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As mentioned in an earlier article, the duties of Regulatory Services began in 1886 with an act to regulate the 

sale of fertilizers in the state.  At the beginning of 1918 the regulatory functions of the College of Agriculture 

in addition to fertilizer sales involved enforcement of laws relating to the sale of commercial feeds, foods and 

drugs, agricultural seeds, and nursery stock.  Enforcement of the Pure Foods Law had been one of the out-

standing success stories of the division since the law was passed in 1898.  However, change was in the air and 

in 1918 the General Assembly moved enforcement of the Pure Foods Law to the Department of Public Health.  

During this same legislative session, a law was passed dealing with the weighing and sampling of milk and 

cream, providing for examination and certification of the glassware used in testing milk and cream for butterfat 

with the Babcock test, and providing for the examination and licensing of testers, fixing penalties for violation 

of the provisions of the act.  These duties were given to the Division of Regulatory Services. 

 

It is important to note that our role in the milk industry concerns dairymen being paid properly for the milk 

they produce.  We are not involved in inspection of dairy parlors which is done through the Department for 

Public Health in Frankfort.  The roles of our program include: 

 

 Ensuring that milk haulers are making accurate measurements and conversions for the volume of milk in 

producer tanks and are obtaining a representative sample to be submitted for payment purposes. 

 Monitoring the handling of producer samples from the hauler to the laboratory and ensure samples used for 

payment purposes are handled properly and analyzed in a timely manner. 

 Monitoring laboratories that analyze producer samples for payment purposes.  Labs are routinely evaluated 

to ensure they are following proper lab procedures and are utilizing accurately calibrated equipment. 

 Reviewing pay records from weight tickets, to lab records, and final pay stubs to ensure that processors are 

billed accurately. 

 Providing analyses for university research projects and also for private producers such as our growing arti-

san cheese business in the state. 

 Analyzing milk samples from cows participating in the North American International Livestock Exposi-

tion. 
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 Reproducing Bulk Milk Tank Conversion Charts for producers when the ones they have become difficult 

to read. 

 Cooperating with other agencies on educational projects to provide a variety of services to Kentucky dairy 

producers, processors and allied industries. 

 

We take seriously our role in ensuring that dairy farmers are paid correctly for what they produce and in gen-

eral support of the Kentucky Dairy Industry.  We have a Milk Handlers Advisory Board that meets annually 

and this board is one of the main avenues for the milk program to remain aware of Kentucky’s dairy industry 

needs and concerns. Advisory Board input assists Regulatory Services in our effort to provide better service to 

Kentucky’s dairy industry.   The members of this board may be seen on our website at www.rs.uky.edu.  

 

Highlights of our milk program activities for 2014 are shown below: 

 

 Reviewed applications and issued licenses to 2 transfer stations, 22 milk handlers, 16 laboratories, 75 tech-

nicians, and 306 sampler-weighers (milk-haulers, receivers and samplers). 

 Collaborated with Kentucky Cabinet for Health Services Milk Safety Branch to train sampler-weighers 

and processor receiving personnel.  Trained and examined 19 new sampler-weighers and 7 new techni-

cians. 

 Conducted 10 pay-record and 13 raw milk receiving audits. 

 Conducted 28 milk laboratory inspections. 

 Conducted 368 sampler-weigher inspections and analyzed milk samples from 2,393 dairy herds to evaluate 

sampler-weigher performance and ensure accurate producer payments. 

 Administered a monthly milk lab quality control check sample program through the distribution of 2376 

samples to the 16 licensed laboratories and 2 other labs to ensure accurate component-analysis procedures. 

 Provided analyses for university research projects pertaining to dairy cattle management and feeding prac-

tices effects on milk composition (135 samples analyzed in 2014). 

 Provided analyses for Kentucky small processor cheese makers (168 samples). 

 Analyzed milk samples from 72 cows in conjunction with cattle judging at North American International 

Livestock Exposition in Louisville.  
 

The Division of Regulatory Services has eight inspectors out in the state who focus on fertilizer, feed and 

seed.  We have one inspector dedicated strictly to milk.  In addition to working in Kentucky, he must travel to 

other states where Kentucky milk is processed.  In addition to our inspectors we have an additional 46 employ-

ees in Lexington and three in Princeton who work in support of all our programs.  We are proud of what we 

have done to protect consumers, producers and agribusinesses in the Commonwealth for over 100 years and 

look forward to serving for many more. 

 

Darrell Johnson, Director 

History is from “The College of Agriculture of the University of Kentucky” by J. Allan Smith 

Regulatory Services News is published quarterly for the feed, fertilizer, milk and seed regulatory programs and 

the seed and soil service testing programs of the Division of Regulatory Services. It is provided free to persons 

interested in these programs.  For subscriptions or address changes, contact our office at (859) 257-2785.  You 

can also access and sign up for Regulatory Services News on the Internet at http://www.rs.uky.edu. 

 

The College of Agriculture Food and Environment is an Equal Opportunity Organization 

http://www.rs.uky.edu
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What is Accreditation and Why it is Important 

 

Sharon F. Webb, Ph.D.,  

Director of Quality Assurance Program 

 

Accreditation is the process that a certifying body declares that an entity or person is competent to perform a specific task or proce-

dure according to a certain standard.  Laboratories may become accredited for specific test methods or even calibrations that they 

perform.  At the Division of Regulatory Services our Feed and Fertilizer Laboratory will be working towards accreditation to the 

ISO/IEC 17025:2005 Standard that is recommended for all state feed laboratories according to the Animal Feed Regulatory Program 

Standards (AFRPS).  This will be a long and complicated journey for all of us in the laboratory and I thought you as our audience 

would find it interesting.  Therefore, I’ll be writing a series of articles that discusses various portions of the standards and how we 

meet those qualifications.   

 

ISO stands for International Organization for Standardization, and is an independent, non-governmental membership organization.  It 

is the world’s largest developer of voluntary International Standards. It is made up of 162 member countries that are the national 

standards bodies around the world.  These standards are documents that specify details for products, services, and systems to ensure 

quality, safety, and efficiency.  They are a key factor in facilitating international trade.  This organization has published over 19,500 

international standards that cover almost every industry, from technology, to food and feed safety, to agriculture and healthcare.  ISO 

has 3,368 technical bodies, or technical committees, that are made up of experts in that field from all over the world.   

 

The Association of American Feed Control Officials (AAFCO) is a voluntary membership association of local, state, and federal 

agencies charged by law to regulate the sale and distribution of animal feeds and animal drug remedies.  This organization has no 

regulatory authority, but works to provide a level playing field of commerce for the animal feed industry, ensure consumer protec-

tion, and safeguarding the health of animals and humans.  I am on several national AAFCO committees and workgroups, and as part 

of my assignment representing our Division and/or AAFCO, I’ve learned quite a bit about the accreditation process.  The first thing 

that a laboratory must do in order for the process to be successful is to ensure that the senior management is on board with the idea.  

The process of achieving the ISO/IEC 17025:2005 accreditation will be costly both in efforts, resources, and personnel, so without 

their support we would not even be able to get started!  The next item on our check list is to purchase a copy of the standard.  We 

currently adhere to the American Association of Feed Control Officials Quality Assurance/Quality Check Guidelines 2007.  These 

guidelines have been updated to align the protocols and recommendations to each sub clause in the ISO standard and were published 

in 2014.   

 

The next item on our to-do list is to do a “gap” analysis.  A gap analysis is when you compare what policies and procedures you are 

using currently (2007 AAFCO QA/QC Guidelines) to what policies and procedures you want to put in place (2014 AAFCO QA/QC 

Guidelines).  This is something that we are in the process of doing.  We have already done the gap analysis to determine if our labor-

atory meets the AFRPS laboratory standard and discovered we only need to put into place a few things to completely meet that 

standard.  The gap analysis to determine how our processes we currently use compare to what is required in the ISO standard is quite 

a bit more detailed oriented and requires significantly more documentation and paperwork.  The fourth item on our checklist is hav-

ing a clearly defined Quality System Manual (QSM) in place.  This is a huge document that defines documents, records, traceability, 

contracts, purchases, complaints, and control over various actions that the laboratory may take and how they enact them.  In other 

words the QSM will document our policies used in our organization, our standard operating procedures for everything including our 

analytical methods we use in the laboratory.  This is something that we are currently working on as well.   

 

The Management System Document Structure is made of the QSM, organizational and method procedures, data recording forms, and 

work instructions.  This system will document how our organization is managed, confidentiality, and ethics policies and procedures.  

It also defines our relationship to our customer, which is defined as the Regulatory Program.  We will develop a contract with the 

customer, and define procedures for reviewing the contract and sampling agreement with the customer.  If we choose to out-source 

any analytes we will develop a sub-contract with the providing laboratory.  In this document we will define our procedures for pur-

chasing chemicals and equipment, handling non-conforming results and complaints, and define our preventative and corrective ac-

tions.  Something else that is a key element in this whole process is auditing.  We will have procedures for how to do our own inter-

nal audits.  Of course, we will develop a policy to ensure document control is done, management reviews and build in a process to 

increase our overall quality. 

 

The technical procedures will include how we train and evaluate our professional personnel and the conditions in which they work.  

Our analytical methods contain the suitability of the method for the specific analyte, method validation, and verification that demon-

strates that the analytical method works as expected.  Another undertaking that we will be developing is measuring uncertainty and 

traceability in each analytical method.  This is very similar to the way the analytical variations are developed in the AAFCO Profi-

ciency Program and published in AAFCO’s Official Publication.  Do not confuse “error” with “uncertainty”.  Error is defined as the 
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difference between a found value and a true value that are from mistakes or uncontrolled factors.  Uncertainty is a measure of 

“sureness” about a found value.  As a regulatory laboratory, we want both errors and uncertainty to be as close to zero as possible, 

but realistically it isn’t possible.  To measure the uncertainty, we have to closely examine and evaluate data and design the experi-

ment, including sampling by our inspectors and subsampling in our laboratory, to minimize any inherent errors so that our uncer-

tainty decreases.  This is why all of our personnel, inspectors, lab techs, research analysts, supervisors, and directors, are well-

trained and why we put into place so many quality checks, to increase the confidence in the values that we find for the analytes.  In 

each analytical method that we use in our laboratory, we use quality reference material and/or NIST standards that have statistical 

data for us to compare our results.  I’m sure you all know that when our inspectors take a sample they send it to Lexington, then a 

few weeks later you get a report of analytical values for certain analytes.  What you may not realize is what we do in the laboratory 

when the sample arrives.  We call this “Sample Handling”.  Upon receipt of a sample, we have procedures in place on how to track 

it from the sampling site to when the results are reported out.  This will include sample receipt, chain-of-custody (for tracking the 

time the sample is taken until we receive it in our building), splitting and grinding of the sample, sample history (to document who 

has access to the sample and who has touched the sample), preparing a test sample, and storage of the sample.  Sample handling 

and preparation is really one of the most important sources of error.  However, our staff are highly trained and use statistically 

proven methods for handling the wide variety of the sample types our inspectors take.  All of these procedures and policies will be 

documented under this heading.   

 

 

The ISO/IEC 17025:2005 standard also dictates what is on the final report.  Over the next few years, the report will change to in-

clude the details that ISO/IEC require.     

 

As we progress towards ISO/IEC 17025:2005 accreditation, I will continue to update you.  We are committed to maintaining the 

high-quality services we provide and will add analytical methods to our repertoire that will benefit the people of the Common-

wealth.  We will continue to provide our Regulatory Programs unbiased and accurate results in a timely manner.  

Catherine (Cate) Perkins started work on June 1 in the 

Seed Germination Lab. She replaces Beth Nichol who 

retired in May.  Cate is originally from Abingdon, Vir-

ginia and earned a B.S. in Horticulture from Virginia 

Tech and an M.S. in Public Horticulture from the Uni-

versity of Delaware.  She spent a little over 3 years 

working with the Peace Corps in Cameroon after grad-

uation.  Cate was working at Wilson Nurseries in 

Frankfort prior to joining Regulatory Services. 

Cate and her husband Andrew live here in Lexington 

where he is working on a graduate degree in music the-

ory.  She is another strong addition to our team and we 

are glad she has joined us.  

 

Regulatory Services Personnel Changes 

New Employee 



Updates on Food Safety Modernization Act 

Dr. Alan Harrison – Director Feed and Milk Programs 

 

The Food Safety Modernization Act (FSMA) Preventative Controls for Animal Food rule is now final and is 

scheduled to be published on September 17, 2015.  With the publishing of the final rule, this means that 

some businesses will need to be in compliance by September 2016. 

 

For nearly 2 years, the Food and Drug Administration (FDA) has considered comments from industry, con-

sumer groups, academia and other stakeholders and has revised the original rules with those comments in 

mind.  Here’s a condensed version of what’s coming down the road with FSMA for the feed industry. 

 

Current Good Manufacturing Practices (cGMP’s) have been established for animal food (or feed) pro-

duction.  If a processor already implements human food safety requirements, additional controls are not re-

quired if there is no further processing of the product.  For example, a distillery should not need to imple-

ment animal feed cGMP’s to distribute wet distillers grains, but would be subject to implementation of pre-

ventative controls if they dried spent grains and distributed dried distillers grains. 

Covered facilities must establish and implement a food safety system that includes an analysis of haz-

ards and risk-based preventive controls.  The written food safety plan must include hazard analysis, pre-

ventive controls, oversight and management of preventive controls (monitoring and verification), and a recall 

plan.  

An animal food manufacturing/processing facility must have a risk-based supply chain program for 

those raw materials and other ingredients for which it has identified a hazard requiring a supply-

chain-applied control.  If an identified hazard will be controlled by another entity in the distribution chain, 

a facility would not be required to implement a preventive control. 

Operations meeting the definition of ‘farm’ are not subject to the preventive controls rule.  A Primary 

Production Farm is defined as an operation under one management in one general, but not necessarily con-

tiguous, location devoted to the growing of crops, the harvesting of crops, the raising of animals (including 

seafood), or any combination of these activities.  A Secondary Activities Farm is an operation not located on 

the Primary Production Farm that is devoted to harvesting, packing, and/or holding raw agricultural com-

modities. The secondary activities farm definition has very limited application to animal food beyond grain 

storage. 

Feed mills associated with farms (vertically integrated operations) not covered.  Under the new rules, if 

the feed mill, animals, land, and establishment are all owned by the same entity, this meets the definition of a 

farm and are therefore not subject to the Preventive Controls for Animal Food final rule.  We can expect a 

future FDA ruling that will require some feed mill operations that currently are part of a farm to implement 

the current good manufacturing practices established by the Preventive Controls for Animal Food rule. 

Compliance Dates: Businesses will have a staggered number of years after publication of the final rule 

to comply, based on business size. In addition, there will be staggered compliance between the CGMP 

requirements and the Preventive Control Requirements.  This was one area of the proposed rules that 

generated much discussion and comments.  The intent of this staggering of compliance dates appears to be to 

get the largest feed mills in compliance quickly while allowing the businesses with more limited resources a 

reasonable time to make necessary changes.  These are the categories of business size in the final rule. 



 

 

FDA clearly recognizes that there will be a great deal of industry education required with these new regula-

tions.  We can expect to see guidance documents in the near future covering CGMP requirements, hazard anal-

ysis and preventive controls, human food by-products for use as animal feed, and a small entity compliance 

guide. 

 

To learn about this subject, try this link:  http://www.fda.gov/Food/GuidanceRegulation/FSMA/

ucm366510.htm 

Business Size CGMP compliance date PC compliance date 

Business other than small and 

very small 

1 year 2 years 

Small business  (a business em-

ploying fewer than 500 full-time 

equivalent employees) 

2 years 3 years 

Very small business (a business 

averaging less than $2,500,000, 

adjusted for inflation, per year, 

during the 3-year period preced-

ing the applicable calendar year 

in sales of animal food plus the 

market value of animal food man-

ufactured, processed, packed, or 

held without sale (e.g., held for a 

fee or supplied to a farm without 

sale). 

3 years 4 years, except for records to sup-

port its status as a very small 

business (January 1, 2017)   
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