volumes <5000 EAU





Default Requirements:


The supplier shall verify that all measurements and tests results conform to requirements per Harley-Davidson design records and associated specifications and that all supporting documents are complete and available via completion of a Part Submission Warrant. 





Default Requirements: 


The supplier shall submit all design record drawing elements.  This includes all sub components included on the assembly level print.  As applicable, supplier drawings shall be submitted if not part of Harley-Davidson design record.





Default Requirements


The supplier shall submit only to approved part revision levels





Default Requirements


Evidence of H-D engineering or Styling approval is required whenever such approval is specified on any relevant drawing.





Default Requirements


APQP documents are defined as the Process Flow Diagram (PFD), Design/Process Failure Mode and Effects Analysis (D/PFMEA) and Process Control Plan (PCP). 


APQP documents shall be compliant in format and creation with the current editions of the AIAG Advanced Product Quality Planning and Control Plan (APQP) and the AIAG Potential Failure Mode and Effects Analysis (FMEA) manuals. These manuals should be referenced for the methodology, creation and formats of Process Flow Diagram, D/PFMEA and Control Plan documents.


Assurance that all Key Product Characteristics (KPC), Key Control Characteristics (KCC), Special Characteristics (SC), and Conformance of Production (CoP) / Regulatory Characteristics (RC)





Default Requirements


If a design is supplier led, then the supplier is responsible for performing and maintaining an AIAG compliant DFMEA. The primary purpose of performing a DFMEA is to improve design as a "before-the-event" action.





Default Requirements 


The Process Flow Diagram describes the production process steps and sequence required to produce product per H-D specifications and requirements.  Supply Chain Map identifies critical sub tier suppliers within the entire supply chain.





Default Requirements


A PFMEA is required for all Harley-Davidson motorcycle vehicles and related products. The supplier is responsible for performing and maintaining an AIAG compliant PFMEA. The primary purpose of performing a PFMEA is to identify failure modes and their risks and developing appropriate controls to reduce risk.





Default Requirements


A Process Control Plan (PCP) is required for all Harley-Davidson motorcycle vehicles and related products. The supplier is responsible for performing and maintaining a compliant PCP. The primary purpose of the PCP is to document the functional elements of quality control that are to be implemented in order to assure that quality standards are met for a particular product or service. The intent of the control plan is to formalize and document the system of control that will be utilized.





Default Requirements


The supplier shall submit Measurement System Analysis studies for all new or modified gages and/or checking aids (see checking aid section notes or requirements). MSA reports must also be submitted on gages or checking aids used for monitoring KPCs (or other special characteristics).   The current edition of the AIAG Measurement Systems Analysis (MSA) Manual should be referenced when conducting an MSA.  





Default Requirements


The supplier shall provide dimensional reports for all design record elements that include all dimensions, all notes, all specifications and other requirements as noted on PPAP Checklist.  A numbered, bubbled print shall be submitted as part of the dimensional report.  Dimensional results are also required on all sub components included on assembly level prints. 





Default Requirements


The supplier shall submit material and/or performance test reports for all design record material and performance specifications.  Material and/or performance test reports are also required on all sub components included on assembly level prints.  All applicable Conformity of Production certificates must be submitted with a Harley-Davidson Certification Cover sheet.
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		3.1  Customer Notification

		The organization shall notify the authorized customer representative of any planned changes to the design, process, or site.  Examples are

		indicated in the table below.

		manufacturing process.

		submission is required unless otherwise specified.

												TABLE 3.1

		Examples of changes requiring notification												Clarifications

		1. Use of other construction or material than was used in the previously approved part if product.												For example, other construction as documented on a deviation (permit) or included as a note on the design record and not covered by an engineering change as described in Table 3.2, #3.

		2. Production from new or modified tools (except perishable tools), dies, molds, patterns, etc., including additional or replacement tooling.												This requirement only applies to tools, which due to their unique form or function, can be expected to influence the integrity of the final product.  It is not meant to describe standard tools (new or repaired), such as standard measuring devices, drivers

		3. Production following upgrade or rearrangement of existing tooling or equipment.												Upgrade means the reconstruction and/or modification of a tool or machine to increase the capacity, performance, or change its existing function. This is not meant to be confused with normal maintenance, repair, or replacement of parts, etc., for which no

		4. Production from tooling and equipment transferred to a different plant site or from an additional plant site.												Production process tooling and/or equipment transferred between buildings or facilities in one or more sites.

		5. Change of supplier for parts, non-equivalent materials, or services (e.g.: heat-treating, plating).												The organization is responsible for approval of supplier provided material and services.

		6. Product produced after the tooling has been inactive for volume production for twelve months or more.

		7. Products and process changes related to components of the production product manufactured internally or manufactured by suppliers.												Any changes, including changes at the suppliers to the organization and their suppliers to the organization and their suppliers that affect customer requirements, e.g., fit, form, function, performance, durability.

		8. Change in test/inspection method - new technique (no effect on acceptance criteria).												For change in test method, the organization should have evidence that the new method has measurement capability results equivalent to the old method.

		Additionally, for bulk materials:
9. New source of raw material from new of existing supplier.
10. Change in product appearance attributes												These changes would normally be expected to have an effect on the performance of the product.

										TABLE 3.2

		Requirement												Clarification or Examples

		1. A new part or product (i.e. a specific part, material, or color not previously supplied to the specific customer.)												Submission is required for a new product (initial release) or a previously approved product which has a new or revised product/part number (e.g. suffix) assigned to it.  A new part/product or material added to a family may use appropriate PPAP documentati

		2. Correction of a discrepancy on a previously submitted part												Submission is required to correct any discrepancies on previously submitted part. 

A "discrepancy" can be related to:    

• The product performance against the customer requirements
• Dimensional or capability issues 
• Supplier issues
• Approval of a p

		3. Engineering change to design records, specifications, or materials for production product/part number's).												Submission is required on any engineering change to production product/part design records, specifications or materials.

		Additionally, for Bulk Materials only:

4. Process technology new to the organization, not previously used for this product.

										TABLE I.3.3

		Requirement												Clarification or Example

		1. Changes to component level drawings, manufactured internally or manufactured by sub-contractors, that do not impact the design  record for the product supplied to the customer.												Changes do not affect customer fit, form, function, durability or performance requirements.

		2. Tool movement within the same plant (used in equivalent equipment, no change in process flow, no disassembly of the tool) or equipment movement within the same plant (same equipment, no change in process flow).												Based on lean manufacturing initiatives, some equipment is designed for mobility, i.e. on wheels with quick disconnects.  Cell configurations or location within a department may be changed without affecting process flow. No change made to process flow or

		3. Changes in equipment (same process flow with same basic technology or methodology).												Examples are new equipment, additional equipment, replacement, or change in equipment size.

		4. Identical gage replacement.												Gages replaced as part of a gage maintenance or calibration system.

		5. Rebalance of operator job content with no change in process flow.												Lean manufacturing allows for rebalancing job content to eliminate bottleneck issues.

		6. Changes resulting in reduced RPN on PFMEA (with no change to process flow).												Examples include added controls, increased sample size and frequency, and error-proofing installation.

		7. For Bulk Materials only:

Changes within the DFMEA (formulation range, packaging design) of the approved product. 

Changes within the PFMEA (process parameters).

Changes which do not significantly affect a Special Characteristic (including shift in t												These changes are within the products/process parameters previously defined and/or approved. Tracking by supplier is sufficient to assure continuous product performance in the defined application.
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		3.1  Customer Notification

		The organization shall notify the authorized customer representative of any planned changes to the design, process, or site.  Examples are

		indicated in the table below.

		manufacturing process.

		submission is required unless otherwise specified.

												TABLE 3.1

		Examples of changes requiring notification												Clarifications

		1. Use of other construction or material than was used in the previously approved part if product.												For example, other construction as documented on a deviation (permit) or included as a note on the design record and not covered by an engineering change as described in Table 3.2, #3.

		2. Production from new or modified tools (except perishable tools), dies, molds, patterns, etc., including additional or replacement tooling.												This requirement only applies to tools, which due to their unique form or function, can be expected to influence the integrity of the final product.  It is not meant to describe standard tools (new or repaired), such as standard measuring devices, drivers

		3. Production following upgrade or rearrangement of existing tooling or equipment.												Upgrade means the reconstruction and/or modification of a tool or machine to increase the capacity, performance, or change its existing function. This is not meant to be confused with normal maintenance, repair, or replacement of parts, etc., for which no

		4. Production from tooling and equipment transferred to a different plant site or from an additional plant site.												Production process tooling and/or equipment transferred between buildings or facilities in one or more sites.

		5. Change of supplier for parts, non-equivalent materials, or services (e.g.: heat-treating, plating).												The organization is responsible for approval of supplier provided material and services.

		6. Product produced after the tooling has been inactive for volume production for twelve months or more.

		7. Products and process changes related to components of the production product manufactured internally or manufactured by suppliers.												Any changes, including changes at the suppliers to the organizarion and their suppliers to the organization and their suppliers that affect customer requirements, e.g., fit, form, function, performance, durability.

		8. Change in test/inspection method - new technique (no effect on acceptance criteria).												For change in test method, the organization should have evidence that the new method has measurement capability results equivalent to the old method.

		Additionally, for bulk materials:
9. New source of raw material from new of existing supplier.
10. Change in product appearance attributes												These changes would normally be expected to have an effect on the performance of the product.

										TABLE 3.2

		Requirement												Clarification or Examples

		1. A new part or product (i.e. a specific part, material, or color not previously supplied to the specific customer.)												Submission is required for a new product (initial release) or a previously approved product which has a new or revised product/part number (e.g. suffix) assigned to it.  A new part/product or material added to a family may use appropriate PPAP documentati

		2. Correction of a discrepancy on a previously submitted part												Submission is required to correct any discrepancies on previously submitted part. 

A "discrepancy" can be related to:    

• The product performance against the customer requirements
• Dimensional or capability issues 
• Supplier issues
• Approval of a p

		3. Engineering change to design records, specifications, or materials for production product/part number's).												Submission is required on any engineering change to production product/part design records, specifications or materials.

		Additionally, for Bulk Materials only:

4. Process technology new to the organization, not previously used for this product.

										TABLE I.3.3

		Requirement												Clarification or Example

		1. Changes to component level drawings, manufactured internally or manufactured by sub-contractors, that do not impact the design  record for the product supplied to the customer.												Changes do not affect customer fit, form, function, durability or performance requirements.

		2. Tool movement within the same plant (used in equivalent equipment, no change in process flow, no disassembly of the tool) or equipment movement within the same plant (same equipment, no change in process flow).												Based on lean manufacturing initiatives, some equipment is designed for mobility, i.e. on wheels with quick disconnects.  Cell configurations or location within a department may be changed without affecting process flow. No change made to process flow or

		3. Changes in equipment (same process flow with same basic technology or methodology).												Examples are new equipment, additional equipment, replacement, or change in equipment size.

		4. Identical gage replacement.												Gages replaced as part of a gage maintenance or calibration system.

		5. Rebalance of operator job content with no change in process flow.												Lean manufacturing allows for rebalancing job content to eliminate bottleneck issues.

		6. Changes resulting in reduced RPN on PFMEA (with no change to process flow).												Examples include added controls, increased sample size and frequency, and error-proofing installation.

		7. For Bulk Materials only:

Changes within the DFMEA (formulation range, packaging design) of the approved product. 

Changes within the PFMEA (process parameters).

Changes which do not significantly affect a Special Characteristic (including shift in t												These changes are within the products/process parameters previously defined and/or approved. Tracking by supplier is sufficient to assure continuous product performance in the defined application.
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		3.1  Customer Notification

		The organization shall notify the authorized customer representative of any planned changes to the design, process, or site.  Examples are

		indicated in the table below.

		manufacturing process.

		submission is required unless otherwise specified.

												TABLE 3.1

		Examples of changes requiring notification												Clarifications

		1. Use of other construction or material than was used in the previously approved part if product.												For example, other construction as documented on a deviation (permit) or included as a note on the design record and not covered by an engineering change as described in Table 3.2, #3.

		2. Production from new or modified tools (except perishable tools), dies, molds, patterns, etc., including additional or replacement tooling.												This requirement only applies to tools, which due to their unique form or function, can be expected to influence the integrity of the final product.  It is not meant to describe standard tools (new or repaired), such as standard measuring devices, drivers

		3. Production following upgrade or rearrangement of existing tooling or equipment.												Upgrade means the reconstruction and/or modification of a tool or machine to increase the capacity, performance, or change its existing function. This is not meant to be confused with normal maintenance, repair, or replacement of parts, etc., for which no

		4. Production from tooling and equipment transferred to a different plant site or from an additional plant site.												Production process tooling and/or equipment transferred between buildings or facilities in one or more sites.

		5. Change of supplier for parts, non-equivalent materials, or services (e.g.: heat-treating, plating).												The organization is responsible for approval of supplier provided material and services.

		6. Product produced after the tooling has been inactive for volume production for twelve months or more.

		7. Products and process changes related to components of the production product manufactured internally or manufactured by suppliers.												Any changes, including changes at the suppliers to the organization and their suppliers to the organization and their suppliers that affect customer requirements, e.g., fit, form, function, performance, durability.

		8. Change in test/inspection method - new technique (no effect on acceptance criteria).												For change in test method, the organization should have evidence that the new method has measurement capability results equivalent to the old method.

		Additionally, for bulk materials:
9. New source of raw material from new of existing supplier.
10. Change in product appearance attributes												These changes would normally be expected to have an effect on the performance of the product.

										TABLE 3.2

		Requirement												Clarification or Examples

		1. A new part or product (i.e. a specific part, material, or color not previously supplied to the specific customer.)												Submission is required for a new product (initial release) or a previously approved product which has a new or revised product/part number (e.g. suffix) assigned to it.  A new part/product or material added to a family may use appropriate PPAP documentati

		2. Correction of a discrepancy on a previously submitted part												Submission is required to correct any discrepancies on previously submitted part. 

A "discrepancy" can be related to:    

• The product performance against the customer requirements
• Dimensional or capability issues 
• Supplier issues
• Approval of a p

		3. Engineering change to design records, specifications, or materials for production product/part number's).												Submission is required on any engineering change to production product/part design records, specifications or materials.

		Additionally, for Bulk Materials only:

4. Process technology new to the organization, not previously used for this product.

										TABLE I.3.3

		Requirement												Clarification or Example

		1. Changes to component level drawings, manufactured internally or manufactured by sub-contractors, that do not impact the design  record for the product supplied to the customer.												Changes do not affect customer fit, form, function, durability or performance requirements.

		2. Tool movement within the same plant (used in equivalent equipment, no change in process flow, no disassembly of the tool) or equipment movement within the same plant (same equipment, no change in process flow).												Based on lean manufacturing initiatives, some equipment is designed for mobility, i.e. on wheels with quick disconnects.  Cell configurations or location within a department may be changed without affecting process flow. No change made to process flow or

		3. Changes in equipment (same process flow with same basic technology or methodology).												Examples are new equipment, additional equipment, replacement, or change in equipment size.

		4. Identical gage replacement.												Gages replaced as part of a gage maintenance or calibration system.

		5. Rebalance of operator job content with no change in process flow.												Lean manufacturing allows for rebalancing job content to eliminate bottleneck issues.

		6. Changes resulting in reduced RPN on PFMEA (with no change to process flow).												Examples include added controls, increased sample size and frequency, and error-proofing installation.

		7. For Bulk Materials only:

Changes within the DFMEA (formulation range, packaging design) of the approved product. 

Changes within the PFMEA (process parameters).

Changes which do not significantly affect a Special Characteristic (including shift in t												These changes are within the products/process parameters previously defined and/or approved. Tracking by supplier is sufficient to assure continuous product performance in the defined application.
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