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1.0 SCOPE 

This document specifies requirements for a quality management system where an organization needs to: 

a) demonstrate its ability to receive product that meets ASTM D6751,  

b) blend biodiesel and distribute it, and 

c) address quality assurance through the effective application of the program, including processes 

for corrective action and the prevention of nonconformity. 

 

The requirements specified herein are applicable to fuel marketers in the biodiesel Industry.  The 

process control requirements are prescriptive, while the remaining clauses are descriptive. 

        

GUIDELINES  ~  The Intent 

The dictionary defines “scope” as extent of treatment, activity, or influence. It is recommended that 

each Certified Marketer include a scope section in their quality manual that defines the aspects of 

their operation covered by the quality management system.  The follow items are provided as tips to 

consider when developing the scope section of the quality manual:  

 

 The organization‟s scope defines what you are doing and the standards you are using to receive 

the ASTM D6751 biodiesel. 

 The scope should also include the customer base you are serving.  If you are blending to B99 or 

lower you should state the blends you are making and the target markets such as on-road or off-

road use etc.   

 Clearly defines that you will be in compliance with applicable regulations of the State or Federal 

laws. If you are in compliance with environmental or other voluntary standards beyond what is 

required, you may want to reference those.  

 The scope should include your business address or any other business locations or branches that 

are subject to your quality management system.  
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2.0 TERMS AND DEFINITIONS 

For use in this text, the following terms and definitions apply.  Note:  The word “shall” indicates 

mandatory requirements of this document.  The word “should” indicates a mandatory requirement with 

some flexibility allowed in compliance methodology.  Those choosing other approaches to satisfy a 

“should” must be able to show that their approach meets the intent of these requirements. 

 

2.1 ASTM: ASTM International, originally known as the American Society for Testing and Materials 

(ASTM), was formed over a century ago.  ASTM International is one of the largest voluntary 

standards development organizations in the world.  ASTM develops technical standards for 

materials, products, systems, and services. 

 

2.2 Biodiesel:  A fuel comprised of mono-alkyl esters of long chain fatty acids derived from vegetable 

oils or animal fats and meeting ASTM D6751, designated B100. 

 

2.3 Blend: A blend of biodiesel with fuel oils in a specified ratio, designated Bxx, where xx is the 

volume percent of biodiesel. 

 

2.4 External Laboratory:  A third party laboratory that the biodiesel organization can use to test 

product samples.  

 

2.5 Internal Laboratory:  A laboratory that is operated or managed by the biodiesel organization. 

 

2.6 Marketer:  An entity engaged in the business of the distribution and sale of biodiesel and/or 

biodiesel blends of B2 or greater. 

 

2.7 NBAC: The National Biodiesel Accreditation Commission is an autonomous committee of the 

National Biodiesel Board that oversees and directs the BQ-9000 program. 

 

2.8 Organization:  A producer or marketer of biodiesel or biodiesel blends. 

 

2.9 Producer:  An organization involved in the production of B100 through assets under their direct 

control or through a tolling arrangement.  Producers can either sell B100 or biodiesel blends 

of B99 or higher. 

 

2.10 Quality Manual:  A document that describes the elements of the quality program used to assure 

that the requirements of this document are met. 

 

2.11 Quality Program:  The organizational structure, responsibilities, procedures, processes and 

resources necessary to manage quality. 

 

2.12 Verification:  Confirmation by examination and provision of objective evidence that specified 

requirements have been fulfilled. 
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GUIDELINES  ~  The Language        
Every business has their own understanding of words or phrases for their work place.  This section, 

along with additional words in the glossary and in the acronym sections, defines many of the words 

and phrases used in the biodiesel industry. Remember that biodiesel production is unique when 

compared to many other businesses.  You may have terms and definitions that need to be explained so 

that others you deal with can understand your business. These sections are not inclusive. 
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3.1 NORMATIVE REFERENCES 

The following references contain provisions which, through reference herein, constitute provisions of 

these requirements.  All referenced documents are subject to revision, and all those applying these 

requirements are required to apply the most recent editions of the references indicated below.
1
 

 

ASTM D396: Standard Specification for Fuel Oils 

 

ASTM D975: Standard Specification for Diesel Fuel Oils 

 

ASTM D1298:  Standard Test Method for Density, Relative Density (Specific Gravity), or API 

Gravity of Crude Petroleum and Liquid Petroleum Products by Hydrometer Method. 

 

ASTM D4052:  Standard Test Method for Density and Relative Density of Liquids by Digital Density 

Meter 

 

ASTM D4057:  Standard Practice for Manual Sampling of Petroleum and Petroleum Products. 

 

ASTM D4176:  Standard Test Method for Free Water and Particulate Contamination in Distillate 

Fuels (Visual Inspection Procedures) 

 

ASTM D6751:  Standard Specification for Biodiesel Fuel Blend Stock (B100) for Distillate Fuels.
2
 

 

ASTM D7371: Standard Test Method for Determination of Biodiesel (Fatty Acid Methyl Esters) 

Content in Diesel Fuel Oil Using Mid Infrared Spectroscopy (FTIR-ATR-PLS Method) 

 

ASTM D7467: Standard Specification for Diesel Fuel Oil, Biodiesel Blends (B6-B20) 

 

Form BQF-1: BQ-9000 External Laboratory Verification 

 

 

GUIDELINES  ~  Required External Documents 

These documents are your methods and guidelines for testing and tolerance levels for producing 

B100. Someone in your organization must be responsible for understanding these tests and have the 

ability to perform (or have an external laboratory perform) them as required. These documents will 

also become a controlled external document that will be described in element 4.4.  

 

 

NOTE: The Auditor will verify the organization‟s ability to maintain current versions of the ASTM 

test methods and specifications and, if needed, other external documents related to the testing. 

 

                                                 
1
 ASTM documents are available from: ASTM International, 100 Barr Harbor Drive, West   Conshohocken, PA 19428-

2959, www.astm.org 
2
 Any approved alternative test methods listed in ASTM D6751 are acceptable for use in this program. 
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3.2 INFORMATIVE REFERENCES 

The following reference is included as bibliographic information which may contain material useful 

in the application of this requirements document.  Excerpts from this reference were used in the 

development of the requirements in Appendix A. 

 

ISO 9001:19943  Quality Management Systems – requirements 

 

 

GUIDELINES  ~  Where did BQ-9000 come from? 

The BQ-9000 requirements were initially modeled after the ISO 9001:1994 standards.  ISO stands for 

the International Organization of Standards who establishes quality standards for manufacturing and 

business applications that are used world-wide. If you would like more information, go to 

www.iso.org. You must include the BQ-9000 version you are referencing and any other standard(s) 

that you may be using to develop your Quality Manual.  

 

 

                                                 
3
 International Organization for Standardization (ISO). This material is reproduced from ISO 9001:1994 with permission 

of the American National Standards Institute (ANSI) on behalf of ISO. No part of this material may be copied or 

reproduced in any form, electronic retrieval system or otherwise or made available on the Internet, a public network, by 

satellite or otherwise without the prior written consent of the American National Standards Institute, 25 West 43rd Street, 

New York, NY 10036. All ISO documents are available through ANSI‟s online electronic standards store at 

http://webstore.ansi.org. 

http://www.iso.org/
http://webstore.ansi.org/
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4.0 DOCUMENTATION REQUIREMENTS 

The quality management system documentation shall include: 

a) documented statements of a quality policy 

b) a quality manual 

c) documented procedures required by the BQ-9000 Program 

d) records required by this standard 

The organization shall establish and maintain a documented quality management system containing    

provisions which explicitly or by reference, include the requirements contained in this document.  

The organization shall implement the newest revision of the BQ-9000 Marketer Program 

Requirements into their quality management system within 90 days of the effective date of the latest 

revision.  The organization shall notify the NBAC when these quality system changes have been 

made. 
 

 

GUIDELINES  ~  Documenting your quality management system 

Documentation is the written material that describes the various parts of your Quality Management 

System (QMS) as listed on the previous page.  The documented procedural items listed below are 

required by this standard.  The term “documentation” is used to cover the range of different types of 

documents that are listed in items a - d.  You may find it desirable to develop additional documents 

that describe parts of your Quality Management System for both your own organization and other 

parties that you deal with.  This guidance document covers the required information for the quality 

manual. Any additional documentation that you add, beyond what is required, will be included in the 

audit. You are now structuring a formalized quality management system that will be recognizable by 

the parties that you deal with. 

 

Item a):  The quality policy will be covered in element 4.2. 

Item b):  The quality manual will be covered in more detail in element 4.1. 

Item c):  This standard requires you to have certain documented procedures.  A documented 

procedure is a procedure which is available in a reproducible form, such as a written 

statement or section of your quality manual, and which is controlled as indicated in element 

4.4. You must ensure that the following are included in documented procedures: 

 4.3 Quality System Procedures (this list is not inclusive) 

 ~ 4.3 Operational requirements with work instructions 

 ~ 4.4 Document Control 

 ~ 4.5  Control of records 

 ~ 5.2 Internal Quality Audits 

 ~ 5.3 Management Reviews 

 6.1 Production Lots 

 6.2 Inspection and Testing 

BQ-9000 Marketer Requirements 
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 9.3 Blending Tank or Truck Homogeneity 

 10.1 Nonconforming Product 

 10.2 Corrective and Preventative Action 

 

NOTE: These are the only elements where the existence of a documented procedure is a specific 

requirement.  A best management practice would be to generate and use documented 

procedures at any point in your Quality Management System where the absence of that 

document may cause a non-conformance (either product or system-related).  

 

 

Item d): Records are discussed more in element 4.5.  Records that must be on file include (this list 

is not inclusive):   

 5.2 Internal Audit 

 5.3 Quality management Review 

 6.1.c Calibration of laboratory equipment 

 6.1.d Training in the laboratory 

 6.1 g External Lab test results 

 6.2.2 BQF-1 form 

 7.3 Certificates of Analysis 

 7.1 and 7.2 COA’s (and other records) Received with biodiesel 

 7.3 Commingling Cloud Point Records 

 8.2 Inspection and Testing functions 

 8.3 Storage Tank Homogeneity Records 

 8.4 30 day Tank Testing Records 

 9.2 Homogeneity Test Records from blend tanks or trucks 

 10.1 Nonconforming product 

 10.2 Corrective and Preventative Actions 

 Any record or form that may need a historical view 

 

 

Auditors assigned to conduct document reviews and onsite audits will verify that 

you have documentation representing all items a – d and that the directives in those 

items have been completed.  An auditor will also verify: 

 that you have identified and defined each of the requirements, 

 that you have assigned responsibilities for each, 

 that you have methods to implement and maintain each, 

 and that your methods are effective. 
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4.1 QUALITY MANUAL 

The quality program shall be documented in a quality manual, which meets the requirements herein 

including the means to ensure that B100 conforms to ASTM D6751, is appropriately blended, and 

meets any customer specific requirements.  The quality manual shall include or make reference to 

quality system procedures. 

 

GUIDELINES  ~  Write down what you do 

The quality manual is a key component of your documented quality management system.  It 

represents a comprehensive view of your system and normally provides a “road map” of your system.  

Very often it will contain brief descriptions of the organization‟s processes that satisfy the 

requirements of the applicable clauses of the BQ-9000 standard.   
 

A lot of your documentation, including your quality manual, can be developed by writing down or 

formalizing what you already do.  You can use the quality manual to provide the overview or road 

map of your quality management system.  You must include in the Quality Manual how you will 

implement elements listed: 

 1.0 the scope of your business 

 2.0 Terms and Definitions 

 3.0 References 

 4.0 Documentation Requirements 

 5.0 Management Responsibility 

 6.0 Laboratories 

 7.0 Receipt of Product 

 8.0 B100 Storage 

 9.0 Fuel Blending and Distribution 

 10.0 Remediation Elements 

 a description of your organization, such as an organizational chart  

If any of the listed requirements are not included in the quality manual, it is acceptable for the quality 

manual to indicate where they may be found.  You may also reference external documents provided 

by others, such as equipment operator manuals and other materials.   
 

A best management practice within the quality manual is to include an explanation of the interaction 

between the individual processes covered by the quality management system.  This may be achieved 

by means of flow charts, schematic representations, or a cross-reference matrix.  If these interactions 

can be seamless (almost as if they were one and the same), value will be added to the process and the 

end-user will benefit from the credibility of the system. 
 

You may want to use your quality manual as a marketing tool.  If the quality manual is to be shown to 

outsiders, be careful not to include anything confidential.  You are free to choose whichever format for 

the quality manual you consider most appropriate for your business. 
 

Elements 4.4 and 4.5 indicate that all documents within the Quality Management System must be 

controlled. This includes the quality manual.  The term “controlled” means that you have a system for 

the writing and approval of documents.  
 

A best management practice is to make use of a matrix or checklist to cross-reference between your 

quality manual and the requirements in the Standard to ensure you have not missed anything. This will 
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also serve as a guideline to other people reading your quality manual (e.g. customers, businesses 

contracting production, or certification/registration bodies).   
 

The point to emphasize is that the quality manual should be a working document and not just a 

showpiece to impress customers.  Whether you write your quality manual or hire a consultant, you 

should provide the majority of input into its content.  You can refer to other examples of quality 

manuals, but without input from your own staff, it will be difficult to develop a Quality Management 

System that effectively meets the needs of your organization. 

 
 

The auditors will carefully review your quality manual during the “desk audit” to 

confirm that it includes references to required documented producers. The auditor 

will determine whether the quality manual is properly controlled, and whether the 

existence and location of the quality manual has been communicated to the 

organization. The auditor will use the quality manual as a map and will sample the 

system to verify that the reference documents and other items are consistent. The 

auditor will verify that everyone listed as receiving a copy of the quality manual 

actually has a current controlled copy in their possession.  

 

 

4.2 QUALITY POLICY 

A quality policy shall be defined and documented which includes the objectives for and commitment 

to quality.  The quality policy shall be related to the business goals of the biodiesel operation and the 

expectations of its customers.  The quality policy shall be invoked throughout the biodiesel operation 

and understood by all levels of personnel. 

 

 

GUIDELINES  ~  Establishing your quality policy 

A quality policy should include the 3 c‟s:  

 commitment to quality 

 context for quality objectives  

 customers‟ requirements (relating your organization‟s objectives to them) 

Element 4.2 requires you to document a quality policy.  Your commitment to quality should describe 

your overall vision of what quality means to your business and to your customers.    

 

Top management‟s commitment to quality should be visible, active, and effectively communicated.  

When the owner or your organization‟s leader signs the quality policy, it demonstrates top 

management‟s commitment and dedication to the Quality Management System. Like the rest of your 

management system, quality objectives are living documents that will be revised as needed.  These 

objectives can be reviewed during quality management review meetings (element 5.3), and therefore 

will need to be controlled (element 4.4). 

 

All employees need to understand the quality policy, how it affects them, and their role in the quality 

management system.  Your top management needs to decide how this understanding will be achieved. 

 

Internal communication of the quality policy can be accomplished by a variety of methods, including 

training, distribution of wallet cards, posting on bulletin boards (office/plant areas), hanging banners, 

or displaying stickers on hard hats.  The version of the quality policy you communicate, regardless of 
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method, must always be consistent with the current version you have published as part of your 

Quality Management System (normally in your quality manual). 

 

Many organizations are becoming bilingual.  If an organization has members who speak English as a 

second language, the quality policy (and other documented components of the quality management 

system) must be communicated and implemented by the issuance and control of documents written in 

their primary language and/or by the use of competent translators. 

 

 

Auditors will assess your quality policy by confirming that it includes the required 

components and that it has been implemented across the organization. Your overall 

quality policy may be broad, but it must also address specific areas of quality that 

affect your customers and product. 

 

Each employee must be able to describe the quality policy and its key components.  

They should be able to briefly discuss how their job supports the quality policy.  It is 

perfectly acceptable for the employee to retrieve their wallet card or look at a posted 

correct version of the policy during an audit interview. 

   

It is important that your quality policy be reviewed as your business or marketing 

strategies change.  It is possible that individual quality specifications may change, 

while your overall quality objectives remain the same.  Your quality policy needs to 

call attention to these changes and the process for reviewing needed changes should 

be addressed at Management Review meetings.  

 

 

4.3 QUALITY SYSTEM PROCEDURES 

Documented Quality System Procedures (QSPs) shall be prepared that describe the process to be 

employed for determining and documenting how operational quality requirements will be met and be 

consistent with the requirements herein.  Procedures shall make reference to work instructions that 

define how an activity is performed. 

 

 

GUIDELINES  ~  Documenting what you do 

Documentation includes mandatory written and documented procedures and other work instructions 

such as specifications, records, etc. Documents are the materials that will guide and communicate the 

application of your quality management system to your employees.  Documents are also controlled 

(element 4.4). 

 

The important issue is that you and others who work in your business have the information they need 

to do their jobs. Some common terminology related to documentation is: 

 work practices, work procedures, or work instructions 

 operating practices, operating instructions, or operating procedures 

 production schedules 

 preferred supplier lists (people you buy inputs from) 

 specifications, (ASTM standards)  

 production contract specifications 
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Many of these terms describe procedures or jobs as you have typically performed them.  You are 

merely formalizing these as part of your general quality management system documents.  It would be 

helpful to try to look at your production or marketing operation from an outsider‟s point of view, as 

one who knows nothing about this type of an operation. 

 

Documentation should indicate, to the extent necessary, who does what, where, when, why, and how. 

It should not be a wish list of what you would like to happen in your business, but should clearly and 

accurately reflect what really happens.  

 

You must decide how much detail is needed. This will depend largely on the methods used, the skills 

needed, the training undertaken and the extent of supervision required.  Excessive detail does not 

necessarily give you more control of the activity and should be avoided.  Whenever possible, be brief 

in your narrative.  Training can reduce the need for overly detailed documentation, providing that 

everyone has the information they need to do their job correctly. 

 

It may be adequate to simply reference existing documentation in the quality procedure manual.  For 

instance, the typical training and certification required for operations can be referenced in your 

Quality Management System documentation as part of your plan. 

 

Remember, documentation is legitimate in any reproducible form and can vary significantly, ranging 

from separate formal documents, flowcharts, or technical notes incorporated into a drawing, to a 

complete instruction manual for equipment.  Documentation can also be in pictorial or video form.  

Visual aids such as graphics, video, or a simple set of pictures can often convey the information more 

accurately than a lengthy detailed description, and also can serve as effective additions to your 

documentation for quality management. 

 

 

NOTE: Be aware that Standard Operating Procedures (SOP) and Work Instructions (WI) or 

checklists are controlled documents. External documents that are used for program 

procedures are also controlled documents.  Control of documents is discussed in element 4.4. 

 

 

Designing the quality management system and the preparing documentation will need to involve 

everyone who works in your business, to the extent that each can contribute, so that procedural details 

reflect actual work practices.  The more that you involve your employees, the better their 

understanding and sense of ownership in the quality management system will be. 
 

Be particularly careful when changing employee responsibilities and/or titles within the organization.  

Changes in responsibilities or job titles that impact the Quality Management System must be updated 

and reflected consistently throughout all documentation.   
 

 
Auditors assigned to conduct procedure reviews will be looking to see that you have 

documentation representing all procedures (as required by the standard and/or that 

affect the quality of your product) and that the directives in those items have been 

completed.  An auditor may verify whether:  

 you have identified and defined each of the processes, 

 you have assigned an individual(s) responsibility for each process, 



This Document Applies to Revision 5 of the BQ-9000 Marketer Requirements - August 1, 2009 

 

Printed copies of this document are uncontrolled  Page 15 of 48

  

 you have identified the linkages between the quality manual, quality procedures 

and work instruction, and 

 you have implemented effective methods. 

 

 

4.4 DOCUMENT CONTROL 

The quality program shall contain provisions for maintaining and controlling BQ-9000 quality 

program related documents and records.   Document Control shall have at least the following: 
 

a) A method of identifying the current document; such as revision letter, a revision date, or an 

effective date on each page of the document.   

b) A “Document Status” form that lists all documents in the Quality System, the current revision of 

each document as defined in a) above and the effective date of the revision.    

c) A distribution list of those in possession of your Quality Manuals. 

d) A method for controlling the distribution of new and updated sections of your Quality System 

Document.  This should include a mechanism to remind the recipients to destroy the copy of the 

obsolete documents.  This is particularly important where forms are copied in advance of use. 

 
 

GUIDELINES  ~  Providing people with the information they need 

Element 4.4 is really about the development and maintenance of your quality management system 

documents for your own organization‟s use.  The documents for your system need to be well-written 

to begin with, but they must also be updated, as necessary, to fit the activities of your business as both 

your management system and the business evolve.    

 

Document control is making sure that the documents being used are the correct ones.  This is important 

so that management and employees have the correct and current information needed to do the job right 

the first time. Documentation should be readily available at the work area of the person using the 

instructions.  

 

The term document is used to define the information contained in various media, such as written 

documents, computer hard disks, diskette, or CD-ROM, video, audiotapes or graphic posters.  

Documents define your quality management system and how your processes of management work.  

Records show that you have actually done something, recorded certain information, or met a 

particular requirement.   

 

The requirement for control of documents is applicable to both internal and external materials.  

Internal documents include items such as the quality manual, all Quality System Procedures (QSP‟s), 

Work Instructions (WI‟s), quality policy communications, and other forms related to the Quality 

Management System.  All of these internal documents must be published and distributed at the 

current revision level.   

 

External document control is clearly required for the normative references related to ASTM test 

methods as identified in element 3.1 at the beginning of this BQ-9000 Standard.  The BQ-9000 

Standard will most likely be revised in the future, and therefore is also subject to compliance with 

external document control requirements.  
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It is the responsibility of the organization to develop and implement processes that ensure current 

revisions of these externally generated documents are available and utilized.  This means that if the 

revision levels of the normative references or the BQ-9000 standard (or similar external documents in 

use by the management system) change, the company must realize the change and update what it is 

using (i.e. internal documents) to define its processes. 

 

The following points of discussion reflect best practices that will support a strong document control 

system.  The document control guidelines and procedures must meet the requirements in a – d of 

element 4.4. 

 

Adequacy and Approval 
Someone (or a logical combination of several individuals) in your organization needs to determine 

that your documents are adequate.  In other words, do they fit what you do and the way you do it?  

The person who will be responsible for the review and approval of a document‟s revisions should be 

clearly identified for each document.  A best management practice is for both the “process owner” 

and the Quality Management Representative to be identified as the “Reviewers and Approvers” of a 

document.  The approval(s) should be included in a record that is related to the revision and should 

„tie‟ into the issue date of the revision. 

 

Removal of Obsolete Documents    
It is very important that obsolete documents are removed from use.  If an old document is saved for 

some reason it should be properly marked (best practice would be: “Archive – For Reference Only”) 

showing that it is no longer current.  Forms and records are considered documents.  It is very 

important that, when a form is revised, all available copies of the form available for use are located 

and destroyed.  It is not unusual (and it is understandable) that employees will make multiple copies 

of a form they use regularly to save time. If these copies of the form are used after the revision of the 

form is made, a non-conformance will result. 

 

Document Revision 

Computers readily facilitate document changes and updates.  Changes can be made quickly and easily 

in a computer-based document control system. A best management practice is limiting the ability to 

revise documents to only a few members of your company (usually by granting them “rights” to edit 

electronic documents).  The balance of the members of your company would have “read-only” rights 

and would, therefore, be unable to make unauthorized changes to documents.  Each person‟s 

particular computer access should be defined so that all changes are properly authorized.  Another 

choice is to have password-controlled access linked with the date of approval.  If this idea is used, it is 

very important that the passwords not be shared or written down because that could potentially lead to 

unauthorized access and changes.  Computer changes to any document should update an embedded 

date/time within the document to indicate when it was last revised.  Each version is usually 

differentiated by the revision date and/or the revision level (usually identified by a letter, beginning 

with “A” and proceeding through the alphabet).  The information that identifies a document‟s correct 

version is usually found in the “header” at the top of each page.  The header usually includes 

document title, document number, and other key identifying information. It is important that all 

document revisions are communicated to any employees affected by the change, and additional 

training provided, if necessary, to ensure the quality of your products or services is not compromised.  

It does no good for you to properly revise and update documents in your system if you do not 

communicate those changes effectively to those in your system that need to know! 

 

The importance of this element cannot be overstated.  Imagine the ramification if a customer 

complains of an error due to the use of obsolete work instructions, and business is lost because of a 

non-controlled document.  
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It is very wise to keep the number of document copies to a minimum and to record the location of 

each copy so that they may be controlled and replaced when changes are made.  A logbook or 

computer record must show date of changes and distribution of documents by location, brief 

description of the change and effective date.  

 

An auditor will review your document control system and its effective 

implementation by evaluating the above items.  Auditors will look closely to see that 

you have thought through your document control procedures and have a systematic 

method to meet these best practices.  In quality management systems, document 

control traditionally accounts for more than half of the noncompliance found during 

audits.   
 

The auditor will review the most current Document Status Form (DSF) and, 

randomly, sample documents in your QMS to it to confirm that the data in the DSF 

is correct. 
 

The auditor will ask members in your plant (all areas) to show how they access the 

documents they use to do their jobs.  This can include both documents and forms.  

Whether your system is paper-based or electronic, the auditor will observe work 

areas and check to see that any posted documents or forms in use are at the current 

revision level. 
 

The auditor will also assess how you control external documents, such as ASTM test 

methods, and what processes you have in place to ensure the most current 

documents are available and implemented.  

 

 

4.5 CONTROL AND RETENTION OF RECORDS 

Records shall be established and maintained to provide evidence of effective implementation, 

operation, and compliance of the organization‟s quality system.  Records shall be retained for a 

minimum of two years.  Records shall be legible, identifiable and accessible. The storage of quality 

records shall be done in a manner that ensures record integrity 

 

 

GUIDELINES  ~  Managing your records 

Records exist in all companies.  The records of your quality management system, just as those of your 

financial system, payroll system, and production system, provide you with information to help you manage 

your business effectively.  Records show that you have actually done something, recorded certain 

information, or met a particular requirement.   
 

Decisions regarding the retention of records may be as important as the generation of the records themselves. 

It is important to develop a system that will generate the required records and then retain them in an easily 

retrievable fashion.  At the same time, as records pass their stage of usefulness, they should be identified and 

disposed of.  Only keep what needs to be kept.  Records should not be kept just to satisfy an auditor. 
 

The generation and retention of records for your quality management system can be incorporated into other 

systems such as financial, payroll, and production.  Whether your records are paper or electronic, a 

systematic methodology for storage and retention is important for each set of records.  Electronic records 

should be backed-up on a separate medium.  Extremely important paper records require protection from fire 

and weather damage. A best management practice is to maintain a documented matrix that identifies required 

records and lists important information about each record.  
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Auditors will be concerned with both your record keeping system(s) and with 

specific records themselves.  The ease of retrieving records can likely be put to the 

test during an audit.  During an audit, you may be required to look for records that 

are not normally used in the everyday course of business.  Many people in your 

business may be involved in the generation, storage, and retention of records.  The 

auditor will look for evidence that shows how you do this.    
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5.1 QUALITY MANAGEMENT REPRESENTATIVE 

A quality management representative (QMR) shall be appointed and, irrespective of other duties, 

shall chair quality management review meetings, ensure that a quality program is established and that 

it meets the requirements herein, report on the performance of the quality program, and ensure that 

the most recent version of the quality documents are made available to personnel. 

 

 

GUIDELINES  ~  Who looks after the Quality Management System? 

The Quality Management Representative (QMR) will normally act as the organization‟s representative 

to the registration auditor as well as the NBAC office in advance of, during, and following the audit.  

This will include providing needed materials for the auditor to complete during the desk audit.  It will 

also include coordination of all activities that occur in support of the complete audit process. The QMR 

will perform the following functions:  

 review and accept, or suggest, changes to) the proposed audit schedule, 

 advise the auditor regarding any safety or other relevant issues applicable to the site, 

 escort the auditor while onsite, to ensure the auditor‟s safety and to provide access to necessary 

areas or information needed to complete the audit, 

 coordinate corrective actions taken in response to audit nonconformance.   

This element directs you to assign someone the responsibility and authority for the quality management 

system.  In a business the size of most biodiesel production companies, this person will most likely 

have other duties as well.  The importance of the commitment to responsibilities related to the quality 

management system cannot be underestimated.  The success of the system is dependent upon having 

someone at the management level who takes this responsibility seriously.  

 

If your operation has more than one location operating under one quality management system, there 

should be only one person assigned with overall responsibility for the system at all locations. 

 

Remember that customer needs are the primary focus of your quality management system.  The QMR 

needs to communicate this to all the employees in the organization.  The QMR may not have personal 

contact with the customers, but must know the customers‟ needs and ensure that employees are 

provided with necessary information to meet those needs.  

 

An auditor will look to see that all items under element 5.1 have been addressed.  

This will normally include: 

 Official appointment of the Quality Management Representative (QMR) and 

communication of this appointment to the organization by posted memo, 

distributed email, or inclusion of this responsibility in a Job Description.  A 

record of the “appointment” must be maintained. 

 Evidence that the QMR chairs the Quality Management Review meetings.  The 

QMR normally maintains the records of these meetings. 

BQ-9000 Marketer Requirements 
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 Quality Management Review meeting minutes document that the QMR 

regularly reports on performance metrics of the quality program, including 

delivery, quality performance, and customer satisfaction . 

 Implementation of an effective document control system that ensures all 

personnel receive the current (most recent) version of the quality manual and 

supporting documentation. 

 

 

5.2 INTERNAL QUALITY SYSTEM AUDITS 

The organization shall develop and implement a system for performing internal quality audits.  

Internal quality system audits of each element of the quality system shall occur at a minimum of once 

per year to verify that the organization‟s operations comply with the requirements stated in its quality 

management system, and to determine the effectiveness of the quality program.  Audits should be 

performed by persons other than those responsible for the area being audited.  Audit frequency 

should be increased when audit results indicate that increasing frequency would be beneficial.  Audit 

results shall be presented to personnel responsible for the audited area, and cited nonconformities 

shall be resolved in a timely manner as defined in documented procedures.  The audit process, 

nonconformance reports, corrective action plans, and effective corrective action shall be included in 

internal audit records. 

 

 

GUIDELINES  ~  Are you doing what you said you would do and does it work? 

An internal audit is conducted by an external consultant or an internal resource and provides critical 

information regarding the “health” and effectiveness of the Quality Management System. 

 

The goal of an internal audit is to collect and organize relevant information from a variety of sources 

and compare it to your QMS objective to confirm that things are being done properly.  QMS 

objectives will be identified in your quality manual, documented procedures, quality plans, 

monitoring and measuring schedules, and other documents. 

 

Even for a biodiesel business, where familiarity with the day-to-day activities is the norm, a properly 

conducted audit can be beneficial. You should use internal audits to look at your business objectively 

and to confirm that the quality management system is helping you achieve quality objectives and 

comply with accreditation standards. 

 

The audit process should provide evidence, documented or otherwise, that confirms your quality 

management system is performing as intended. It is not sufficient to simply perform an overview.  

This will not supply a proper basis or adequate supporting evidence that the quality management 

system is operating satisfactorily. 

 

How should you conduct the audit?   

Internal audits should be conducted in an organized manner.  Random sampling is often used to evaluate 

the actual effectiveness of the quality management system.  This means that a representative portion is 

examined to determine the overall effectiveness of a specific procedure.  For example, records for the 

testing of a finished fuel might be sampled randomly over a long period of time, or they could be 

sampled from a single month that was chosen at random. 
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The audit process should include: 

 planning the audit (e.g. audit schedule, assignment of auditors, scope of audit). 

 reviewing the relevant quality management system documentation. 

 reviewing other relevant information including production reports, failure trends, and customer 

complaints. 

 conducting the audit by observing the actual work processes, reviewing records, interviewing 

members, and comparing the responses to the QMS documentation. 

 reporting the results. 

 verifying that corrective actions (element 10.2) identified from the previous audit have been 

effectively implemented. 

 

How frequently do you need to perform internal audits? 

Internal audits must be scheduled and performed at least annually to assess your operation‟s quality-

related activities against the requirements of the Standard. The following factors should be considered 

in determining and managing the specifics of audit activities: 

 Are there any complex procedures or processes which would justify individual audits on a more 

frequent basis? 

 How mature is your quality management system? 

 Have changes occurred in business activity or in customer needs that would require more frequent 

audits? 

 Are there any processes, procedures, or activities which have a history of problems? 

 In a mature production and marketing environment, one complete audit may be sufficient.  In 

newer or less stable environments a more frequent internal audit requirement might be 

appropriate. 

 

Reporting the results of internal audits 

A written report or summary of each internal audit must be developed.  The report should describe the 

audit process, identify any nonconformance items, and provide corrective action plans.  The audit 

record does not need to be complex.  If the previous audit recommended or required an action to be 

taken, the current audit must address how effective the change was.  This information must be 

recorded. 

 

What use should be made of the results of internal audits? 

The results of internal audits must be included as an input to your management review.  Because an 

internal audit identifies nonconformities and inconsistencies, you will need to develop the necessary 

corrective actions (element 10.2) and then implement them. You will need to establish an acceptable 

timeframe for the corrective actions to be implemented, so that continued occurrences of the detected 

problems can be avoided or minimized.  Nonconformities related to product quality must be 

addressed immediately.  The questionable product(s) must be quarantined according to your 

nonconforming product procedure (element 10.1), with corrective actions initiated (element 10.2).  

These audits are for your internal use to help you manage and improve your quality management 

system.   
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Who should conduct your internal audits?  

Auditors should be independent of the work or processes being audited; however, they may be from 

the same work area or department. Another approach could be to seek the cooperation of another 

biodiesel plant, biodiesel marketer, consultant, or ISO registered company in which one entity could 

provide the internal quality audit activity for the other. This may prove attractive if there is a good 

relationship between the businesses.  An internal auditor should have a good understanding of the 

BQ-9000 standards and be objective in their approach to the process.  The organization may develop 

their own internal audit guidelines or use the auditor checklist.  Providing your internal auditor with 

training in internal auditing procedures may also be appropriate.  

 

 

The external auditor will review records of completed internal audits, the audit 

schedules, and other supporting records as defined in your procedures to confirm: 

 that the audits occurred at least once per year (Note that a full cycle of internal 

audits must be completed and submitted for management review, following 

system implementation and in advance of the registration audit, 

 that the audits cover each element of the system, 

 that consideration has been given to the principle that the the frequency of the 

reviews (audits) should be increased when review indicates that increasing 

frequency would be beneficial”, 

 that consideration has been given to the (should) requirement that “audits be 

performed by persons other than those responsible for the area being audited.” 

Be prepared to justify auditor selection. 

 that “review” results were presented to personnel responsible for the reviewed 

area, 

 that cited (issued) nonconformities result in corrective actions that resolve the 

problem in a timely manner as defined in the written procedures. 

 

 

5.3 QUALITY MANAGEMENT REVIEW 

Quality management review meetings shall be held at least once every six months.  Records shall be 

kept of the review meetings.  The input to management review meetings should include information 

on the following: 

a) results of Internal Quality System Audits 

b) customer feedback 

c) process performance & product conformity 

d) status of preventive and corrective actions 

e) follow-up actions from previous management reviews 

f) changes that could affect the quality management system 

g) recommendations for improvement 
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GUIDELINES  ~  Is your quality management system working? 

The quality management system should be reviewed on a regular basis. Reviews are required every 

six months but can be conducted more often if top management requests it, or if  problems are found 

with the system.  When changes are planned or being implemented, more frequent review periods 

may be beneficial.  In biodiesel production or marketing operations, the initiation of new contracts or 

new customers into the business may result in the need for a review. 

 

A consistent approach should be taken for both the review methods and the frequency of review. 

Input for the meeting should include items a) through g) above.  Additional considerations are: 

 relevance of the quality policy and objectives to current needs. 

 how the quality management system is working and whether objectives are being met. 

 

All individual problems and nonconformance issues should be dealt with as they occur.  Waiting for 

management review could cause both internal and external problems.  The management review 

process is intended to verify whether the same problems re-occur.  If there are critical continuing 

problems, this may signal a system breakdown and may indicate the need for an unscheduled 

management review of the system.  Changes may be indicated for corrective action and customer 

satisfaction. 

 

It is easy to be consumed by everyday activities and problems.  Sometimes, management needs to 

look for “big picture” trends in the industry to effectively determine which actions to take next.  Is the 

Quality Management System: 

 suitable – Does it still fit its purpose? 

 adequate – Is it still sufficient? 

 effective – Does it still achieve the desired results? 

 

The Quality Management Review is an opportunity to analyze the QMS data and information 

collected since the previous meeting. Trends may be identified that indicate changes are needed.  

Other considerations are: 

 training needs 

 supplier problems 

 equipment needs and maintenance 

 the work environment and infrastructure 

 

This review will help to identify the issues that are totally within your scope of control and those 

governed by outside influences.  The answers to the above questions can also help you further 

improve or enhance quality, strategic, and business plans already in place.  Your Quality Management 

System is an important part of the overall guidance structure for your business.  Each component of 

your overall business system should be evaluated at each management review meeting to review of 

progress, clarify current status, and determine future needs. 

 

Some problems will be identified that may be completely eliminated by your corrective actions while 

others will require continuous monitoring.  Improvements that eliminate problems present an 

opportunity to review the nature and level of inspection controls.  Do you need more or less 

inspections?  Are there new methods of inspection or testing that can take you to higher levels of 
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quality?  Is your old process still needed or can you save time and money by modifying it or adopting 

other methods?  This is the basis and true benefit of the principle of continuous improvement. 

 

On the other hand, if the rate of complaints, discounts, or rejections continues or increases in an area, 

it should be documented, along with the suggested actions that will be implemented, to improve 

conditions or resolve problems. 

 

 

NOTE: The method used for your management review can be tailored to your business practices or 

management style and will normally consist of formal face-to-face meetings with an agenda, 

minutes, and formally identified action points (preferred).   

 

 

It is important that adequate time be allowed for all parties involved to provide input.  This should be 

quality, uninterrupted time.  Records shall be kept that address all points discussed in the review, 

together with any action to be taken, and specific target dates designated.  Records must reflect the 

required inputs (a-g) as well as other items brought to the table for consideration.  Since follow-up 

actions from previous meetings are a required input (e), the output of the meeting (i.e. minutes or 

records) must clearly define the “who, what, when” of actions defined at the meeting.  
 

The records may be in any form that suits your business style.  A written record such as minutes or 

reports should be a part of your permanent records.  All people affected by these reviews should be 

included in communications.  

 

 

An audit of the Quality Management Review could be fairly extensive.  Your 

management review indicates your commitment to not only the development of a 

quality management system, but also to maintaining a system that continually 

improves.  Changes in business and customer needs are commonplace in the 

biodiesel industry.  These changes will almost always influence the effectiveness of a 

Quality Management System.  The adjustments may be large or small, but the 

recognition of these changes during the management reviews will be important to 

auditors.  The auditor will certainly: 

 examine the records of the management review to confirm that all of the 

required inputs were included in the meeting. 

 verify that outputs of the meeting include any defined actions with clear 

designation of responsibility. 

 look to see if the quality management representative chaired the meeting. 

 confirm that the meetings have occurred at least once every six months and 

more frequently if the management system documentation requires. 

 confirm that the meeting is attended by appropriate representation of top 

management and department managers. 

 

The auditor may also interview top management with a particular focus on the 

results (and perceived benefits) of management reviews.  
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 6.1 LABORATORY PRACTICES 

Internal and external laboratories used by the organization shall implement the following practices. 

a) Shall have copies of the current ASTM D6751 specification and of the test methods for the test 

being conducted in the laboratory. 

b) Shall have all the required equipment and standards that are required for the testing that is being 

conducted in the laboratory. 

c) Shall calibrate the equipment and standardize reagents at least as frequently as required by the 

methods for testing product to D 6751 specifications.  If there is not a requirement for 

calibrations, then a lab specific schedule shall be established for each test method used by the 

laboratory.  Calibrations and standardizations shall be documented. 

d) Shall have a training program that demonstrates competencies for testing product to D 6751 

specifications. 

e) At least once every four months, a laboratory shall execute a documented program to verify that 

their testing results are accurate by sending duplicate samples out to an independent laboratory, 

purchasing and testing standards, or participating in an ASTM (or equivalent) biodiesel cross- 

check program. 

f) Shall determine, collect, and monitor appropriate data to demonstrate the effectiveness of the 

testing performance. 

g) Shall maintain records that indicate test results that were produced by an external laboratory. 

h) Analytical results shall reference the test method specification. 

 

GUIDELINES  ~  Management of the Laboratory           

This element deals with one of the most important parts of your quality management system. It 

provides you information and confidence that you are doing things right. This element will touch all 

the production employees in one way or another. To meet this element, people working in or with the 

laboratory should have a complete understanding of BQ-9000.   

 

Laboratory personal must: 

a) Must have current copies of the ASTM specifications and testing methods. Elements 4.4 and 4.5 

address how they must maintain and control all internal and external documents (and records.)  

b) Laboratory equipment that is required for the ASTM procedures must be in place. Equipment that 

is not used for ASTM should be identified and marked as such. If your organization is using 

equipment or methods that exceeds ASTM standards, reference to or approval should be done 

prior to any internal or external audit and identified as such for the operator and auditor. 

c) All laboratory equipment and standardized reagents used for conducting ASTM testing must be 

calibrated according to ASTM standards. When the requirement is not present, you must set up 

your own schedule. Check with the laboratory equipment supplier for recommendations. 

Documentation must be done of the calibration and frequency of calibration on each piece of 

equipment used for any ASTM test.   

BQ-9000 Marketer Requirements 
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d) All personnel that are using laboratory equipment for testing for ASTM D6751 standards will 

need to have a training program. This program should have some method of validating 

competency of the employee and re-validation as determined by common practices for laboratory 

personal. Evidence through a certificate that states name, date and what they are competent in 

should be a part of your records.  

e) Every four months the laboratory must follow its own documented program to validate the 

laboratory results with an approved external laboratory. Care must be taken to use an approved 

laboratory. You must have a completed Form BQF-1 from the external lab for conformation and 

keep this as a record. It may be wise to visit lab, if practical, to review their procedures to make 

sure they are compatible with your methods and personal. If you will be using the ASTM Cross 

Check Program to validate laboratory results, monitor the schedules to be sure your participation 

will meet the “every four month” requirement. 

f) Methods for collection and use of “appropriate” data will need to be determined. Statistical 

process control, spread sheets, or charts can be used to maintain data. You may also want to use 

this data in quality management review meetings to show effectiveness.   

g) As with all other records required by your QMS, records related to laboratory practices must be 

kept (according to element 4.5) for at least 2 years. 

h) Test results must be analyzed and referenced to the specific test, and cross- referenced to the 

ASTM test method. This may be done in various ways, such as simple spreadsheets, statistical 

process control methods, word documents, or other forms. The auditor will look for evidence of 

analysis.  

Note that External Laboratories are no longer required (by the BQ-9000 requirement documents) to 

retain samples.  You may, however, determine that you wish to include that in your conversations and 

negotiations as you select one or more external laboratories to support your biodiesel operations.  

 

 

An auditor may spend a good portion of their time in the laboratory area. They will 

review items a – h, and spend time interviewing and observing personnel. The 

auditor will review training records and methods used by the laboratory staff to 

analyze its test results and data. The auditor will review BQF-1 form(s) and 

interview appropriate external lab personnel to verify their understanding of testing 

requirements, equipment operation and calibration, and retains.   

 

 

6.2 LABORATORY AUDITING PROTOCOL 

6.2.1 Internal laboratories 
Internal lab audits shall be included as part of the Internal Quality System Audit (see 5.2). 

 

6.2.1 External laboratories 

Organizations using external laboratories shall receive from the external laboratory a completed and 

signed form BQF-1 with supporting documentation indicating their compliance with the requirements 

specified in 6.3.  This form shall be completed annually by the external laboratory and shall be 

retained by the organization for a minimum of two years. 

 

 

GUIDELINES  ~  Laboratory Audits 

The organization laboratory will require an internal audit by personnel who understand the laboratory 

yet maintain an impartial view of the lab. Impartiality is critical to performing an objective laboratory 
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audit. Having confidence to issue CAR‟s and PAR‟s (element 10.2) for the laboratory will help 

strengthen the lab and reassure your customers that the biodiesel is being tested properly. Laboratory 

personnel will need to understand element 10.1 fully in regard to nonconforming products.  
 

BQF-1 forms must be available to complete and keep as records (element 4.5).  External laboratories 

must be reviewed annually to make sure they are performing to your standards as well as those of 

ASTM.  Biodiesel marketers should require enough objective evidence regarding the external 

laboratory‟s compliance with section 6.2 requirements to be confident that the external laboratory is 

actually doing the things they have committed to on BQF-1. 

 

 

Auditors will review records of the internal and previous external audits for the lab. 

They will be looking at CAR and PAR to evaluate your ability to find problems and 

take action to address them. They will interview laboratory staff and internal 

auditors assigned to the lab.  
 

Auditors will also check that you are monitoring the external labs to ensure they 

complete the BQF-1 forms annually and according to correct procedures.   
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7.0 RECEIPT OF PRODUCT 

A marketer has four purchase options when marketing biodiesel: 

a) The marketer can purchase biodiesel from a BQ-9000 Producer. 

b) The marketer can purchase the biodiesel from a non-BQ-9000 Producer and verify that testing has 

been performed to produce a valid COA.  See 7.2.  (See Appendix A). 

c) The marketer can purchase the biodiesel from a BQ-9000 Marketer. 

d) The marketer can purchase biodiesel from non BQ-9000 Marketer and verify that testing has been 

performed to produce a valid COA.  See 7.2.  (See Appendix A). 

The Marketer shall document from whom the biodiesel fuel was purchased, their BQ-9000 status and the 

amount of fuel received.  The marketer shall only accept product transfer documents that include an EPA 

registration number. 

In any case, a representative sample of the product shall be taken and retained for a minimum of 60 days.
4 
 

This sample shall be tested per ASTM D4176 (Procedure 2, Maximum value of 2). 

GUIDELINES ~ Receipt of product in general 

The identity of the entity from whom you purchase the biodiesel fuel from could be a purchase order 

or other document related to the purchase.  With regards the documentation of the status of the you 

can find that information on the www.BQ-9000.org website (use the links in the panel marked 

“Companies” to “BQ-9000 Producers” or “BQ-9000 Marketers.”  It is recommended that the status of 

the seller be noted in your records at the time of the purchase and, if possible, on the date of the 

scheduled delivery.  (Companies may, for various reasons, be removed from “approved” status from 

time to time.)   

 

The EPA registration number on the transfer documentation should be circled and initialed by your 

receiving personnel.  If no EPA registration number is indicated on the transfer documentation, your 

receiving personnel must not begin to unload the biodiesel.  They must contact a member of 

management to assist in resolving this matter as quickly as possible.   

 

The representative retain sample must be taken, clearly identified (including date received) and 

retained for a minimum of 60 days.  The completion of the ASTM D4176 test should be conducted 

prior to unloading if possible to avoid potential quality concerns.  Records of this test must be 

maintained for a minimum of two years.  If material is received on your behalf by another party 

(organization or Surveyor) that party is responsible for retaining the sample and conducting the 

ASTM D4176 test.  It is your responsibility to make sure that they are aware of and meeting these 

responsibilities. 

 

                                                 
4
 Retained samples (“retains” shall be kept in an environmentally appropriate location to avoid spillage of the sample for 

the period of time being retained.  In most cases, retention of at least one liter of fuel should be sufficient.  If it is 

anticipated that cetane number will need to be tested from the retained sample, then an additional liter of fuel may be 

needed. 
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A best management practice would be to develop a set of critical control points for the unloading 

operator to check, and then maintain records of that inspection. These records should be treated as 

control documents (element 4.4 and records 4.5). 

 

Sampling and handling of retains should follow the established procedures (element 8.2).  Samples 

and retains must be clearly labeled and identified and stored in an environmentally appropriate 

location.  

 

Have a conversation with your laboratory experts (internal and/or external) to determine the optimum 

location to locate your retain sample storage as mentioned in “footnote 4.”  Considerations should 

include temperature variation, maximum temperature, protection from light, protection from 

tampering, stable labeling systems and sample amounts as mentioned in the footnote (#4). 

 

NOTE: A COA (as defined by the NBAC in element 8.4 of the Accredited Producer Standard) shall be 

generated for each production lot and shall contain a unique lot identifier. When full specification 

testing has been performed on a lot, the COA shall contain a listing of the complete actual results.   

 

Full specification testing (as defined in element 8.3.1 of the BQ-9000 Producer Standard) shall 

include testing for each of the limits defined in ASTM D6751 and the following: 

 

Property  Test Method  Limits 

Visual appearance ASTM D4176 Procedure 2 2 max  

 

Only qualified personnel will be able to perform testing (element 7.3.d).  Records of the testing and 

frequency must be kept.  

 

The auditor will verify that procedures are clearly defined for identifying product 

and for disposition of product that does not meet specification. They will verify that 

nonconforming product and corrective action processes were initiated, if 

appropriate, either internally or with suppliers and carriers. Have these processes 

been completed and if so, were they effective?   Training records for members 

involved in the review of the COA data and/or conducting the testing may be 

sampled. 

 

7.1 PRODUCT RECEIVED FROM BQ-9000 PRODUCER OR MARKETER 

If product is received from a BQ-9000 Producer or Marketer, the BQ-9000 Marketer may accept the 

COA or other documentation demonstrating that the product met the limits of the tests conducted by 

the biodiesel producer and off-load directly into a distribution tank. 

 

GUIDELINES ~ Product received from BQ-9000 PRODUCER OR BQ-9000 MARKETER
    

Your organization will need to determine criteria for accepting Biodiesel from registered BQ-9000 

Producers and/or Marketers.  Will you recognize and utilize their COA or create your own based on 

provided data?  All of the above “general” guidelines and requirements must be met. 

 

The auditor will be checking your procedures for accepting ASTM D6751 

specification biodiesel from BQ-9000 Producers and/or Marketers, as well as 

confirming that samples are taken and retained.  

 

Does the organization review the COA (or similar documentation) data, prior to 
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unloading, to verify that it meets ASTM D6751 specifications?  

 

 

7.2 PRODUCT RECEIVED FROM PRODUCER OR MARKETER NOT BQ-9000 

Product received from a producer or marketer that is not BQ-9000 certified shall have certificate(s) of 

analysis showing that the tests were performed by either an independent lab or the BQ-9000 

Marketer‟s internal lab to verify that the product meets full ASTM D6751 specifications (current 

revision). 

 

GUIDELINES ~ Product received from PRODUCER OR MARKETER not BQ-9000 
  

In this situation, the organization must confirm that the product meets full ASTM D6751 

specifications.  A properly trained member of the organization must complete this review and 

authorize the unloading.  The authorization should be indicated by an approval “signature” on the 

receiving documentation or similar record. 

 

When receiving product from a producer or marketer that is not BQ-9000 certified, it is important that 

the laboratory work be accurate.  A best management practice would be to request a completed BQF-

1 form, for the laboratory, for review prior to receipt of the product and COA. 

 

By interview and review of records, the auditor will check to verify that the 

organization has reviewed COA (or similar documentation) data, prior to 

unloading, to verify that received biodiesel met ASTM D6751 specifications?  

 

The auditor will be checking your procedures for accepting ASTM D6751 

specification biodiesel from BQ-9000 Producers and/or Marketers, as well as 

confirming that samples are taken and retained. The auditor will verify that ASTM 

D4176 tests were performed on the retains and that the tests met specifications. 

 

 

7.3 COMMINGLING OF B99 OR B100 FUEL SHIPMENTS OR LOTS 

Once the requirements of Section 7.1 or 7.2 have been met that indicate the fuel has been tested and 

has met the specification limits of the tests conducted, the fuel shipments or lots can be commingled 

with other verified lots of fuel.  The cloud point of the commingled products shall be reported as 

either: 

 

1) The highest cloud point of the products being commingled or 

2) The measured cloud point of a representative blend 

 

The cold soak filterability shall be stated as either: 

1) Meeting the higher of the 360 or 200 second filterability time limits of the products being 

commingled or 

2) The measured cold soak filterability of a representative blend 

  

GUIDELINES ~ Commingling   

Your documented procedures must indicate how you will report the cloud point of commingled 

product.  This could be either or both of the above methods.  Remember that fuel quality must be 

verified to required specifications prior to commingling.   
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If you will measure the cloud point of a representative blend, a procedure must be in place for the 

blending process.  Remember to perform the homogeneity test initially to ensure that the blending 

process is yielding representative and homogeneous samples.  Records of the testing that yields this 

data must be retained for a minimum of two years. 

 

It is recommended that the blended sample be tested per ASTM D4176 (Procedure 2, maximum value 

of 2) and that the sample be retained for a minimum of 60 days.  

 

 

The auditor will check your procedure to confirm whether you have selected to use 

one or both (1 and 2) methods to report commingled cloud point.  The auditor will 

then verify that you have reported commingled cloud point per your procedures.  

Did you generate representative samples per a verified (homogeneous) procedure?  

Were all measure values for cloud point within specification? 

 

 

7.4 B99 OR B100 TANKS WITH MULTIPLE POSITION HOLDERS 

In a situation where a marketer distributes product from a tank where companies other than the 

marketer lease space, the position holders in the tank shall purchase product using the same 

guidelines in Sections 7 – 7.2 

 

GUIDELINES ~ Multiple Position Holders   

It is the responsibility of the registered marketer to ensure that all position holders in tank with 

multiple position holders meet the requirements of Sections 7 – 7.2.  This can include contractual 

agreements, the use of audit processes at the tank farm or the position holder or other verification 

methods.  Records of this verification process must be maintained by the marketer for at least two 

years. 

 

 The auditor will sample the records that the marketer has retained to verify that 

this requirement has been met.  This can include, as applicable based on the 

procedures of the management system(s) in place the sampling of COA‟s, 

agreements in place regarding the tank and interviews with tank farm personnel 

and management. 

 

 

 

7.5 DIESEL FUEL AS A BLEND COMPONENT 

Since ASTM D975 and ASTM D396 specifications permit biodiesel fuel to be supplied with up to 

5% biodiesel content, the Marketer shall know whether the diesel fuel or fuel oil used in the 

Marketer‟s blending operations contains any percentage of biodiesel.  Since the diesel fuel and fuel 

oil certificates of analysis may not contain information on the amount of biodiesel in the purchased 

diesel used for blending, the Marketer shall determine the biodiesel content through testing or by 

specifying the biodiesel content in the purchase contract. 
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8.1 B99 or B100 Storage and Distribution Tanks 

All B100 storage and distribution tanks should be dedicated to biodiesel service.  If a tank is changed 

from some other service to biodiesel storage, the tank should be drained dry, cleaned, and then 

inspected.  The inspection shall be documented. 

 

GUIDELINES ~ Dedicated Tanks          
Your organization should define criteria for “drained dry”, “cleaned”, and “inspected” procedures. 

Procedures to identify whether a tank is dedicated to biodiesel should be established.  Necessary 

process changes should be identified in the event that the tank is not dedicated to biodiesel.  Examples 

of best management practices include:  

 Define the procedures to drain, dry, and clean your tanks, ensuring all safety regulations are met.  

You should research and strictly follow all OSHA and other safety-related regulations regarding 

confined tank spaces!  You must keep records of these inspections.  

 Inspections are your responsibility (element 8.2).  Determine whether or not you will perform 

maintenance or other tasks while tank is empty, and whether you other equipment around the tank 

such as feeder lines or pumps should also be checked.  

 Procedures should be identified for documenting all information, including checklists, written 

procedures, and authorizations. The records of this information are considered to be controlled 

documents and should be stored in an appropriate and accessible place (element 4.5).  

 

 

Auditors will sample records that show your procedure for draining, cleaning and 

inspection.   

 

The auditor may also look for evidence that you maintain tanks dedicated to 

biodiesel, and how you address tanks that are not dedicated to biodiesel service.  

 

 

 

8.2 B99 or B100 Storage Tank Sampling and Testing 

Inspection and testing functions associated with the verifying that specified product requirements are 

being met shall be defined in documented procedures.  Such procedures shall include the types of 

inspection and testing performed and the records established by same.
5
  

 

The procedures for final inspection and testing shall require that all specified inspection and tests have 

been carried out and that the results meet specified requirements.  The procedures for final inspection 

and testing shall, at a minimum, meet the requirements specified in Section 8.  A procedure for control 

of nonconforming product shall be employed (see 10.1) when a lot fails to pass a required inspection or 

test. 

 

                                                 
5
 Organizations should check with their laboratories to determine the optimal volume of fuel needed for testing the 

product and for acceptable shipping containers and procedures. 
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GUIDELINES  ~  When you measure and report the result of your process            

Element 8.2 specifically addresses the requirements related to the sampling and testing of product in a 

B100 storage tank.  This must be done by the use of documented test processes which are specifically 

based on the “normative references” in element 3.1 of the BQ-9000 Standard.  

 

The organization must create and implement documented procedures that define the use of current 

versions of the normative references (ASTM test methods).  It is the responsibility of the organization 

to develop and implement systems that will assure that the utilized procedures governed by ASTM or 

other standards are current.  The documented procedures must identify the records that will support 

the sampling and testing processes.  The procedures must clearly state that the results of the testing 

shall meet the specified criteria which are clearly defined in the normative references.   

 

The organization may arrange to have the testing conducted internally by its own employees using 

test equipment and other materials provided by itself, or externally by a competent third-party 

laboratory.  The relationship with an external laboratory must be clearly defined in a contract in 

which the organization requires the laboratory to conduct the required (current normative references) 

tests, at a specified cost, in a timely manner.  The laboratory must be required to issue a Certificate of 

Analysis (C.O.A.) and forward it to the organization.  A best management practice would be for the 

laboratory to email a “PDF” file of the test results to the organization. 

 

The testing of “in-process” materials is not governed by the standard. Good manufacturing practices 

would normally require that the organization monitor its process in a way that assures the process is 

behaving in a controlled manner, and also that it will yield a finished product which satisfies the 

required testing. 

 

Whenever a nonconforming material is identified, while either “in-process” or as a finished good, that 

material must be prevented from unintended use or shipment.  Please refer to the discussion in 

element 10.1. 

 

Have a conversation with your laboratory experts (internal and/or external) to determine the optimal 

volume of fuel needed for testing as mentioned in “footnote 5.”  Considerations should include the 

type of tests to be conducted, the nature of customer requirements related to testing, and DOT 

requirements for the shipment of the materials. 

 

 

The auditor will look to see that the required documented procedures have been 

created and that the organization manages the process to stay current. Test 

procedures must be current and reflect the current revision of the normative 

references (ASTM and other methods.)  
 

Regardless of who does the testing, the auditor will want to sample and review 

records to compare the output results from the testing to the defined, acceptable 

criteria in the normative references.  
 

The auditor will carefully examine the records to see if any nonconforming 

conditions have been identified as a result of the tests.  If this is found to be the case, 

the auditor will continue to follow this issue to determine whether nonconforming 

material processes were implemented, that the material was properly segregated, 

and its disposition identified. 
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8.3 B99 or B100 Tank Testing 

If a biodiesel storage tank has no activity (no shipments out) for 30 days, product shall not be shipped 

from the storage tank until an outlet sample, or a representative sample of the produce according to 

ASTM D4057 is taken.  The sample shall be tested for water and sediment per ASTM D4176 and for 

Oxidation Stability per ASTM D6751.  If the sample fails to meet specification, the production lot 

shall be isolated and the procedures for the control of nonconforming product shall apply. 

 

GUIDELINES  ~  Tank Testing 

The organization must be able to show that the requirement (ASTM D4057), regarding tank sampling 

has been satisfied for tanks showing no activity (no shipments out) for 30 days.  Records of the 

sampling and testing that satisfy the requirements must be maintained and easily accessible to provide 

evidence that these activities were completed.  An important best management practice would be to 

demonstrate that operators know how to perform this sampling and testing.    

 

 

The auditor will be looking for evidence that tank activity was monitored and that if 

the inactivity event occurred that the required testing was completed.   

 

If a test indicated that B100 in a storage tank was out of specification for any of the 

indicated properties, was the nonconforming material or corrective action process 

initiated?  If so, what was the disposition of the product in the tank.  Were the 

organizations‟ procedures followed? 
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9.1 FUEL BLENDING (see Appendix B) 

During the process of creating a biodiesel blend, the blending operation shall be monitored to assure 

adequate mixing of the products in the correct proportions.  This includes measuring and recording 

the volumes and blend levels as verified through bills of lading, meter printouts, or other auditable 

records, of both the biodiesel and diesel fuel which comprise the blend.  These records shall be kept 

for a minimum of two years. 

 

Validation of the blending process shall be as follows: 

 

9.1.1 Blend homogeneity is measured by obtaining samples at the upper, middle, and lower regions of 

the vessel per ASTM D4057, Standard Guide for the Sampling of Petroleum Products. 

 

9.1.2 To validate the blending process three consecutive blend lots shall be tested for each blend 

range that the Marketer plans to distribute 

 

9.1.3 The sample or samples shall be analyzed for the percent biodiesel using ASTM D7371, 

Determination of Biodiesel Content in Diesel Fuel.  The % methyl ester in each of the level samples 

must be within 0.50% by the volume for blends less than or equal to B5 and 1.0% by volume for 

blends greater than B6. 

 

9.1.4 The validation results shall be recorded and retained for a period of two year. 

 

9.1.5 Once initial validation has been completed, the validation shall be performed annually by 

requiring one test for each blend range of product distributed per 9.1.3. 

 

9.1.6 If a Marketer has both rack blending and storage tank blending, blending validation shall be 

performed on both systems. 

 

GUIDELINES  ~   Blending the fuel        

Your organization must have a method for creating the biodiesel blend with the correct proportions. 

The organization can verify the fuel was blended correctly by a number of different methods. A best 

management practice would be to verify, at some frequency, the accuracy of your measurement 

equipment.  Scale or meters should be calibrated by a competent third party.  Records of any 

calibration activities should be maintained, either by an outside service or by your organization.  Be 

sure to keep the blending records for two years as a control document (element 4.5). 

 

In the standard there is an example flow chart of blending biodiesel (Appendix B).  If you decide that 

a flow chart will be best support the communication and understanding of the required work 

instruction, you should develop you own flow chart(s).   

 

 

 

 

BQ-9000 Certified Marketer Requirements 
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Auditors will look for evidence that your organization has a method in place to 

validate the blending of biodiesel. The auditor will confirm that trucks or tanks are 

dedicated for biodiesel service or that a method for draining and cleaning is 

implemented.  

 

 

9.2 STORAGE AND DISTRIBUTION TANKS CONTAINING BLENDED 

BIODIESEL 

All blend tanks should be dedicated to biodiesel blend service.  If a tank is changed from some other 

service to biodiesel blend storage or distribution, the tank should be drained and cleaned prior to use. 

The inspection shall be documented. 

 

GUIDELINES ~ Blend Tanks   
If the biodiesel blend tanks and vessels cannot be dedicated to biodiesel service, a procedure should 

be in place that defines the proper draining and cleaning of those tanks.  
 

You may want to flow-chart this process and develop a critical control checklist. If appropriate for 

your operation, you should develop your own flow charts and checklists to effectively facilitate 

communication and understanding of the required work instruction. You should keep records of these 

documents to defend your product regarding any contamination issues that arise after the blended 

biodiesel leaves your facility.    

 

 

The auditor will confirm that blend tanks are dedicated for biodiesel service, or that 

a method for draining and cleaning has been implemented. The auditor will ask to 

see records of draining and cleaning activities, and may interview relevant staff 

members who perform these tasks.  

 

 

9.3 BLENDED FUEL TANK TESTING (see Appendix C) 

An outlet sample taken from the blend tank (when there is no activity over a 30 day period) shall be 

tested for moisture and sediment using ASTM D4176 (Procedure 2, Maximum Value 2).  If out of 

specification, corrective action with documentation is required. 

 

GUIDELINES  ~  Blended fuel   

The organization must determine what constitutes “no activity” within a 30-day period.  You should 

reference ASTM D4176 to develop and implement procedures for testing the sample. Nonconforming 

product procedures (element 10.1) must be used if product is out of specification.  Corrective action 

(element 10.2) must also be initiated to address and eliminate the cause of the nonconformity.  

 

A flow chart of the process may be appropriate.  An example is attached to the standard in Appendix C. You 

will want to develop your own flow chart to fit your operation.  

 

An auditor may observe the status of your storage tanks to make sure that product 

is not being used if testing is required, pending, underway (but not complete) – or if 

the results of the retest were not acceptable, identifying the product in the tank as 

nonconforming.   
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9.4 TRUCKS, RAILCARS AND VESSELS CONTAING BIODIESEL AND BLENDED 

BIODIESEL 

The quality program shall provide cleanliness specification standards that address material and 

chemical compatibility issues, inspections and cleanliness for trucks, railcars, and vessels used for 

distributing biodiesel and biodiesel blends in the BQ-9000 Marketer‟s supplier trucks, railcars, and 

vessels.  All trucks, railcars and vessels shall be drained and inspected prior to loading if the previous 

load contained a product that would contaminate the biodiesel (e.g., gasoline, ethanol, methanol, lube 

oils, raw vegetable oil or animal fats.)  This would include dyed products and products in excess of 

115 ppm sulfur when the biodiesel is destined for ULSD applications. 

 

Agreements and/or contracts with transport companies shall state, explicitly or by reference, the 

cleanliness standards that shall be complied with before hauling biodiesel.  The marketer shall 

periodically verify that the transport companies are meeting the cleanliness specifications.  

 

GUIDELINES ~ Transporting the fuel   
Cleanliness specifications must be defined and communicated to those doing the work so that the 

specifications are met.  The cleanliness specifications must include consideration of common 

contaminants such as gasoline, ethanol and raw materials such as methanol, raw oils or animal fats as 

well as diesel fuel in excess of 115 ppm sulfur when the biodiesel is destined for ULSD applications. 

 

Members in the tank farm and load out areas as well as carriers that haul your biodiesel must be 

familiar with the defined cleanliness specifications.  This will involve communication of these 

specifications to both groups.  This communication must be effective in order to protect the integrity 

of the fuel. 

If the previous load contained a product that would contaminate the biodiesel (per your defined 

cleanliness specification standards) the record that the truck, railcar or vessel was drained and 

inspected prior to loading must be generated and kept for a minimum of two years. 

 

The Marketer shall have agreements and/or contracts (Purchase Orders are commonly used) that 

define either specifically or by reference to a previously provided copy of the cleanliness standards 

that must be followed when hauling biodiesel for the Marketer.  The Marketer cannot assume that the 

transportation company or its representative is familiar with its cleanliness specification standards – 

and must communicate those requirements. 

 

The Marketer must determine how it will “periodically” verify that the transport companies are 

meeting the cleanliness specifications.  If possible, it should be an inspection before each loadout 

occurs.  In situations where this is not practical, a process must be developed and implemented that 

defines the frequency of the inspection.  

 

You may want to flow-chart this process and develop a critical control checklist. If appropriate for 

your operation, you should develop your own flow charts and checklists to effectively facilitate 

communication and understanding of the required work instruction. You should keep records of these 

documents to defend your product regarding any contamination issues that arise after the biodiesel 

leaves your facility.    
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The auditor will confirm that trucks or tanks are dedicated for biodiesel service, or 

that a method for draining and cleaning has been implemented. The auditor will ask 

to see records of draining and cleaning activities, and may interview relevant staff 

members who perform these tasks.  

 

The auditor will also assess how agreements and/or contracts (purchase orders) are 

used to state explicitly or by reference the cleanliness standards the Marketer has 

defined are needed when hauling its biodiesel. 
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10.1 NONCONFORMING PRODUCT 

The organization shall develop documented procedures to ensure that product is prevented from 

unintended use or shipment if found to be nonconforming.  Controls shall be defined that provide for 

identification, documentation, evaluation, segregation (when practical), disposition of any non-

conforming product, and for notification to the functions concerned.  Personnel with the authority to 

review and “sign-off” on the disposition of nonconforming product shall be identified.  The review of 

nonconforming product shall be conducted according to the documented procedures.  The disposition 

of nonconforming product may be categorized as: 

a) “reprocessed” to meet specification 

b) “re-classified” to another non-motor vehicle fuel application 

c) “rejected” or destroyed.   

If product is reprocessed, it shall also be re-inspected to assure it meets specifications.  The re-

inspection shall be documented. 

 

 

GUIDELINES  ~  Sorting out product problems 

In the course of business, problems will occur and you will need to solve them.  BQ-9000 requires 

you to develop documented methods for identifying product nonconformity and taking appropriate 

action when nonconformance is found. It will be necessary to keep nonconforming product separate 

from acceptable products.  

 

It is strongly suggested that you generate records when nonconforming products are identified. When 

nonconformities are found after delivery or use has started, appropriate action should also include 

informing all those affected in the supply chain. 

 

Although the standard does not clearly state that raw materials and materials in-process (MIP) are 

included, it is clearly a best, and strongly recommended, practice that all of the nonconforming 

procedures apply to these items as well. The methods and techniques you use for controlling and 

recording nonconformities should be appropriate for your organization.  While the use of formal 

nonconformity reports or customer complaint forms may be necessary for large companies with a 

large customer base, a small business can achieve the same level of control by simpler and less 

bureaucratic means. For instance, when customer complaints on nonconformities are infrequent; the 

entire history of a complaint, its investigation, and the corrective action taken (including follow-up 

actions to check the effectiveness of implementation) can be recorded in a single correspondence file.  

The standard does require that the responsibility and authority for determining the disposition be 

clearly identified.  This issue is normally documented in the Quality Manual, Procedures, or Work 

Instruction.   

 

Element 10.1 requires that controls shall be defined in a documented procedure that provides for 

identification, documentation, evaluation, segregation, disposition of nonconforming product, and for 

notification to the parties concerned.  These points will be discussed briefly below: 

BQ-9000 Certified Marketer Requirements 

10.0   REMEDIATION ELEMENTS 
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Identification 

Nonconforming product must be clearly identified, including its status, as soon as it is known.  This is 

usually accomplished with a “Red Tag” containing relevant information such as date, lot number, 

product identification, location, and name of the individual who determined the product was 

nonconforming.  The “Red Tag” serves to communicate the status of the material as being “not fit for 

further use” without disposition (see below). 

 

Documentation 
A documented procedure is required by the BQ-9000 standard.  This is most effectively completed by 

issuing both a Quality System Producer (QSP) and a Work Instruction (WI) that define the 

procedure(s) related to the management of nonconforming materials.  Documentation also includes 

the generation and maintenance of records.  Records are the organization‟s evidence that a required 

process has occurred.  It is a best management practice to initiate a record that will be used to track 

the material as it is evaluated for disposition.  

 

Evaluation 
The evaluation of a nonconforming material is the process that identifies material as being out of 

specification. In a quality management system, Quality System Procedures (element 4.3) and 

Inspection and Testing Functions (element 8.2) are the most common internal methods for identifying 

problems with your product. Customer complaints (nonconformity claims) are the most common 

external indications, which will enable you to target where attention is needed. 

 

Segregation 

Since the whole purpose of the BQ-9000 standard is to ensure that only good (conforming) product is 

shipped by producers and marketers, it is difficult to imagine situations where segregation is not 

absolutely required.  Segregation means that unintended use is prevented.  Unintended use applies to 

shipment, mixing nonconforming product with finished product that is within specifications, or the 

further use in the process of manufacturing (if related to Raw materials or MIP).  This can be 

accomplished by separation or physically moving material to a special tank or container, or by 

locking out valves of the material from normal production materials.  The nonconforming material 

must be identified in that container as unavailable for shipment.   

 

Disposition 

When a nonconforming product/service is detected, options that must be selected from the 

requirements are:  

 

a)  Reprocessed to meet specification:   The organization may choose (depending on evaluation 

results and other business, technical reasons) to perform additional or repeat processes to achieve 

specification.  The product must continue to be treated (all requirements) as nonconforming until 

further testing identifies it as meeting specification.  It is an absolute that the reprocessed material 

must be re-inspected to assure it meets specification! 

 

b)  Re-classified to another specification for which it is suitable.  (Be very careful when doing so).  

Keep records of any such disposition, including the communication from any customer accepting 

the product, with clear indication of the alternative intended use.   

 

c)  Rejecting or Destroying the Product (Material):  This is the least attractive choice.   

Considering the energy or financial value of the off-spec fuel, this will be a very unlikely 

direction.  Please remember to follow all appropriate regulations regarding the disposition of the 

material when rejecting or destroying product. 
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Your Quality Management Representative (element 5.1) or some other person with the necessary 

authority, has to decide which of these options will be applicable to each instance of a nonconforming 

product and authorize the disposition. This person must be clearly identified (by title) in your 

documented procedure.    

Records should be kept of any decision made, approval given by the customer, and any rework 

requested with its corresponding monitoring and measurements. 

 

The absolute best way to react to a nonconforming material or situation of any kind is to initiate a 

corrective action.  This activity is discussed in element 10.2 and should (when completed effectively) 

address the root cause of the nonconformity and support actions to prevent recurrence.  

 

 

Auditors will interview members in the plant, warehouse, and offices to confirm 

awareness of this documented procedure as well as effective implementation. 

Auditor will look for signatures and make sure they are authorized personnel, as 

stated in your procedure.  Auditors will evaluate the effectiveness of your 

nonconformance procedures according to how well you responded when a 

nonconformance was first identified from either an internal or external source. 

Auditors will also verify that successful retesting followed the reprocessing of a 

nonconforming product.  

 

 

10.2 CORRECTIVE & PREVENTATIVE ACTION PROCEDURES 

Corrective and Preventive Actions shall be managed through the use of documented procedures. 

Records shall be maintained for corrective and preventive actions. Corrective actions shall be issued 

in response to product quality nonconformities (including both internally identified and customer 

complaints related to product quality) and identified nonconformities related to processes of the 

Quality Management System (including internal and external audits). 

 

For Corrective Actions, the procedure shall require the clear statement of the nonconformity, 

assignments of responsibility for definition and completion of the corrective action, identification of 

root cause, identification of the corrective action(s) that are intended to prevent recurrence of the 

nonconformity, and verification of the action‟s effectiveness at an appropriate interval following the 

implementation of the corrective action.  Corrective actions shall not be closed until verification of 

effectiveness activities has been completed and recorded. Records of corrective actions shall be 

documented using a form that supports the above required processes. 

 

For Preventive Actions, the procedure shall require the clear statement of the condition that could 

result in a nonconformity (either related to product quality or processes of the Quality Management 

System) assignments of responsibility for definition and completion of the preventive action and the 

identification of the preventive action(s) that are intended to prevent the occurrence of the 

nonconformity.  Records of preventive actions shall be documented via memos and/or the use of 

forms implemented for corrective actions. 

 

GUIDELINES  ~  Correcting the causes of problems 

Both corrective and preventive actions can be seen as steps in a quality improvement cycle. The need 

for corrective action can arise when nonconformity from internal sources occurs (product, service or 

quality management system), or from external sources (customer complaints, product rejection or 

problems encountered with a supplier). 
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The Standard requires that a written (documented) procedure is used to manage corrective actions. 

The Corrective Actions Report (CAR) can document that a problem has been discovered and record 

subsequent actions taken.   Best practices and principles related to corrective actions are as follows: 

 

Anyone can initiate a CAR 

The initiation of a corrective action in a healthy quality management system is a very positive thing 

because it begins the process of fixing the problem.  Every member of the team that works within the 

quality system has their own area of specialization, and they each have an opportunity (actually a 

responsibility) to make improvements. When a CAR is initiated, often with the aid and 

encouragement of a supervisor, the company is presented with an opportunity to improve.  

Continuous improvement should be the goal of every business. 

 

CAR‟s are not an offensive „weapon‟   
No one should consider a CAR, even if it identifies a problem in their area of responsibility, as a 

personal offense of their abilities.  CAR‟s are never initiated against a person or a department, rather 

they are written against the “system” or process.  The initial quality management system is often 

imperfect due to lack of time, experience, or other resources during the development phase.  Its 

purpose is to identify and provide opportunities for improving your processes, your products, and 

ultimately, your business. The use of corrective actions is a very important improvement activity. It 

seeks to eliminate the root causes and subsequent effects of problems that could negatively impact:  

 your business results 

 your products, services, processes, quality management system, or customer satisfaction 

 

Root Cause 
The key to a successful corrective action is the identification of the root cause of the problem. As you 

search for a cause, don‟t be tempted to stop at the first answer you uncover. Work as a team to 

question your findings further until you believe all probable causes have been identified.  You can do 

this by asking who, what, when, where, why, and how.  This is one method to help you identify the 

root cause, but many other resources are available to coach and assist you.  The automotive industry 

uses a process known as “8D.” Use internet search engines, speak with a quality consultant, ask 

customers, read books, or do whatever you can to improve this area of your system.  Effective 

implementation of your QMS will help significantly. 

 

Nonconformance > Corrective Action 

It is required that you generate a CAR whenever you identify a nonconformance internally or receive 

a customer complaint.  Do this even if the complaint is service-related as opposed to issues with 

product chemistry.  The discipline and nature of the process will drive you to eliminate the root cause 

and thus, fix the problem. The result is quality products and service for your customer. 

 

Preventive action differs from corrective action in that it addresses potential issues before they 

happen.  A corrective action responds to problems after they have occurred.  Preventive actions can 

easily fit into the same process and record format as the corrective action. The need for corrective 

action could be indicated by as the following factors: 

 customer complaints 

 product rejections 

 problems with suppliers 

 nonconformities 
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 rework or repairs 

 internal and external audit reports (element 5.2). 

 

You must record your corrective action activities on the form that has been created for this process 

and set a time limit for their completion. You must follow-up on the actions to verify that they have 

yielded acceptable results. You must document this verification in a CAR record before it is “closed”. 

 

You may need to change the quality manual, documented procedures, and any other relevant 

documentation as a result of changes that you implement. Modifications to your documentation must 

comply with the provisions of element 4.3.  If a document is revised as a result of a corrective action, 

the individuals that use that procedure need to receive communication (and training) regarding the 

change.  Communication and implementation of procedural changes is vital to receiving maximum 

benefit from the CAR results.  It is not beneficial to identify the root cause, make the necessary 

changes to procedures, and then continue to follow “the old way.” 

 

It is important that you make adequate resources available to ensure that required corrective action 

activities can be carried out.   

 

 

NOTE: You do need to ensure that the effects of corrective action(s) taken in one area do not cause 

adverse effects in another area of your organization.  

 

 

GUIDELINES  ~  Preventative action is finding the problems before they happen 

Preventive action is an important improvement activity that helps prevent the occurrence of potential 

problems that could have a negative effect on your business results, products, processes, quality 

management system, or customer satisfaction. 

 

A documented procedure describing how you implement and carry out preventive action (PAR) 

activities must be established. 

 

You need to identify data sources that will enable you to monitor trends in performance, so that you 

can be proactive in addressing potential problems before they become a nonconformance issue. 

 

Examples of data sources include: 

 statistical process control results 

 manufacturers‟ recommended machinery service limits 

 monitoring capacity usage  

 monitoring machine usage of capacity 

 tardiness and absentee rates among staff 

 service reports 

 customer or market survey results 

 sales trends 
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If analysis of the data verifies that potential problems exist, preventive actions should be developed 

and implemented in order to resolve the problems.  

 

Preventive action activities must: 

 be recorded either on a CAR/PAR form or by some other method 

 have a time-limit set for their completion 

As a result of preventive action, the quality manual, documented procedures, and any other relevant 

documentation might need to be changed. Documentation changes must be recorded and made in 

accordance with the provisions of element 4.3.  

 

Examples of the application of preventive action include: 

 planned preventive maintenance 

 alarms, indicators 

 mistake-proofing techniques 

 

It is important that top management provides adequate resources to ensure the above preventive 

action activities are implemented. 

 

The implementation of preventive actions should be carefully planned to ensure that effects of 

preventive action taken in one area do not cause adverse effects in another area of the organization. 

 

 

NOTE:  An example of a combined CAR and PAR Form can be found on the next page of this guidance 

document.   A CAR Form must be used to document corrective actions.  A form such as 

the attached may also be used to document PAR‟s.  Preventive actions may also be 

documented in a other formats such as emails, memos to file, etc.   
 

 

The auditor will verify that a documented procedure exists to satisfy the stated 

requirements for this element as defined in the BQ-9000 Standard.  The auditor will 

ask any personnel he speaks with to confirm their awareness of the corrective action 

and preventative action processes, as well as procedures for initiating a CAR or 

PAR. The auditor will examine records of the various situations that resulted, or 

should have resulted, in CAR‟s  or  PAR‟s (see above list).  The auditor will examine 

records of internal audits and attempt to track CAR and PAR output from the audit 

process to the CAR or PAR system. 

 

The auditor will also closely examine records of the process.  Inadequate corrective 

actions are considered to be warning flags of an ineffective system.  Auditor 

confidence in your system can by improved with evidence that you have performed 

root cause analysis. The auditor will research to verify that resulting “actions” such 

as modification of procedures, addition of a preventive maintenance, or provision of 

training have been taken.  The auditor will also confirm that you have verified 

effectiveness of the corrective or preventative action before closure.  
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Corrective and Preventive Action Request (CPAR) Form 
 

Corrective Action [   ]  or  Preventive Action  [  ]  #_________________ 
                                                                                                                                                                                    (Quality Assigns)   

SECTION 1 (Initiator or Quality Department Designee completes) 

 
SECTION 2  (Quality designee or Other __________ completes)   Signature:______________________ 

 
SECTION 3  (Owner completes and returns to Quality designee for review prior to Due Date 
 

 

 
 

SECTION 4 (Quality Designee or Other ________ completes):  Signature:  _________________________ 

Corrective Action Approved: [  ] Yes  [ ] No recommendations: 

 Owner: Date Assigned: Date Action Due: 
 

SECTION 5 (Assigned Owner completes and returns to Quality) 

Corrective Action Effective:  [  ] Yes  [  ] No Signature: Date: 

Explain (may attach supporting data): 

 

 
 

SECTION 6  (Quality Designee or Other _______ completes)   Signature: __________________________ 

Reviewed / Approved for closure: [  ] Yes  [  ] No, New CPAR#:__________ Date: 

 

  

Permanent Corrective Actions to prevent reoccurrence (indicate documents to be revised): _________ 

__________________________________________________________________________________ 

__________________________________________________________________________________ 

__________________________________________________________________________________ 

Identify Root Cause:   _________________________________________________________________ 

___________________________________________________________________________________ 

___________________________________________________________________________________ 

Owner:__________________ Date Assigned: _____________  Investigation Due Date: ____________ 

Interim Corrective Actions:  (include containment activities) ________________________________ 

__________________________________________________________________________________ 

__________________________________________________________________________________ 

Request as a result of:  Nonconforming Product [  ]       Internal Audit [  ]   Customer Advisory  [  ] 

                                      Management Concern    [  ]      External Audit [  ]   Other: _____________ 

 

Problem Description or attach report:   ________________________________________________ 

________________________________________________________________________________ 

________________________________________________________________________________ 

Signature:                                                                Date: 

All Corrective Actions COMPLETED:  [  ] Yes  [  ] No, Committed Due Date: ___________________ 

(may attach supporting data)                   Signature:  _________________________________________ 

ASSESS CHANGES TO:          SIMILAR PROCESSES [  ]   CONTROL PLAN  [  ] 
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