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2015 SQF Conference  
Session Questions and Answers 

A Fresh Look at Root Cause Analysis and the Corrective and Preventative 
Action Process 
By Arlen Keller, President, Food Safety and Quality Consultants, LLC 
Wednesday, November 4, 1:45PM – 2:45PM 
 

What happens when the root cause is lack of management commitment? 
There may be times when Management Commitment is identified as the root cause in which case a Corrective 
and Preventive Action needs to be implemented. To sell the issue and actions to management it is often 
helpful to tie them to costs, i.e. potential regulatory noncompliance, potential customer dissatisfaction, or 
audit certification failures. 
 

Could you use a mix on methods like 8D and 5 whys? 
Yes. There are times where you conduct a “5 Why” and determine you need to dig deeper and get more detail 
and information than a 5Why provides. Combining tools can provide information you need. For example as 
part of the 8D process you may use a Fishbone Diagram and 5 Why to help define the problem. 
 

How to prevent your five whys from going off track? (Example:  second why can lead you down to 
wrong root cause) 
To keep 5 Whys from going off track make sure your answers to the 5 Whys relate to the deficiency and 
nonconformity that you are addressing and that the answers are based on fact, not assumptions and 
speculation. 
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Avoiding Common Pitfalls in the CAPA Process 
By Roger Roeth, Chief Operating Officer, Eagle Certification Group 
Wednesday, November 4, 11:15 AM – 12:15 PM 
 

How would you show the trend correction not all need CA? 
The best programs I have seen define in their corrective and preventive action procedure what will be 
reviewed through a CAPA process. They use specific target numbers for trends or other numbers such as dollar 
value for serious one time incidents.  The items not addressed through a complete CAPA process including root 
cause analysis would still need to be addressed with a correction immediate fix. 
 

Under FSMA will my CAPA records be considered part of the food safety records? 
Yes, some of the records which are associated with food safety plan deviations and prerequisite program 
deviations would be considered records that FDA could review. 
 

As an auditor what do you feel is an acceptable timeframe (10 days, 30 days, etc.)  for a corrective 
action to be identified and implemented? 
It depends on the issue and the corrective action.  Some findings may take several months or a year to 
complete due to expense.  If a long term corrective action can’t be implemented in a timely manner than a 
short term action should occur, especially if you are dealing with a food safety or quality issue. How are you 
going to control the issue until the long term solution is implemented?  For example, if the issue is poor floor 
condition but the floor can’t be repaired or replaced in 12 months then a short term solution may be an 
enhanced cleaning program, the use of quat crystals on the floor, and increased environmental monitoring. 
Most companies’ required nonconformances are addressed in a 24 week time period and implementation 
shortly follows.  The verification process should occur 23 months after implementation as you want the 
corrective action to be in place for that amount of time so you can determine if there have been any other 
issues. 
 

Is it not a good thing to show a lot of customer complaints? 
Depending on who your client or market is, customer complaints may be numerous, so showing the number of 
complaints is not necessarily a bad thing.  The code requires that a record of customer complaints shall be 
maintained.  2153 states that corrective action shall be implemented commensurate with the seriousness of 
the incident as outlined in 255.  Trending is also required as to evaluate those issues that are reoccurring.  The 
total number of complaints for most auditors are concerning but if there is a lack of response to these issues 
that is a concern. 
 

As SQF is implemented in retail how will CAPA be used when there is little to no recordkeeping? 
If a retail operation undergoes SQF certification they will be required to have the documentation and record 
keeping or they won’t become certified. A certain amount of record keeping is required and that includes the 
investigation and resolution of corrections and corrective actions. 
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What have you seen as a best practice to get senior management by in to CAPA? 
As I stated in my presentation converting issues to a dollar value works well. Customer complaints, internal 
audit issues, rework nonconforming product, etc. all have dollar values attributed to them. Share these values 
with your senior management and show that if some time and effort were implemented to these issues the 
issue would be eliminated or occurrences would be reduced resulting in a dollar savings. 
 

How to determine when a CAPA is needed? 
The code requires that corrective action is required on customer complaints food safety and quality plan 
deviations food safety and quality requirements and internal audit findings.  The food safety and quality 
deviations have to be addressed but others are open to what you define as serious enough to use your CAPA 
system.  Not every complaint has to go through the CAPA process but the ones involving food safety or are 
trends need to but you determine the trend targets.  The same holds true to internal audit findings seriousness 
and trending issues.  I would also suggest using your CAPA system during validation and verification activities 
when there are issues. 
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Compressed Air Monitoring: Where Do You Start? 
By Ruby Ochoa, President and Co-Owner, Trace Analytics, LLC 
Wednesday, November 4, 2:55PM – 3:25PM 
 

Should we do similar testing on our Nitrogen system? 
Yes, especially if you generate nitrogen in-house. Testing can be as simple as a gas purity test to ensure correct 
nitrogen percentage or can include particles water oil. If you purchase nitrogen in cylinders the Certificate of 
Analysis provided by the vendor may be sufficient. 
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Environment Monitoring: Testing a Comprehensive Approach to 
Implementing an Effective Program 
By Tim Lombardo, Lead Staff Scientist – Microbiological and Food Safety Consultant, Covance 
Wednesday, November 4, 11:15 AM – 12:15PM 
 

When to place products on hold with positive results? 
When sampling product and Zone 1 sites the entire day’s production for that line must be held at the time of 
manufacture pending test results.  Once the results have been determined negative the product can be 
released pending all other requirements. 
 

 Is it possible to get the link to the picture you showed during the presentation where you can see the 
images of the different organisms as you zoom in?  I don’t see this link in the PowerPoint.  Thanks. 
http://www.cellsalive.com/howbightmsmauiVVPJwNNfkVFFVDM 
 

Does salmonella require an animal host for growth or can it grow in harborage places? 
Salmonella like all bacteria need a food source, water, and aerobic mesophilic conditions.  It can harbor in food 
manufacturing equipment and environments without an animal host. 
 

Is the FDA level of 2 based on species or the pathogenic type? 
It is specific for Listeria. 
 

Is there a white list friendly dry foot powder? 
Your chemical supplier should be able to best assist in determining the most effective dry powder floor 
sanitizer.  You should select a product that has a minimum of 23 log reduction. 
 

With the implementation of FSMA are regulators expecting that environmental monitoring should 
look for listeria species or L Mono? 
Specific to Listeria FDA and USDA are both concerned primarily with L monocytogenes.  If your program only 
tests for Listeria species the agency will assume in the absence of any other evidence that all positive findings 
are L mono. 
 

What are best ways to map or ID preselected sampling sites since we are talking about hundreds of 
sites? 
I would recommend mapping only the presumptive positive and actual positive test results rather than all 
possible sample sites. 
 

When is it recommended to do speciation of positives? 
If Listeria positive swabs it is fundamental to the investigation to know the species. This understanding aids in 
the immediate root cause investigation and resulting corrective action preventive action CAPA plan.  If later 
the same species is detected it could possibly be from the same source. 
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How long do the dry powders last? 
It depends on the type of product (i.e. dairy powders, corn starch). In order to accurately determine the shelf 
life of a product stability studies should be conducted. 
 

What would be common indicator organisms in wet and dry environments? 
It depends on the pathogen of concern. For Listeriagrampositive, Aerobic Plate Count is a good indicator. For 
Salmonella  E coligramnegative choose EnterobacteraciaeEB. High counts of either indicates that the 
environment would allow for pathogen growth not that the pathogen is present. 
 

Is testing for indicator bacteria like endobacteriacae a valid measure for understanding the micro 
load in the plant? 
Yes, but only for gramnegative bacteria like E coli Salmonella or C sakazakii.  Indicator organism for 
grampositive bacteria such as Listeria Aerobic Plate Count aka Standard Plate Count can be used. However 
testing for indicators cannot replace testing for the pathogens. 
 

Is incorporation of speciation of listeria testing appropriate as part of a response to a zone 34 
positive? 
Determining the species of Listeria is key in any environmental investigation regardless of zone.  For example 3 
Listeria positives have been found 1 innocua, 1 mono, 1 welshimeri . Then 3 distinct points contamination have 
been identified in the area traveling along 3 separate pathways. 
 

What are good indicator organisms for Listeria for Zones 24? 
Listeria is a grampositive bacteria so the indicator used must also be grampositive. I would recommend 
Aerobic Plate Count or Standard Plate Count.  APC shows what’s in the soup and not any specific 
microorganisms.  High APC would indicate an environment that allows for Listeria growth. 
 

What is the appropriate number of swabs month to be performed?  Does it depend on the number of 
possible sites or plant size? 
The number of swabs per month depends less on the factory size and more on the associated risk of the 
products. The higher the risk the more sampling. To help offset testing costs up to 5 sample sites can be 
composited like into like into 1 sample.  Each site must be sampled with its own swab. 
 

What’s the best way to reduce increase frequency of sampling?  Or methods we can employ? 
This is tough to answer in generalities. The sampling frequency is dictated by the risk associated with your 
product. Any change in frequencies must be justified through a risk assessment then validated. Product 
considerations include water activity pH salt preservatives i.e. potassium sorbate. 
 

Are you suggesting that we use a dry sanitizer at entry points even in a wet environment?  E.g. Dairy 
processing, currently we use floor foamers? 
Yes. dry powder sanitizers won’t be effective in areas where water/liquid is present.  In these cases floor 
foaming stations would be preferred.  However since bacteria need food proper temperature and water to 
survive/grow a goal should be dry the floors and replace the foamers with powder. 
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What is the best way to establish a baseline number for testing For example if testing for Coliform? 
How do you decide what is acceptable? 
Start with the International Commission for Microbiological Specifications for Foods review entitled 
“Microorganisms in Foods 2  Sampling for Microbiological Analysis”.  The ICMSF2 details the minimum 
standards for raw material environment finished product for 16 product classifications. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  



8 | P a g e   S Q F  C o n f e r e n c e  Q & A  2 0 1 5  
 

Food Fraud: Assessing Vulnerability and Countermeasures to Prevent It 
By Clare Winkel, Verification Auditor, BSI ANZ 
Wednesday, November 4, 1:45PM – 2:45PM 

 

Where do I get information on food fraud sources? 
www.foodfraud.org 
 
http://www.atkearney.com/consumerproductsretailconsumerproductfrauddeterrenceanddetection 
 
The Elliot Review 
https://www.gov.uk/governmentuploadssystemuploadsattachmentdatafile350726elliotreviewfinalreportjuly2
014pdf 
 

Where do I get information about recalls? 
EU:  https://webgateeceuropaeurasffwindowportaleventnotificationsListStartRow1 
 
USA:  http://www.fda.gov/SafetyRecallsdefaulthtm 
 
Australia:  http://www.foodstandards.gov.au/industryfoodrecallsrecallsPagesdefaultaspx 
 
Ireland:  http://www.fsaiie 
 
UK: http://www.food.gov.uk/newsupdatesnewsfoodalerts 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



9 | P a g e   S Q F  C o n f e r e n c e  Q & A  2 0 1 5  
 

Gluten Free Global Threshold Wars: How Safe is Safe? 
By Paul Valder, CEO Paul Valder Consulting Group and President, Allergen Control Group 
Wednesday, November 4, 3:50PM – 4:20PM 
 

What is the threshold for presence of gluten in product? 
Regulatory requirements for products sold in North America must be under 20PPM in finished product and 
cannot include inputs greater than 20PPM. 
 

Do I need to ask my ingredient suppliers to be certified gluten free? 
If you are a co-packer, co-manufacturer, or retailer producing a product which carries a GF claim you may wish 
to reduce the amount of due diligence detailed work in your management systems for controlling gluten and 
require your suppliers also meet the requirements of a GF management system certification process and is not 
different than asking them to also meet a GFSI requirement. Obviously this is all about reducing risk and 
protecting your business brand equity. 
 

Since our products are wheat free can we now also make a gluten free claim? 
Wheat free does not mean gluten free, however gluten free does mean wheat free. Keep in mind you do not 
want to further confuse consumers who actually rely solely on a diet of gf foods for medical reasons. 
 

Our facility is already certified in one of the GFSI benchmarked standards so do I need to have 
another gluten free audit? 
Yes, you can have it as a standalone or combined with an existing GFSI benchmarked standard audit. The 
reason this audit is required stems from other food safety system audits which do not necessarily adequately 
address the nuances for effectively controlling gluten for making a gluten free claim. Fully understanding how 
to manage gluten as a chemical hazard combined with regulatory issues always make it more complex than 
appears on the surface. Consumers with celiac disease and gluten sensitivity actually get sick versus other 
claims such as kosher organic and non GMO. 
 

If I have a facility which also produces products with gluten can it still be certified? 
Yes, because we recommend facility certification versus product and as long as you have all control measures 
in place as part of a documented gluten management system eliminating any potential for cross contamination 
you could make it work. However be aware that not all production facilities are able to make this feasible as 
required capital expenditures. This could affect your business decisions. 
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HACCP for Packaging and Distribution Centers 
By Karen Leacock-Bingham, Sr. project Manager, Consulting and Technical Services, NSF GFTC 
Wednesday, November 4, 2:55PM – 3:25PM 
 

Do you know of any studies/papers already done on shelf life of rigid plastics that we could 
reference? 
This would be product specific. It depends what the rigid plastic is being used for what food items are stored in 
it. Check with your customers who would have had to do shelf life studies to support stated shelf life on 
finished packaged products. 
 

Is there is a required list of PPRs that always must be used or is it site specific? 
See Module 13 list all the PRPs for SQF required by Packaging companies 
Module 12 for Storage Distribution. 
 

HACCP should include the intended consumer use.  Often we don’t know every potential use.  How do 
we handle this? 
Contact your customer. Leave blank.  If still don’t know then under consumer use as per customer label. 
 

Who approves inks? 
Regulatory agency in country of manufacture.  FDA in USA and CFIA in Canada. 
Check with your ink supplier for ink specification showing approval for direct food contact. 
 

Would calibration be listed as one of your PRPs if measuring or monitoring devices are NOT used for 
food safety in the manufacturing packaging materials in our facility a consultant said we must list it 
as a PRP and we don’t understand why? 
Calibration is required under Equipment PRP program for measuring devices used as part of food safety 
program.  If no measuring devices for food safety then it would not be on list of equipment for calibration. Ask 
consultant why. 
 

At what temperature does listeria die? Cold and hot? 
Listeria is not a concern for packaging facilities as requires damp wet environment.  Packaging environments 
are dry.  Check Bad Bug Book for details.  You can google it. 
 

Please elaborate on packaging shelf life? 
Packaging shelf life is affected by where stored in warehouse.  Source of heat or light will reduce shelf life.  
Plastic can become brittle and dry out.  Cardboard can become dry and shred or crack.  Most packaging 
companies state 1 year and some up to 2 years maximum. 
 

How to validate a HACCP plan with no PCCs in packaging materials? 
Validate by reviewing records for Prerequisite programs and see if frequencies are adequate or need to be 
changed. Look at customer complaints related to food safety. Check for regulatory requirements if applicable 
or industry guidelines Document findings to support current controls or change controls. 
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Identifying, Understanding, and Controlling Microbial Hazards 
By Doug Marshall, Chief Scientific Officer, Eurofins Microbiology Laboratories, Inc. 
Wednesday, November 4, 11:15AM – 12:15PM 
 

What would be the main source of coliforms in a processing facility that packs frozen vegetables? 
Coliform bacteria are normal constituents of fresh vegetables so their appearance in such a facility is expected.  
They can also enter the facility from environmental sources such as air dust equipment and personnel. 
 

What is the recommended frequency for environmental testing in a facility with a low risk twice 
baked product? 
There is no one shoe fits all answer to this.  Factors influencing frequency include facility size, process 
complexity, risk profile of raw materials, ingredients, and final products. We have an environmental 
monitoring guide with some frequency examples that is available by request douglasmarshall@eurofinsus.com 
 

Will we have access to this slide show? 
If you are unable to access the slide deck from SQF please email request to douglasmarshall@eurofinsus.com 
 

Should dry environment food manufacturing test for Listeria? What about in a department of the 
facility that does use water? 
There can be circumstances where dry environments can harbor Listeria which may then gain access to foods. 
However, these bacteria will not likely proliferate and will not likely have extended survival under such 
conditions. 
 
Facilities that use water either in their process or during cleaning and sanitation routines are more likely to 
have Listeria persisting in the processing environment. 
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Management Techniques for Development and Maintenance of SQF 
By Ron Vail, President, ACET Global Consulting 
Wednesday, November 4, 1:45PM – 2:45PM 
 

Do finished product cases have to have allergen contains allergen statement on outbound if not a 
customer request? 
Allergen awareness for anyone in the supply chain is a good business practice.  Even though a customer may 
not require allergen awareness statements on the outside of master cases the products can be handled by 
unintended staff all along the supply chain who are sensitive to the product allergens. 
 

With regards to documentation how long should SQF implementation take for a facility that has been 
involved in GMP audits only? 
The timeline varies based on the amount of human and financial resources management wants to devote.  
Since the GMP requirements is only a portion of the entire SQF Standard some first time companies incorrectly 
believe it takes a short period of time.  From experience working in companies that have an excellent or 
superior GMP rating approximately 9-12 months is a baseline if company staff are allowed to devote 1-2 time.  
Preparation can go quicker if a person is devoted full time to the process outlined below. 
 
There are 9 sections to the SQF Standard and at least 60 days of implemented data is needed to prove 
continuous implementation 
 
The reason for this is the process: 
 
1. Understanding the Standard 2 Performing a GAP assessment 3. Formulating a plan for improvement for each 
section  Development Training Implementation Verification and Corrections 
 
2.  Consider the above process timeline at least 3 weeks per section 
 

Will this presentation be available for reference later on the website? 
Yes.  If you would want a version sent to you please send the request to rvail@acetgc.com or call 7203762419. 
 

How long do documents need to be held SDS? 
Documents need to be retained according to a minimum regulatory guidelines and requirements customer 
requirements and company requirements.  The SQF Practitioner must determine the various requirements. 
SDSs must be maintained according to regulatory guidelines of 30 years if not longer by customers or a 
company procedure. 
 

Are there pitfalls to avoid when migrating to an updated standard  e.g. from 72 to upcoming 8? 
Assuming only the changed clauses need review.  Some SQF Practitioners do not perform a GAP assessment 
against the entire updated standard, they tend to only look at what has changed.  Due to the fact that SQF 
programs are intended to work in conjunction based on operational scenarios changes in one clause may 
affect how another unchanged clause is implemented. 
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Bakery and Snack Food Processing Roundtable 
 

Are ALL RTEs considered high risk? 
Not all ready to eat products are considered high risk.  Shelf stable products are most often categorized as low 
risk. 
 

Best practices for lot tracking multiple lines from the same lots? 
Clarity of the question may hinder the answer provided here.    Most often finished products are identified for 
traceability purposes to a sell by or use by date that is connected back to production records of raw materials 
used.  For multiple lines the finished products are often stamped with Julian date of production time or shift 
and line number. There are also many electronic tracking systems that manage raw material through to 
finished goods and are designed similarly. 
 

How to handle COA requests from customers that take our finished product and use it as an 
ingredient in their product? 
A few things to consider: 
Consult with legal advice to ensure comfort with potential liability or change in supplier agreements. 
Consider what the customer would like reported and whether you can meet the specification consistently. 
Consider timing and shelf life of the raw material being supplied can the product be placed on hold until all test 
results are back.  Conform the positive hold and release procedures are well understood by staff so product 
does not ship to customer with an unknown COA status. 
 

With rolling our SQF Level 3 and the effective date being in the middle of the year and the audit date 
being in late Oct would the documentation pertaining to level 3 only be pulled going back to that 
start date? Or would the auditor require the preliminary level 3 documentation as well? 
The auditor will review records that match the procedures they are trying to verify are being followed. The 
program and record version numbers will be verified to ensure if recent changes have been made those 
changes have been fully communicated to the affected processes and individuals. 
 

How often should labels be reviewed in regard to allergens? 
Raw ingredient labels should be reviewed when there is a change in supplier or change in formulation of raw 
material.  Finished product labels should also be reviewed when received or printed at design at the 
production line and when processing or formulation changes are made. 
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SQF: 2016 and Beyond 
By LeAnn Chuboff, Senior Technical Director, Safe Quality Food Institute 
Wednesday, November 4, 8:00AM – 9:00AM 
 

Has any discussion taken place regarding the use of QMS ISO 9001 audits to satisfy Level 3 SQF 
Quality requirements? 
The components in ISO 9001 will be considered when determining the final requirements within the quality 
code. However at this time we are not considering using ISO 9001 to be used as a replacement for the quality 
code level 3 requirements. 
 

Is there a way to improve how findings and possibly corrective actions are incorporated into the full 
report a summary within the report so when customers are reviewing the report it’s all in one place? 
Right now we are rewriting the audit report and the plans are to have the corrective actions root causes and 
non-conformities within the final report. 
 

Who are the retailers association that have an addendum to SQF?  Do you have a list? 
Currently there is no list available. All the retailers and buyers are different so please check with your buyer to 
understand if an addendum is required. 
 

With the unannounced audits are surveillance audits still necessary for Part A requirements? 
Yes. The unannounced audit requirement is separate from the surveillance audits and will be treated 
separately. 
 

What is the window for unannounced audits? 
The supplier should have an unannounced audit within 3 certification cycle. The audit window is the same as 
for the scheduled audit 30 days either side the anniversary date. 
 

In Version 8 can the PRPs be called out as elements for easier referencing?  Not all are identified this 
was? 
Thank you for the suggestion. Since every site and industry scope is different this may be a bit difficult. 
However, we will certainly look to see if this can be accomplished. If not in the Code then perhaps in the 
guidance documents. 
 

Will there be separate scoring for safety and quality? 
If the quality code is pulled out then the two codes would be scored separately. 
 

For companies that get level 3 right before the release of v8 will a re-audit be needed for level 3 
before the 1 year mark? 
The implementation timeline will not penalize those suppliers that have an audit prior to the implementation 
date. Once the implementation timeline is set the supplier will be required to have their next audit to version 
8. 
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When you do a code update are you including retailers for feedback to help them consider accepting 
GFSISQF verses still mandating their own audits? 
We include all stakeholder feedback and will focus on the retailers to see how we can reduce the use of the 
addendum. 
 

If you break out Level 3 will that then be a separate certificate? 
Yes. If the quality component is separate then there would be a separate certificate. 
 

Do you see more robust requirements on environmental programs? 
This is one area we will look at. Based off the recall data and the requirements within the preventative controls 
environmental monitoring programs will be evaluated to determine if changes need to be made. 
 

What is the timetable for release of 8? 
Q3 2016 
 

One goal of SQF is to reduce redundancy in audits.  Are we achieving  this and how are we working on 
this goal? 
There are some reports that SQF does reduce audit redundancy but it depends on who you ask. Our goal is to 
understand what retailers and other buyers are looking for in SQF certification so we can provide a solution 
and credibility behind the certificate. That would reduce the number of audits. 
 

How can SQF help a supplier reduce their customer audits by increasing customer confidence that 
SQF certificate is enough? 
I think we are doing that now.  With unannounced audits increased auditor competency requirements and 
listening to the buyers needs we can build a stronger code that addresses the food safety and food quality 
challenges that are out there. 
 

Pulling out level 3 into a separate Quality code means we will have two different audits for level 3 
different date? 
The final decision hasn’t been made but having the level 3 audit as a separate certification doesn’t mean that 
there will be a quality code and a level 3. As it looks now the level 3 or quality code would contain only quality 
elements and the level 1 and level 2 would only be food safety. 
 

Why does module 2 currently separate levels 1, 2, and 3 but the food sector categories do not? 
The way the Code is structured all the PRP modules. Modules 3-15 link back to element 2422 For example 
module 13 is an expansion on the requirements of 2422 at level 1 2 or 3 If you are level 2 then 13281 only 
applies to food safety.  It is whatever is applicable to your level. 
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Understanding that the code can’t be developed for specific regulatory requirements can guidance 
documents be developed for the code against regulation e.g. FSMA? 
Yes. This is a very good idea SQF has put together a gap analysis against the final rules however we will be 
building on that gap to develop more tools for the supplier. 
 

Will there be a formal stakeholder comment period on draft Edition 8?  If so, when? 
The stakeholder comment period will be 30 days and posted to the SQF website. SQF will send out an email to 
the stakeholders to encourage feedback. 
 

Would there be different auditor requirements to audit against level 3 quality vs level 2 safety? 
Yes. If we pull out the quality code we would build separate training and identify the auditor requirements to 
audit against the code requirements. 
 

Will SQF alter their program to ensure that all certified meet all FSMA requirements? 
For edition 8 SQF will consider the requirements within the final rules. The changes will be used to enhance the 
food safety requirements. 
 

At one time SQF was looking at industry specific addendum to the code such as a Dairy addendum?  
Is this still being considered? 
We are considering guidance documents for all different industry scopes including Dairy. 
 

Will FSMA final rules trigger any FSC changes? 
For edition 8 SQF will consider the requirements within the final rules. The changes will be used to enhance the 
food safety requirements. 
 

Very few of the questions on the audit form relate to the physical facility walk through.  Is there 
consideration being given to more of these questions in version 8? 
This is our top nonconformance within SQF. Thank you for the comment.  We will consider the facility walk 
around for edition 8. 
 

Is there a list of all companies that actually recognize SQF to their suppliers Globally? 
We do not have the list as there are many companies that recognize SQF. 
 

CDC just announced the statistics about multistate outbreaks. They are calling on food 
manufacturers and retailers to increase their efforts. Is SQFI having conversations with CDC about 
our programs? 
We have not had many discussions with CDC however this is something that we can consider doing in the 
future. 
 
 



17 | P a g e   S Q F  C o n f e r e n c e  Q & A  2 0 1 5  
 

What is the timeline for Level 3 being separated from Level 2?  Will there be two audits one for each 
level? 
The final requirements will be included in edition 8 which is scheduled to be released in Q3 of 2016. 
 

Are auditing bodies going to be required to review approve or reject audit nonconformities instead 
of the auditor? 
Currently the CBs should be evaluating the nonconformities in the technical review process. While the auditors 
identify the NCs during the audit the CBs are required to hold a separate technical review before issuing the 
final report. Additionally the supplier has the option of appeal any NCs. 
 

Why do internal auditor qualification requirements vary between Module 2 and 16? 
Module 16 requires SQF training certificate audit training certificate  internal audit system needs to 
be audited by a licensed consultant or auditor  
Does it have to be audited annually by a 3rd party consultant auditor in addition to the annual 
certification audit? 
The multisite requirements are different because the multisite program relies on internal audits module 16. 
However this is one area within edition 8 that we will be evaluating to determine if the internal auditor 
requirements need to be changed. 
 

What if you are the SQF Practitioner for 2 plants? You can’t ignore your other plant for 90 days? 
SQF requires that a practitioner be at each facility. This is to handle any food safety issues that may arise. 
Ignoring a plant for 90 days doesn’t meet the intent of the code requirement. 
 

Our customers are asking for full SQF audit report? Could a summary report also be provided as an 
alternative to providing the full audit report? 
This is something that we are working on with the new SQF assessment database. In the meantime the CB may 
be able to assist with this need. 
 

I understand auditor calibration and training are part of CBs responsibility 
Are you considering comparing how effective are the CBs to prepare the auditors? 
We are always evaluating the CBs performance. We will certainly look at how all the SQF Auditors are being 
retrained to ensure competency and consistent application of the SQF Code. 
 

Will this presentation be available? 
Yes. The presentation will be on the conference website on www.sqfconference.com under “My Meetings”.  
 

With updates to environmental monitoring will there be updates to water micro quality and 
compressed air micro quality? 
This is an area we will evaluate to determine if changes are needed. Currently, the language seems sufficient 
but again we will evaluate it. 
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Sometimes differences are evident in the audit results when using different CBs.  Are CBs being 
calibrated? How often? 
The accreditation process requires the CBs to be assessed every year. We also monitor CBs through surveys 
and supplier feedback. This allows for consistency in the interpretation of the SQF Scheme however there may 
be slight differences in how the CB executes those requirements. 
 

What are the dates of the 2016 conference in Orlando? 
October 25-27, 2016.  Check the back cover of the directory. 
 

Will SQF create code in Module 11 for low risk Micro hazards in regards to the environmental 
monitoring requirements? 
The recall data and requirements within FSMA will have us looking at the EMP requirements to determine if 
changes need to be made. One expert in EMP stated that every facility should have an EMP.  While the risks 
aren’t the same there should be consideration for every facility. 
 

For unannounced audits is the auditor requirement to be on the floor within an hour of arrival? 
There is no code requirement for the auditor to be on the floor within an hour. However, it is an expectation 
that the auditor try to be on the floor within the hour. 
 

How are SQF auditors being calibrated?  We continue to see suppliers that are SQF certified when 
they should not be. 
Auditors are calibrated by both the ABs and the CBs. If anyone is aware of suppliers that do not meet the SQF 
Code requirements then they are encouraged to report that information back to SQF using the following link 
http://www.sqficomstandardssqfcompliancestakeholderfeedback. 
 
 
  

http://www.sqficomstandardssqfcompliancestakeholderfeedback/
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SQF for Improved Maintenance and Sanitation Performance 
By Matthew Poore, Matthew Poore Leadership Group, Inc. and Tatiana Lorca, Senior Manager, Food Safety 
Training and Education, Ecolab, Food & Beverage Division 
Thursday, November 5, 7:45AM – 8:45AM 
 

What organisms to you suggest for environmental testing? 
The type of microorganisms selected for environmental testing is ultimately dependent on the type of product 
purpose of testing and risk of the product. If you are testing to see if your cleaning and sanitation program is 
effective then typically Aerobic Plate Count APC and Coliforms and potentially Yeast Mold. Some facilities also 
test for enterobacteriaceae. If you are doing environmental monitoring for a specific pathogen here the 
product comes into play and you need to select a pathogen which is relevant to the product. The most typical 
microorganisms handled in these types of environmental monitoring programs for ready to eat product are 
Listeria and Salmonella and in infant formula Cronobacter sakazakii. 
 

 I can’t find soptemplates discussed in session? 
Please send a request for handouts to lori@matthewpoore.com or matthew@matthewpoore.com.  We will 
get them to you until the handouts are posted. 
 

What kind of training can you provide to a maintenance team?  To keep them engaged? In other 
words, speak their language? 
Training needs to be true to life with examples of past failures caused by maintenance activities.  Additionally 
training on and showing where the risks are is a huge help.  Most maintenance personnel need to see the 
dangers first hand. 
 

Do you have suggestions on getting but in from maintenance with tool accountability programs? 
I believe that past examples where issues caused problems are in order. Training is paramount for 
understanding and it must be true to life.  For example, the metal in peanut butter issue recently reported.  
The issue may have been caused by an unaccounted tool.  What if it were your child that was hurt by this 
ineffective tool clearance program. 
 

How can you make an efficient cleaning schedule? 
This really depends on your requirements for cleaning and sanitation as well as how much time is needed for 
cleaning and sanitation.  Most manufacturers plan cleaning in the production schedule.  For example, a line 
may not be scheduled so sanitation may be completed or your second or third shift may be dedicated to 
sanitation.  For multiple lines you may consider a set number of lines per night. Effectiveness is key in cleaning 
and sanitation but with planning efficiency will also be met. 
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The SQF Retail Code 
By LeAnn Chuboff, Senior Technical Director, SQFI 
Wednesday, November 4, 3:50 PM – 4:20PM 
 

Why 5 years’ experience for auditor in retail per sector when processing is 2 years per sector? 
The auditing requirements require 5 years auditing experience in total.  Of those 5 years 2 must be in retail. 
 

Will there be any skills training needed for auditors to qualify for retail auditing in addition to the 
SQF regular auditor requirements? 
Generally the requirements will be the same. Industry experience will be required in order to qualify for the 
retail food sector category. 
 

Does retail include food service? 
No, GFSI is treating this industry scope different so there will be different guidance. Therefore, SQF will 
develop a separate module for foodservice. 
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Avoiding Common Pitfalls in the CAPA Process 
By Roger Roeth, Chief Operating Officer, Eagle Certification Group 
Thursday, November 5, 7:45 AM – 8:45 PM 

Define DIVES again please? 
D  Define the issue 
I  Investigate and perform root cause analysis 
V  Verify the root cause was completed and the corrective action addressed the root cause and was     
implemented 
E  Ensure the corrective action was effective 
S  System review to see if the defined issue can occur elsewhere in your operation 

Do all non-conformances from a formal SQF audit require corrective action in Reliance even when 
findings are very low risk? 
In my opinion I would run all issues from an SQF audit through my CAPA system.  If the issue is not serious then 
maybe the big question of “Why” should be directed at why didn’t your system identify the issue. 
 

What is the fastest, most simple RCA process? 
The Five Whys is the quickest and easiest method to use.  Be careful to not get side tracked when performing 
the five whys.  Try to get facts to support the responses to your why if possible. 
 

What about the PA part? 
The PA Preventive Action is the piece I talked about that took a look at the entire system.  If you have a 
complaint with one product line look at other product lines to see if that same issue could occur.  If it can then 
implement your corrective action in this area and if it is effective in preventing the issue then it is a preventive 
action and is an example of continuous improvement. 
 

What do you recommend we do with the issues that don’t rise to the level of the CAPA process? 
I recommend strongly that you identify what items will be addressed through your CAPA process.  For 
customer complaints many companies have threshold levels defined.  For example, 5000 customer complaint 
requires a CAPA to be completed.  If an item is not serious and or does not exceed your target for trending 
then just fix it.  For example, if you have a damage door observed on a facility audit and it is the only one you 
have had in 6 months then fix it and provide evidence that it has been fixed. 
 

WHY? 
 I am assuming your question may be “Why have a CAPA system?”  The code requires it and in the area of food 
safety the FDA or USDA require it. In other cases where food safety is not involved then if the CAPA system is 
employed properly it can save a company a lot of money which improves the bottom line. 
 

What tool do you recommend to track, manage, and trend CAPA process? 
There are a lot of options and QA software that is available to input your data and then the software will put it 
into a format so you can visually evaluate to see if there are any trends on the items you are tracking.  Many 
companies also trend by keeping their own spread sheets and tracking their items each time there is an issue 
or activity. 
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Compressed Air Monitoring: Where Do You Start 
By Ruby Ochoa, President and Co-Owner, Trace Analytics, LLC 
Thursday, November 5, 10:15PM – 10:45PM 
 

Does the SQF guidance document compressed air information mirror ISO 8573? 
No SQF does not provide guidance on how to sample or acceptable purity limits SQF states that compressed air 
shall be clean and present no risk to food safety and shall be regularly monitored for purity. 
 

How do you sample? 
This was outside of the presentations scope. We have excellent videos on how to sample for PWO and 
microorganisms on our website https://www.airchecklabcomaircheckacademycompressedairtestingvideos 
 

We had difficulty finding a valid micro air test. Has one been developed and what type of validation 
should accompany the method? 
ISO 85737 is specifically for microbial testing of compressed air. They recommend using an impaction sampler. 
The manufacturer of the sampler we selected provided us with reference materials for a IQOQPQ and 
validation. 
 

For packaging manufacturers how often should the compressed air be sampled and tested.  Are there 
any standards available? 
SQF states that compressed air shall be regularly monitored for purity (their FAQs state at least annually). They 
do not have established limits, however there are recommendations by other organizations that I mentioned 
in the presentation. You can download the presentation at www.sqfi.com 
 

Are there specific requirements for the packaging side and where can they be found? 
No, SQF does not provide guidance on how to sample or acceptable purity limits SQF states that compressed 
air shall be clean and present no risk to food safety and shall be regularly monitored for purity. 
 

What microorganisms should we be testing for? 
ISO 85737 specifies methods for distinguishing viable colony forming microbiological organisms e.g. yeast 
bacteria moldendotoxins from other solid particles which may be present in compressed air. 
 

Are there resources available describing how to sample compressed air? 
ISO 8573 can be purchased from ansi.org.  You can also see compressed air testing videos at 
https://www.airchecklab.com/aircheckacademycompressedairtestingvideos 
  

https://www.airchecklabcomaircheckacademycompressedairtestingvideos/
http://www.sqfi.com/
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Environmental Monitoring: Testing a Comprehensive Approach to 
Implementing an Effective Program 
By Tim Lombardo, Lead Staff Scientist – Microbiological and Food Safety Consultant, Covance 
Thursday, November 5, 7:45 AM – 8:45PM 
 

Are you familiar with the blue bell ice cream recall? 
Yes.  My responses are restricted to a certain number of characters so it is difficult to adequately respond. 
Please feel free to contact me and we can discuss specific questions and concerns. 
timlombardo@covance.com or 608-218-0510. 
 

Are you seeing more processors going to typing for Listeria Mono rather than just Listeria species to 
stay below the 2 FDA threshold? 
No. The purpose of the Environmental Monitoring Program is as a means to validate the other food safety 
programs in the facility i.e. GMP Sanitation Maintenance Traffic Patterns Zoning. If a company is concerned 
about the numbers it is missing the point of having an effective EMP. 
 

Is the 2 a formal FDA threshold or training guidance to investigators? 
Guidance 

What about ambient air monitoring? 
Air monitoring is a useful tool in determining air quality especially in packaging filling areas.  Organisms to 
sample include yeast mold and APC Pathogen monitoring is typically not conducted as part of an air monitoring 
program. 
 

What is the best swab test? 
Not sure how to respond. For environmental monitoring QTip style swabs are good for tight access points. 
Sponges are better suited for larger surfaces 12 inch x 12 inch square.  Sponges with handles known as 
Spongcicles are prefered over loose sponges. 
 

Would ATP swabs be a good indicator for environmental swabs for pathogen? 
ATP detects the presence of protein. This may be from product soils bacteria alive or dead and even from any 
solids that may be present in the water used.   ATP should only be used in validation of sanitation and not as 
part of the Environmental Monitoring Program. 
 

For a completely dry environment where no water is introduced,  should you conduct environmental 
monitoring?  Also if you have and received always Negative results can you stop testing? 
It is true that bacteria require nutrients proper temperatures and water to grow. Yet they may still be present 
in dry conditions Salmonella  Bacillus cereus have survived months/years in dry conditions. If no positives 
found consider revising the program. Something is likely being missed. 
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What about coliform? 
Environmentally coliform is a good indicator for gramnegative pathogens such as Salmonella and E coli. High 
levels of coliform MAY indicate the presence of fecal matter. 
 

If I am packaging and don’t have any food I can’t get these pathogens? 
An available source of nutrients required for pathogen growth is not only a food manufacturing concern. These 
nutrients can be carried into the factory on employee shoes equipment carts.   So while the likelihood for a 
harborage site is less it is still possible. 
 

Please include how this affects food packaging companies especially if this is a requirement in 
edition 8? 
Packaging manufacturers both direct and indirect food contact will need to implement an Environmental 
Monitoring Program.  The organisms of concern frequencies and number of samples will need to be 
determined based on the likely end use of the packaging material. 
 

What about heat resistant molds Is there a pathogenic one that we should control? 
Molds are primarily spoilage organisms. Xerophilic molds can grow at an Aw of 061  Mycotoxins are poisonous 
compounds produced by certain fungi found in contaminated grain feed products. Mold infection subsequent 
synthesis of mycotoxin starts during crop growth and continues during storage. 
 

Should you swab before you clean and sanitize or swab after cleaning? 
Environmental sampling swabs must be conducted a minimum of 4 hours after the start of production. To gain 
a better understanding of sanitation effectiveness in the factory additional swabbing can be conducted as part 
of the preop.  In this case swab after cleaning but before sanitizing. 
 

Is there a document that identifies what environment is subject to each pathogen? 
It depends on your product. I recommend reviewing the International Commission on Microbiological 
Specifications for Foods Microorganisms in Food 2Sampling for Micro Analysis Principles Specific Applications. 
Every food type is classified into one of 16 groups each with its own sampling plan 
 

What would acceptable tolerances for environmental swabbing  1000 cfu for APC  How would one 
establish this upper limit? 
It depends on your product. I recommend reviewing the International Commission on Microbiological 
Specifications for Foods Microorganisms in Food 2Sampling for Micro Analysis Principles Specific Applications. 
Every food type is classified into one of 16 groups each with its own sampling plan. 
 

What is the best practice for Indicators microorganisns should they be tested at pre op or post op? 
Equipment environment must be sampled at least 4 hours after the start of production. This allows for an 
adequate amount of time for bacteria if present to grow. This is referred to as lag-time. Additionally preop and 
postop sampling is useful in understanding the microloading of a factory. 
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Food Fraud: Assessing Vulnerability and Countermeasures to Prevent It 
By Clare Winkel, Verification Auditor, BSI ANZ 

 

Can you give us with some links on information about food fraud? 
www.foodfraud.org 
 
http://www.atkearney.com/consumerproductsretailconsumerproductfrauddeterrenceanddetection 
 
The Elliot Review 
https://www.gov.uk.governmentuploadssystemuploadsattachmentdatafile350726elliotreviewfinalreportjuly2
014pdf 
 
 

What are the links we can use to look for recalls? 
 

EU:  https://webgateeceuropaeurasffwindowportaleventnotificationsListStartRow1 
 
USA: http://wwwfda.gov/SafetyRecallsdefaulthtm 
 
Aust:  http://www.foodstandards.gov.au.industryfoodrecallsrecallsPagesdefaultaspx 
 
Ireland: http://www.fsaiie 
 
UK: http://www.food.gov.uk/newsupdatesnewsfoodalerts 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

https://www.gov.uk.governmentuploadssystemuploadsattachmentdatafile350726elliotreviewfinalreportjuly2014pdf/
https://www.gov.uk.governmentuploadssystemuploadsattachmentdatafile350726elliotreviewfinalreportjuly2014pdf/
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Food Safety Culture: Is This Really What We Need? 
By Bill McBride, Australia and Asia Representative, SQFI 
Thursday, November 5, 7:45AM – 8:45AM 

How important is it to align individual core values with organizational values? 
Very.  Employment development should be based on alignment with core business values.  That is not to say 
you want to create group think but you need to ensure that individual values support core business values. 
 

Beyond survey results what other metrics can be used as KPIs to assess culture and improvements? 
For values surveys seem to provide the best results.  However for the application of values within a business 
you can use the cost of quality model measure process productivity and initiate projects to reduce process 
variation.  Nothing works better than showing improvements. 
 

How can I better audit food safety culture  management commitment?  It is soft stuff that is tough to 
measure to a standard? 
Not easy.  You may sense culture issues but how to get objective evidence.  You need to consider the business 
holistically  e.g. if there are many resource issues in different parts of the business it may be a management 
issue,  and you need to be sure enough and brave enough to tell them. 
 

What is the average time frame in which the culture of a company changes from initiating SQF 
implementation to certification? 
There is no average time.  It really depends on the leadership the motivation and the reasons for implementing 
SQF.  It must relate back to the values of the business.  If the motivation is right it can be achieved quickly.  If 
not it will remain a cost. 
 

How can a nonexecutive lead a company and foster change? 
It is of course harder if you are a nonexecutive but not impossible.  You need to build the case i.e. demonstrate 
that Quality is not just a necessary cost but can be a means to initiate productivity as well as quality 
improvements and cost reductions.  Try using a cost of quality model and process improvement. 
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Gluten Free Global Threshold Wars: How Safe is Safe? 
By Paul Valder, CEO Paul Valder Consulting Group and President, Allergen Control Group 
Thursday, November 5, 10:50AM – 11:20AM 

 

If I have a facility which also produces products with gluten can it still be certified? 
Yes, because we recommend facility certification versus product and as long as you have all control measures 
in place as part of a documented gluten management system eliminating any potential for cross contamination 
you could make it work. However, be aware that not all production facilities are able to make this feasible as 
required capital expenditures could affect your business decisions. 

Is there a suggested validation by third party testing lab to make gluten free claim? 
Internal thresholds should be set using a testing method that is capable of testing down to 5 ppm non-
detectable below 5 ppm and performed by an accredited third party lab at a minimum one time per year. 

Frequency of third party lab testing on products with gluten free claim? 
Third party lab testing should be used in most cases to validate your overall gluten control program and usually 
once per year or more often if desired. 

Our manufacturing facility conducts a SQF audit annually.  What is required from an audit 
perspective in order that our facility may become GFCP certified? 
A third party GFCP management facility audit conducted by a certifying body audit company approved by our 
company is required. When possible the GFCP audit may be combined at the same time with an existing third 
party food safety management system facility audit i.e. HACCP BRC SQF IFS FSQMS FSEP FSSC 22000 ISO etc. 
This has been specifically designed to minimize audit costs. 
 

Do I need to ask my ingredient suppliers to be certified gluten free? 
If you are a co-packer/co-manufacturer or retailer producing a product which carries a GF claim you may wish 
to reduce the amount of due diligence detailed work in your management systems for controlling gluten and 
require your suppliers also meet the requirements of a GF management system certification process and is not 
different than asking them to also meet a GFSI requirement. Obviously this is all about reducing risk and 
protecting your business brand equity. 
 

Our facility is already certified in one of the GFSI benchmarked standards so do I need to have 
another gluten free audit? 
Yes, you can have it as a standalone or combined with an existing GFSI benchmarked standard audit. The 
reason this audit is required stems from other food safety system audits which do not necessarily adequately 
address the nuances for effectively controlling gluten for making a gluten-free claim. Fully understanding how 
to manage gluten as a chemical hazard combined with regulatory issues always make it more complex than 
appears on the surface. Consumers with celiac disease and gluten sensitivity actually get sick versus other 
claims such as kosher organic and non GMO. 
 

Since our products are wheat free can we now also make a gluten free claim? 
Wheat free does not mean gluten-free, however gluten-free does mean wheat free. Keep in mind you do not 
want to further confuse consumers who actually rely solely on a diet of gf foods for medical reasons. 
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HACCP for Packaging and Distribution Centers 
By Karen Leacock-Bingham, Sr. project Manager, Consulting and Technical Services, NSF GFTC 
Thursday, November 5, 10:15AM - 10:45AM 

 

What is the typical shelf life of various types of packaging? 
Typical is 1 year under dry conditions at ambient temperature. 
 

Does your off site warehouse have to be covered in your SQF certification? 
Offsite warehouse within close proximity can be included in certification.  See Part A of SQF manual  
22Identifying Scope of Certification. 
 

Packaging used in unsafe manner by consumer how can you control? 
You cannot control HACCP team try to think outside of box for this and try to address in HACCP plan. 
Make sure specification sheets are clear on use of product to your customer. 
 

What if any experience do you have with food contact packaging materials being contaminated due 
to improper storage practices? 
Shelf life of film will be affected turning yellow or pink due to exposure to source of heat or light.  Rigid plastic 
containers will become brittle and crack.  Paper based or cartons will dry out. Any packaging material stored 
outside contaminated from animal waste or environmental conditions. 
 

In your opinion is using tape or other temporary repairs not permanent acceptable if dated? 
Temporary repairs that are dated are acceptable as long as there is also a work order to show when 
permanent repairs to be completed. 
 

Are temporary repairs acceptable as long as they don’t cause contamination and are dated with a 
policy in place for outlining temporary repairs? 
Temporary repairs acceptable as long as they don’t cause contamination and permanent repair to be 
completed with target date  If this includes tape  then tape must be changed and dated if it starts collecting 
dust. 
 

How does a packaging manufacturer ensure that the materials they use are food grade?  What is 
generally provided to your customers? 
Suppliers show give you a specification sheet with FDA or CFIA approval for food grade or direct food contact 
for that raw material. 
 

How is print proof copy considered a CCP? 
Only a CCP if no sign off by customer on printing proof plates or graphics prior to running the job. 
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Identifying, Understanding, and Controlling Microbial Hazards 
By Doug Marshall, Chief Scientific Officer, Eurofins Microbiology Laboratories, Inc. 
Thursday, November 5, 7:45AM – 8:45PM 
 

How useful is testing of spp versus specific testing I.e. Listeria spp vs listeria mono? 
You are more likely to find Listeria species spp in the environment than finding Listeria monocytogenes the 
pathogenic species. If you believe the assumption that an environment that harbors Listeria spp is likely to also 
harbor L monocytogenes then testing for Listeria spp may be a good indicator for the presence of L 
monocytogenes. Therefore responding to a Listeria spp positive environmental sample should help keep the 
processing environment under control. 
 

When reading a COA for nuts macadamias/walnuts/almonds sometimes you see high readings SPC 
and low readings of mold or really high readings of mold and they are negative for Salmonella?  Are 
they safe for use as an ingredient? Where we can find micro limits for nuts? 
Nuts can have wide microbial count variation that is associated with infection while on the tree or in the 
ground and postharvest contamination associated with improper moisture content.  Total counts SPC are more 
likely to count bacteria and yeast while missing molds due to short incubation time.  For safety Salmonella and 
aflatoxin testing are two suggested routine tests for nuts. 
 

Is this presentation going to be available in electronic form? 
Yes. Well, upload it to the app and conference website as soon as we can. Hopefully, by the end of the day. 
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Life Beyond the Fishbone Diagram 
By Tammie Van Buren, Quality Manager, ConAgra Foods 
Thursday, November 5, 8:55AM – 9:55AM 

How many is nots would you name? 
The questions listed are intended to cover the who what when and where. You can certainly have more than 
one is not to each question and could add additional questions that work within your process 
 

How do you complete a RCA when the issue is not at your facility What would be a better tool to 
explain how it is not at your facility? 
It would depend on where it is at.  If you mean it is occurring at a supplier facility then it would be up to them 
to complete the RCA. If you mean it happens after it leaves your facility then you could utilize the isis not 
matrix to show that it occurs after it leaves your control. 
 

What tools would you recommend for corrective action and root cause from problems in trend 
analyses? 
For process improvements resulting from trend analysis you can still use many of the same tools used in 
response to firefighting  I mentioned the DMAIC process that encompasses a variety of tools 
 

Can the matrix be used in conjunction with another CAPA solving tool? 
Absolutely.  Many tools lend themselves to being used with other tools 
 

Trust no one. Seems like we will end up doing everything? 
Don’t rely on people to always do what they say they are going to  People get busy and tasks sometimes get 
overlooked by people with the best intentions  If someone verifies and validates all actions that someone 
doesn’t have to be you then you can ensure that everything gets implemented. 
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Proper Recordkeeping and Documentation: The Key To Reducing Risk and 
Liabilities. 
By Holly Mockus, Product Manager, Alchemy Systems; Melanie Neumann, executive Vice President & CFO, The 
Acheson Group; and Jim Reynolds, Director of Food Safety and Compliance, Lineage Logistics 
Thursday, November 5, 7:45AM – 8:45AM 
 
 

How to make correction to records without effectively falsifying them? 
A single line in ink pen across incorrect entry.  Correct entry directly above or as close as possible to ensure 
clarity.  Initials of person making the correction and date written alongside. 
 

What are some best practices for scheduling and performing verification and validation of PRPs? 
Scheduling is a good way to ensure an even work flow however your hazard analysis should provide the 
guidance for how often verification and validation are warranted for your specific products and processes. 
 

How often are you seeing electronic production documentation?  What are some things to watch out 
for with that? 
This varies throughout the food industry.  There are many things to look for including the security of the 
records all changes to electronic records carry a permanent history all entries are date and time stamped and 
there is a backup in place to prevent lost records. 
 

Do all records need to be verified signature and date? 
A signature and date on all records is an industry leading practice. Each company should research relevant 
regulations company requirements and customer requirements to determine the exact requirements. 
 

Are there any programs you recommend for electronic documentation? 
Every documentation program that maintains electronic records should be fully researched to ensure it meets 
the company needs and any customer and regulatory requirements.  Because needs vary by plant and 
company it is difficult to make a definitive recommendation. 
 

Under FSMA does food contact packaging fall under FDA regulation I heard it did then it didn’t? 
Preventive Controls for Human Food applies to facilities that manufacture process pack or hold human food. 
 

Thawing could be a risky process with lots of trace records needed for time temperature etc   
How do you manage this? 
Every facility should determine the proper form and format for their specific process and products in addition 
to how often temperatures should be taken and for what duration. Sometimes redundancy in recordkeeping is 
warranted as a backup or double check. 
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Can you speak to record approval requirements and some BKMs when multiple people need to 
approve? 
Not sure what BKMs are. However, an approval process is a great way to double check that records are 
accurate and provides that important second set of eyes to help catch and correct errors. 
 

For records of changes to procedures can you have a revision summary section listed on the 
document itself instead of on a register? 
There are many ways to track revisions however depending on your specific system this may be an easy way to 
track revisions by including a document history section in the procedure itself where you can summarize 
changes along with the date of revision. 
 

Is there recommended software to use for electronic record keeping? 
Please see response above. 
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Training to Survive an Unannounced Audit 
By Jennifer McCreary, Technical Manager, Training and Education Services, NSF-GFTC 
Thursday, November 5, 10:50AM – 11:20AM 
 

Can the auditor come in outside of 'normal' (8am-5pm) business hours? 
Typically the auditor will arrive for the first day of the audit during normal business hours since they do not 
want to waste time waiting for people to show up. During the audit, the auditor may need to arrange to come 
in during a night shift in order to watch a product changeover, sanitation practices, etc. 

What happen if the responsible person of meeting the auditor is on vacation and there is no other 
capable person present? 
The SQF code 7.2, section 2.1.2.8, requires that management make provision to cover for the absence of key 
personnel.  This is why it is important to ensure that the back-up person(s) is/are trained and capable of 
covering off the duties during the absence of the key person. 

How to deal with auditors that don't like electronic documents? They ask us to print them instead to 
look at the screen in the conference room 
I expect that this is an issue for both announced and unannounced audits. I do not have a good alternative 
answer for this question other than I would try and keep the auditor happy.  

If the SQF practitioner is not there does the back have to be certified? 
The SQF code (section 2.1.2.5) requires the SQF practitioner to be a full time employee, hold a position of 
responsibility, completed HACCP training, and have an understanding of the SQF code.  It is important that the 
back-up(s) have these same qualifications since they will be expected to maintain the supplier’s SQF program 
in the absence of the regular SQF practitioner.  If the back-up is not knowledgeable about SQF or HACCP, they 
may inadvertently do something that is out of compliance with the program.   

Please can you explain the unannounced audit scheduling/time frame/range? 
Answer is taken from SQF Code, Ed 7.2, Part A, Section 4.5:   Within three (3) certification cycles, the 
certification body shall conduct one (1) unannounced recertification audit of the supplier.  The unannounced 
audit shall occur in the supplier’s facility within the sixty (60) day recertification window (i.e. the anniversary 
date of the initial certification audit +/- 30 days). Unannounced audits shall not be conducted on the initial 
certification audit or on a surveillance audit.  The unannounced audit year is determined between the supplier 
and the certification body. 

What if you have 2 facilities? 
I am not sure what the question is asking but the SQF code, Section 2.1.2.4, requires an SQF Practitioner per 
site (SQF glossary defines site as the actual street address of the supplier’s premises).  With regards to 
unannounced audit black out days, if the auditor will be auditing both facilities and the facilities have different 
production schedules/black-out dates, this should be discussed with the Certification Body so that the auditor 
can be scheduled to arrive when both facilities are in operation, if possible. 
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What is the lead time required for blackout dates for the unannounced audit? 
Since the year that the unannounced audit is taking place is determined in advance, the blackout dates may be 
communicated at that time.  If the production schedules change, it will be the responsibility of the supplier to 
communicate any new blackout dates to the CB ASAP during the pre-determined unannounced audit year. 

Since management support is in the code, will we get a minor if nobody is there for opening and 
closing if people are on vacation or we are on shut down? 
If the facility is on shut down, these dates should have been given to the CB as blackout dates, i.e. the 
unannounced audit will not take place on these dates.  As answered previously, it is management’s 
responsibility to ensure that there is coverage for the absence of key personnel, e.g. they are on vacation. 

Who decides who is audited unannounced? 
The SQF Code 7.2, Part A, Section 4.5, requires that a supplier has an unannounced audit within three 
certification cycles.  The year of the unannounced audit is decided by agreement between the supplier and the 
certification body. 

So the blackout dates are only days that you don't operate? They cannot be days that i.e. someone is 
on vacation or out? 
SQF Code Part A Section 4.5. vii:   A defined blackout period shall be established by negotiation between the 
suppliers and their certification body that prevents the unannounced audit from occurring out of season or 
when the facility is not operating for legitimate business reasons.  

There is no limit to the number of blackout dates for each facility, however the facility may need to provide 
evidence that the identified blackout period was justified, e.g. by providing production schedules.      

Per company policy, a manufacturer will support all announced audits. What happens if the SQF 
auditor shows up during an already announced and scheduled audit? 
SQF Code 7.2, Part A, Section 4.5 viii:  Immediate suspension of the supplier certificate will occur in facilities 
that refuse entry to the auditor for an unannounced audit.   

In addition to the suspension of the supplier certificate, the agreement with the Certification Body will likely 
make the supplier responsible for all the costs associated with the refused audit. 


	A Fresh Look at Root Cause Analysis and the Corrective and Preventative Action Process
	What happens when the root cause is lack of management commitment?
	Could you use a mix on methods like 8D and 5 whys?
	How to prevent your five whys from going off track? (Example:  second why can lead you down to wrong root cause)

	Avoiding Common Pitfalls in the CAPA Process
	How would you show the trend correction not all need CA?
	Under FSMA will my CAPA records be considered part of the food safety records?
	As an auditor what do you feel is an acceptable timeframe (10 days, 30 days, etc.)  for a corrective action to be identified and implemented?
	Is it not a good thing to show a lot of customer complaints?
	As SQF is implemented in retail how will CAPA be used when there is little to no recordkeeping?
	What have you seen as a best practice to get senior management by in to CAPA?
	How to determine when a CAPA is needed?

	Compressed Air Monitoring: Where Do You Start?
	Should we do similar testing on our Nitrogen system?

	Environment Monitoring: Testing a Comprehensive Approach to Implementing an Effective Program
	When to place products on hold with positive results?
	Is it possible to get the link to the picture you showed during the presentation where you can see the images of the different organisms as you zoom in?  I don’t see this link in the PowerPoint.  Thanks.
	Does salmonella require an animal host for growth or can it grow in harborage places?
	Is the FDA level of 2 based on species or the pathogenic type?
	Is there a white list friendly dry foot powder?
	With the implementation of FSMA are regulators expecting that environmental monitoring should look for listeria species or L Mono?
	What are best ways to map or ID preselected sampling sites since we are talking about hundreds of sites?
	When is it recommended to do speciation of positives?
	How long do the dry powders last?
	What would be common indicator organisms in wet and dry environments?
	Is testing for indicator bacteria like endobacteriacae a valid measure for understanding the micro load in the plant?
	Is incorporation of speciation of listeria testing appropriate as part of a response to a zone 34 positive?
	What are good indicator organisms for Listeria for Zones 24?
	What is the appropriate number of swabs month to be performed?  Does it depend on the number of possible sites or plant size?
	What’s the best way to reduce increase frequency of sampling?  Or methods we can employ?
	Are you suggesting that we use a dry sanitizer at entry points even in a wet environment?  E.g. Dairy processing, currently we use floor foamers?
	What is the best way to establish a baseline number for testing For example if testing for Coliform? How do you decide what is acceptable?

	Food Fraud: Assessing Vulnerability and Countermeasures to Prevent It
	Where do I get information on food fraud sources?
	Where do I get information about recalls?

	Gluten Free Global Threshold Wars: How Safe is Safe?
	What is the threshold for presence of gluten in product?
	Do I need to ask my ingredient suppliers to be certified gluten free?
	Since our products are wheat free can we now also make a gluten free claim?
	Our facility is already certified in one of the GFSI benchmarked standards so do I need to have another gluten free audit?
	If I have a facility which also produces products with gluten can it still be certified?

	HACCP for Packaging and Distribution Centers
	Do you know of any studies/papers already done on shelf life of rigid plastics that we could reference?
	Is there is a required list of PPRs that always must be used or is it site specific?
	HACCP should include the intended consumer use.  Often we don’t know every potential use.  How do we handle this?
	Who approves inks?
	Would calibration be listed as one of your PRPs if measuring or monitoring devices are NOT used for food safety in the manufacturing packaging materials in our facility a consultant said we must list it as a PRP and we don’t understand why?
	At what temperature does listeria die? Cold and hot?
	Please elaborate on packaging shelf life?
	How to validate a HACCP plan with no PCCs in packaging materials?

	Identifying, Understanding, and Controlling Microbial Hazards
	What would be the main source of coliforms in a processing facility that packs frozen vegetables?
	What is the recommended frequency for environmental testing in a facility with a low risk twice baked product?
	Will we have access to this slide show?
	Should dry environment food manufacturing test for Listeria? What about in a department of the facility that does use water?

	Management Techniques for Development and Maintenance of SQF
	Do finished product cases have to have allergen contains allergen statement on outbound if not a customer request?
	With regards to documentation how long should SQF implementation take for a facility that has been involved in GMP audits only?
	Will this presentation be available for reference later on the website?
	How long do documents need to be held SDS?
	Are there pitfalls to avoid when migrating to an updated standard  e.g. from 72 to upcoming 8?

	Bakery and Snack Food Processing Roundtable
	Are ALL RTEs considered high risk?
	Best practices for lot tracking multiple lines from the same lots?
	How to handle COA requests from customers that take our finished product and use it as an ingredient in their product?
	With rolling our SQF Level 3 and the effective date being in the middle of the year and the audit date being in late Oct would the documentation pertaining to level 3 only be pulled going back to that start date? Or would the auditor require the preli...
	How often should labels be reviewed in regard to allergens?

	SQF: 2016 and Beyond
	Has any discussion taken place regarding the use of QMS ISO 9001 audits to satisfy Level 3 SQF Quality requirements?
	Is there a way to improve how findings and possibly corrective actions are incorporated into the full report a summary within the report so when customers are reviewing the report it’s all in one place?
	Who are the retailers association that have an addendum to SQF?  Do you have a list?
	With the unannounced audits are surveillance audits still necessary for Part A requirements?
	What is the window for unannounced audits?
	In Version 8 can the PRPs be called out as elements for easier referencing?  Not all are identified this was?
	Will there be separate scoring for safety and quality?
	For companies that get level 3 right before the release of v8 will a re-audit be needed for level 3 before the 1 year mark?
	When you do a code update are you including retailers for feedback to help them consider accepting GFSISQF verses still mandating their own audits?
	If you break out Level 3 will that then be a separate certificate?
	Do you see more robust requirements on environmental programs?
	What is the timetable for release of 8?
	One goal of SQF is to reduce redundancy in audits.  Are we achieving  this and how are we working on this goal?
	How can SQF help a supplier reduce their customer audits by increasing customer confidence that SQF certificate is enough?
	Pulling out level 3 into a separate Quality code means we will have two different audits for level 3 different date?
	Why does module 2 currently separate levels 1, 2, and 3 but the food sector categories do not?
	Understanding that the code can’t be developed for specific regulatory requirements can guidance documents be developed for the code against regulation e.g. FSMA?
	Will there be a formal stakeholder comment period on draft Edition 8?  If so, when?
	Would there be different auditor requirements to audit against level 3 quality vs level 2 safety?
	Will SQF alter their program to ensure that all certified meet all FSMA requirements?
	At one time SQF was looking at industry specific addendum to the code such as a Dairy addendum?  Is this still being considered?
	Will FSMA final rules trigger any FSC changes?
	Very few of the questions on the audit form relate to the physical facility walk through.  Is there consideration being given to more of these questions in version 8?
	Is there a list of all companies that actually recognize SQF to their suppliers Globally?
	CDC just announced the statistics about multistate outbreaks. They are calling on food manufacturers and retailers to increase their efforts. Is SQFI having conversations with CDC about our programs?
	What is the timeline for Level 3 being separated from Level 2?  Will there be two audits one for each level?
	Are auditing bodies going to be required to review approve or reject audit nonconformities instead of the auditor?
	Why do internal auditor qualification requirements vary between Module 2 and 16? Module 16 requires SQF training certificate audit training certificate  internal audit system needs to be audited by a licensed consultant or auditor  Does it have to be ...
	What if you are the SQF Practitioner for 2 plants? You can’t ignore your other plant for 90 days?
	Our customers are asking for full SQF audit report? Could a summary report also be provided as an alternative to providing the full audit report?
	I understand auditor calibration and training are part of CBs responsibility Are you considering comparing how effective are the CBs to prepare the auditors?
	Will this presentation be available?
	With updates to environmental monitoring will there be updates to water micro quality and compressed air micro quality?
	Sometimes differences are evident in the audit results when using different CBs.  Are CBs being calibrated? How often?
	What are the dates of the 2016 conference in Orlando?
	Will SQF create code in Module 11 for low risk Micro hazards in regards to the environmental monitoring requirements?
	For unannounced audits is the auditor requirement to be on the floor within an hour of arrival?
	How are SQF auditors being calibrated?  We continue to see suppliers that are SQF certified when they should not be.

	SQF for Improved Maintenance and Sanitation Performance
	What organisms to you suggest for environmental testing?
	I can’t find soptemplates discussed in session?
	What kind of training can you provide to a maintenance team?  To keep them engaged? In other words, speak their language?
	Do you have suggestions on getting but in from maintenance with tool accountability programs?
	How can you make an efficient cleaning schedule?

	The SQF Retail Code
	Why 5 years’ experience for auditor in retail per sector when processing is 2 years per sector?
	Will there be any skills training needed for auditors to qualify for retail auditing in addition to the SQF regular auditor requirements?
	Does retail include food service?

	Avoiding Common Pitfalls in the CAPA Process
	Define DIVES again please?
	Do all non-conformances from a formal SQF audit require corrective action in Reliance even when findings are very low risk?
	What is the fastest, most simple RCA process?
	What about the PA part?
	What do you recommend we do with the issues that don’t rise to the level of the CAPA process?
	WHY?
	What tool do you recommend to track, manage, and trend CAPA process?

	Compressed Air Monitoring: Where Do You Start
	Does the SQF guidance document compressed air information mirror ISO 8573?
	How do you sample?
	We had difficulty finding a valid micro air test. Has one been developed and what type of validation should accompany the method?
	For packaging manufacturers how often should the compressed air be sampled and tested.  Are there any standards available?
	Are there specific requirements for the packaging side and where can they be found?
	What microorganisms should we be testing for?
	Are there resources available describing how to sample compressed air?

	Environmental Monitoring: Testing a Comprehensive Approach to Implementing an Effective Program
	Are you familiar with the blue bell ice cream recall?
	Are you seeing more processors going to typing for Listeria Mono rather than just Listeria species to stay below the 2 FDA threshold?
	Is the 2 a formal FDA threshold or training guidance to investigators?
	What about ambient air monitoring?
	What is the best swab test?
	Would ATP swabs be a good indicator for environmental swabs for pathogen?
	For a completely dry environment where no water is introduced,  should you conduct environmental monitoring?  Also if you have and received always Negative results can you stop testing?
	What about coliform?
	If I am packaging and don’t have any food I can’t get these pathogens?
	Please include how this affects food packaging companies especially if this is a requirement in edition 8?
	What about heat resistant molds Is there a pathogenic one that we should control?
	Should you swab before you clean and sanitize or swab after cleaning?
	Is there a document that identifies what environment is subject to each pathogen?
	What would acceptable tolerances for environmental swabbing  1000 cfu for APC  How would one establish this upper limit?
	What is the best practice for Indicators microorganisns should they be tested at pre op or post op?

	Food Fraud: Assessing Vulnerability and Countermeasures to Prevent It
	Can you give us with some links on information about food fraud?
	What are the links we can use to look for recalls?

	Food Safety Culture: Is This Really What We Need?
	How important is it to align individual core values with organizational values?
	Beyond survey results what other metrics can be used as KPIs to assess culture and improvements?
	How can I better audit food safety culture  management commitment?  It is soft stuff that is tough to measure to a standard?
	What is the average time frame in which the culture of a company changes from initiating SQF implementation to certification?
	How can a nonexecutive lead a company and foster change?

	Gluten Free Global Threshold Wars: How Safe is Safe?
	If I have a facility which also produces products with gluten can it still be certified?
	Is there a suggested validation by third party testing lab to make gluten free claim?
	Frequency of third party lab testing on products with gluten free claim?
	Our manufacturing facility conducts a SQF audit annually.  What is required from an audit perspective in order that our facility may become GFCP certified?
	Do I need to ask my ingredient suppliers to be certified gluten free?
	Our facility is already certified in one of the GFSI benchmarked standards so do I need to have another gluten free audit?
	Since our products are wheat free can we now also make a gluten free claim?

	HACCP for Packaging and Distribution Centers
	What is the typical shelf life of various types of packaging?
	Does your off site warehouse have to be covered in your SQF certification?
	Packaging used in unsafe manner by consumer how can you control?
	What if any experience do you have with food contact packaging materials being contaminated due to improper storage practices?
	In your opinion is using tape or other temporary repairs not permanent acceptable if dated?
	Are temporary repairs acceptable as long as they don’t cause contamination and are dated with a policy in place for outlining temporary repairs?
	How does a packaging manufacturer ensure that the materials they use are food grade?  What is generally provided to your customers?
	How is print proof copy considered a CCP?

	Identifying, Understanding, and Controlling Microbial Hazards
	How useful is testing of spp versus specific testing I.e. Listeria spp vs listeria mono?
	When reading a COA for nuts macadamias/walnuts/almonds sometimes you see high readings SPC and low readings of mold or really high readings of mold and they are negative for Salmonella?  Are they safe for use as an ingredient? Where we can find micro ...
	Is this presentation going to be available in electronic form?

	Life Beyond the Fishbone Diagram
	How many is nots would you name?
	How do you complete a RCA when the issue is not at your facility What would be a better tool to explain how it is not at your facility?
	What tools would you recommend for corrective action and root cause from problems in trend analyses?
	Can the matrix be used in conjunction with another CAPA solving tool?
	Trust no one. Seems like we will end up doing everything?

	Proper Recordkeeping and Documentation: The Key To Reducing Risk and Liabilities.
	How to make correction to records without effectively falsifying them?
	What are some best practices for scheduling and performing verification and validation of PRPs?
	How often are you seeing electronic production documentation?  What are some things to watch out for with that?
	Do all records need to be verified signature and date?
	Are there any programs you recommend for electronic documentation?
	Under FSMA does food contact packaging fall under FDA regulation I heard it did then it didn’t?
	Thawing could be a risky process with lots of trace records needed for time temperature etc   How do you manage this?
	Can you speak to record approval requirements and some BKMs when multiple people need to approve?
	For records of changes to procedures can you have a revision summary section listed on the document itself instead of on a register?
	Is there recommended software to use for electronic record keeping?

	Training to Survive an Unannounced Audit
	Can the auditor come in outside of 'normal' (8am-5pm) business hours?
	What happen if the responsible person of meeting the auditor is on vacation and there is no other capable person present?
	How to deal with auditors that don't like electronic documents? They ask us to print them instead to look at the screen in the conference room
	If the SQF practitioner is not there does the back have to be certified?
	Please can you explain the unannounced audit scheduling/time frame/range?
	What if you have 2 facilities?
	What is the lead time required for blackout dates for the unannounced audit?
	Since management support is in the code, will we get a minor if nobody is there for opening and closing if people are on vacation or we are on shut down?
	Who decides who is audited unannounced?
	So the blackout dates are only days that you don't operate? They cannot be days that i.e. someone is on vacation or out?
	Per company policy, a manufacturer will support all announced audits. What happens if the SQF auditor shows up during an already announced and scheduled audit?


