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Foreword

ISO (the Inte

rnational Organization for Standardization) is a worldwide federation of national standards bodies

(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and

non-governm

ental, in liaison with 1SQ _ also take part in the work 1SO collaborates closely with the

International
International
The main ta
adopted by

International

Attention is
rights. ISO s

ISO 22006 w

Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part'2.
5k of technical committees is to prepare International Standards. Draft International Stangards
the technical committees are circulated to the member bodies for voting. [Publication gs an

Standard requires approval by at least 75 % of the member bodies casting-a Vote.

rawn to the possibility that some of the elements of this document may be the subject of gatent
nall not be held responsible for identifying any or all such patent rights.

as prepared by Technical Committee ISO/TC 34, Food proddets.
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Introduction

This International Standard gives guidelines to assist crop-producing farm operations in the application of

ISO

9001:2008("1.

In the context of thls Internat|onal Standard a quallty management system (QMS) is about how a farm
g[1]

com

should focus on what is practical and work to implement a QMS with these results in mind.)Q

jination of |mproved performance, financial results, and customer confidence and satisfact

should be a
on. Farmers
MSs are built

from |existing activities and should not cause excessive paperwork or lack of flexibility. QMSs are not just for

large| farm operations. The guidelines given in this International Standard are also-f€levant t
opera
in sm
ultim

This
how
they
ISO

invol
appr

imprg

This

those

farm

healt

The

A QM
to achi

Asc

tions. Adjustments in implementation and interpretation of this International Stahdard m4g
all farm operations. While there may be effort involved in the implementation of ISO 900
hte goal is to achieve net benefits.

nternational Standard specifies a set of activities that need to be included; however, it doe
o carry them out. Listing all of the farm operation activities on a flow_diagram aids in determ
fit together well or whether some aspects need to be changed to make the processes
q
ement of people, process approach, system approach to:management, continual improve
q
ve the performance of the farm operation.

International Standard does not include requirements specific to other management syst
particular to food safety, the environment or0ccupational health and safety, and does no

operation is obliged to implement management systems for food safety, the environment or

N and safety.

¢omplexity of documents, records, fraining, etc. depends on:

t

mecessary skills or competencies to perform tasks;

gomplexity of processes;

mumber of distinet processes;

types andieomplexity of tools and equipment used.

S-onrits own does not lead to improvement of work processes or product or service quality.

)001[11 and 1SO 90043 are based on eight management) principles — customer focus,

b small farm
y be needed

1:2008!"], the

s not specify
ning whether
work better.

leadership,
ment, factual

ach to decision-making, and mutually beneficial supplier relationships — all of which can be used to

bms such as
imply that a
occupational

he number of people workingorinvolved in the farm operation, both on a permanent and sefasonal basis;

It is a means

hieve the objectives-of the farm operation

hematic diagram of QMSs in food supply chains is given in Figure 1.
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Input Genetics (seed, Fertilizers and 2
suppliers root stock) chemicals ISO 9001
IS0 9001 using this International Standard
Growers as guidance and/or
Production {producers). 156 22006 L2 i necessary————————
agriculture
Elevator,
First buyer cooperative,

conditioner

Intermediary
processors
handlers

distributors

Intermediate
ingredient
processor 1SO 9001 using ISO 15161"

and/or ISO 22000612 if necessary

Food
manufacturer

Food
manufacture
and ‘[
distribution chain

Distributor

Consumer

. )

NOTE ISO 9001:2008!["1 and 1SO 22000:2005[¢1 can be used for certification. This International Standard and
ISO 15161:2001[4! are not intended for certification purposes.

a  The requirements specified in ISO 220001®! include those of a hazard analysis critical control plan (HACCP).

Figure 1 — Example: quality management system in food supply chains
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The guidance provided clarifies the clause of the International Standard which it follows.

Examples have been used wherever possible to aid in understanding the requirements. Effective
communications and familiarity with all parts of the farm operation may be all that is needed.

When reading 1SO 9001:2008!"], certain words and phrases have particular significance or meaning.

Explanations of some of the more important of these are given below.

shall

shou

appr

NOTH
neces

The
publi

Whenever this word occurs, there is an obligation to fulfii a requirement
demonstrate an effective QMS.

permissions.
bpriate This word means that the organization can decide how the requirements”apply
operation. In some cases, the organization may decide that the guidance-does no
farm operation (see the exclusions in 1.2).

In this International Standard, “appropriate” and “suitable” are also used tg indicate where such
sary. Also, “adequate” is used to indicate that the actions, decisions, etc. are fully‘stfficient to fulfil requirem:

S0 22000 family of documents focuses on food, feed and related supply chains, and §
Cation includes:

SO 22000061, which is a food safety management systém standard for the food manu
istribution industries which was developed using HACEP and its prerequisites as a bas
overs the critical control points in the processes of food production, manufacture, and delivg

| = | - . -

in order to

ndations or

to the farm
t apply to the

decisions are
bnts.

t the time of

cturing and
. 1SO 22000
ry relating to

|
q
q
flood safety;
[SO 15161141, which is a guidance document far the application of ISO 9001:2000!"] for the fgod and drink
industries;

q

4

SO/TS 2200371, which is a requiremient document for organizations that provide food
ervices;

safety audit

[SO/TS 22004[8l, which gives guidance on the implementation of ISO 22000:2005;

[SO/TS 22005091, which is intended to be a tool for traceability that can be coordinated withih the context
¢f a broader management system (such as 1SO 9001:2008(1]);
|

SO 22006 (this_International Standard), which is not intended to duplicate the requirements pf ISO 22000.

Additjonal documents in the ISO 22000 family are planned.

This|Intérnational Standard has been designed to explain how 1ISO 9001:2008("l applies to crgp production
(food} feed and non-food crops). This International Standard does not set any requirements, nor does it add to
or otherwise change the requirements of ISO 9001:2008!"]. It is intended to provide help in the application of
ISO 9001:2008!'l. This International Standard contains 1SO 9001:2008["] requirements in framed boxes.
Guidance paragraphs specific to agricultural crop production follow the requirement boxes and are not
intended to be requirements nor are they expected to be applicable to all farm operations. In addition, help
boxes (see example below), highlighted by a grey tint, contain guidance or suggestions and are included in
places where they are deemed appropriate.

HELP The clauses of 1ISO 9001["! are written to be adapted to a wide range of organizational activities and sizes. To
aid in the understanding of ISO 9001:2008 ["] within the context of crop production, help boxes have been created. These
help boxes are specifically designed to help with selected clauses throughout this International Standard. Help boxes
may be of particular value when relating the 1ISO 9001:2008!"! requirements to a wide variety of farm operations including
those that are large, small, mechanized or labour intensive. Help boxes are highlighted by a gray tint to differentiate them
from other text used in this International Standard.
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This International Standard is consistent with 1SO 22000[6] and ISO/TS 22005[°] requirements; it is not
intended to duplicate the requirements of these published documents. This International Standard is not a
guidance document for the application of ISO 22000[6] or ISO/TS 22005[°1,

This International Standard provides guidance to crop producers to aid in the preparation for ISO 9001:2008!1]
certification or for self-declaration to ISO 9001:2008["l. Text that is unique to this International Standard does
not contain requirements associated with certification and registration. This International Standard is not
intended to replace 1SO 9004:2009[21 which addresses performance improvement. The use of this
International Standard does not require the implementation of ISO 9004:2009!2l.

0.1 General

[
ISO 9001:2008, Quality management systems — Requirements

The adoptioh of a quality management system should be a strategic decision of an organization, -The dgsign
and implemegntation of an organization's quality management system is influenced by

a) its organizational environment, changes in that environment, and the risks- associated with|that
environment,

b) its varying needs,

c) its partigcular objectives,

d) the products it provides,

e) the progesses it employs,

f)  its size pnd organizational structure.

It is not thelintent of this International Standard to imply uniformity in the structure of quality management
systems or {iniformity of documentation.

The quality management system requirements specified in this International Standard are complementgry to
requirements for products. Information marked “NOTE” is for guidance in understanding or clarifying the
associated requirement.

This International Standard can.-be used by internal and external parties, including certification bodigs, to
assess the prganization's ability to meet customer, statutory and regulatory requirements applicable t¢ the
product, and the organization's-own requirements.

The quality managementprinciples stated in 1ISO 9000 and ISO 9004[2] have been taken into considerftion
during the development of this International Standard.

Guidance: 186 9001.2003”] anpeifiac mente for o0 OMS \Whan imanlam antiny 10N nnn»il_zoosfﬂ sing

roacHHearme nlamantt
SPCOMCSTOCUUNCTITICTIIO TUT- O VIO VvV HTCTT HTHTPTCTTCTItN Ty 1O9 - JUU

the guidelines in this International Standard, the organization should consider and utilize appropriate
information [e.g. statutory and regulatory requirements, customer requirements, recognized guidelines,
Codex Alimentarius Commission (Codex) principles and codes of practices including national, international
or sector standards].

Processes employed may include: good agricultural practices (GAP) as well as good hygiene practices (GHP)
as appropriate to the needs of the farm operation and its customers. This is particularly important for those
practices that are generally acceptable for the specific crop, international, national, local regulations or specific
customer needs.

Viii © ISO 2009 — All rights reserved
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0.2 Process approach

ISO 9001:2008, Quality management systems — Requirements

This International Standard promotes the adoption of a process approach when developing, implementing
and improving the effectiveness of a quality management system, to enhance customer satisfaction by
meeting customer requirements.

For an organization to function effectively, it has to determine and manage numerous linked activities. An
activity or set of activities using resources, and managed in order to enable the transformation of inputs into
outputs, can be considered as a process. Often the output from one process directly forms the input to the

Act: take actions to continually improve process performance.

next

The |application of a system of processes within an organization, together with the \identification and
interpctions of these processes, and their management to produce the desired outcome,'Can bg referred to
as the “process approach”.

An gdvantage of the process approach is the ongoing control that it provides over the linkage petween the
individual processes within the system of processes, as well as over their combination and interagtion.

When used within a quality management system, such an approach emphasizes the importance [of

a) punderstanding and meeting requirements,

b) the need to consider processes in terms of added value;

c) [obtaining results of process performance and effectiveness, and

d) [continual improvement of processes based on @bjective measurement.

The [model of a process-based quality management system shown in Figure [2] illustrates the process
linkages presented in Clauses 4 to 8. This illustration shows that customers play a significant role in defining
requjrements as inputs. Monitoring of customer satisfaction requires the evaluation of informatign relating to
custpmer perception as to whether the-organization has met the customer requirements. The model shown
in Figure [2] covers all the requirements of this International Standard, but does not show prqcesses at a
detalled level.

NOTE In addition, the miethodology known as “plan-do-check-act” (PDCA) can be applied to all prodesses. PDCA
can lje briefly described as foljows.

Plan] establish the objectives and processes necessary to deliver results in accordance with customer reqdirements and
the ofganization's policCies.

Do: implementithe processes.

Chedkmonitor and measure processes and product against policies, objectives and requirements for th¢ product and
repoit the results

Guidance: A process approach is a way of organizing and managing activities to create value for the
customer and/or interested parties. Customers and interested parties may be either internal or external to the
farm operation.

Each process has customers and/or other interested parties that are affected by the process and who define
the required outputs according to their needs and expectations. Many of these processes are farm operation
activities (see Annex A) while others provide support to these farm operation activities, such as inspection and
employee training.

© 1SO 2009 - All rights reserved
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For example, in cases where customers expect crops to be produced organically, the specific processes to
analyse soil, select crop varieties, choose cropping season, etc., may be an “input” of the next process in the
process approach. Inputs and intended outputs may be tangible (such as equipment, facilities) or intangible

(such as ene

rgy or information). Outputs can also be unintended; such as waste or pollution.

All processes should be aligned with the objectives of the farm operation and be designed to add value,
relative to the scope and complexity of the farm operation.

At the heart of ISO 9001:2008!" is a conceptual model shown in Figure 2, which explains a process-based
QMS including the main processes that are integral to its success.

The process
strategy, and
of the custo
Figure 2 that
wants enters

The process
box covers t

from the farnp operation.

In addition,
arrow on the
and evaluatid

The “manag
Action is req
provides or g

Resources 4
crops. Reso
Assurance b
resources.

appluauil d“UWb Illdlldgblllcllt tU Idblltlfy tilﬂ ::tcp:: illVl.)iVCl.lI ill dll abtivity, dUVibC d U
implement a system of continuous improvement. The driver for each process is the receg
Mmer's requirements, and their fulfilment. [The process approach is customer drivefi:]~N¢
the customer is shown on both the left and the right. Figure 2 shows that what the cusf
on the left, and the crop that meets those requirements exits on the right.

flow that produces the crop is shown across the lower part of the figure (product realization)
e various activities that the farm operation needs to do to produce a cropy Crops are the @

Figure 2 shows the importance of obtaining information on customer “satisfaction” (the @
right points back to “measurement, analysis and improvement?): This and other measurer]
ns become vital to the performance of a farm operation.

bment responsibility” box is there to explain the importance of the leadership role in the
uired on the information and data that show how~well or poorly the system is working
djusts the resources needed to maintain and improve it.

re represented by the box at the left of the circle. Adequate resources help assure the qua
urces include, for example, land, workspace, equipment, materials (inputs), and ps
at people are trained and competentto.do the tasks required of them is also part of pro

pntrol
hition
te in
omer

This
utput

otted
nents

DMS.
and

ity of
ople.
iding
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Continual improvement of
the quality management system

Management
responsibility

W 2N
2

Measurement,
analysis and

Resource
management .
improvement

Customers

=

Custgmers

— — — — = Satisfpction

. Input
Requirements

Product
T lrealizationﬁ> l

Product

Output

Key

——— Value-adding activities

— — — = Information flow

Figure 2 — Process-based QMS

0.3 [Relationship with ]SQ-9004/2!

ISO P001:2008, Quality;management systems — Requirements

complement each other, but can also be used independently.

ISO P001["l and_ISO 9004[2] are quality management system standards which have been

ISO P004 [ specifies requirements for a quality management system that can be used for interngl application

by ofdanizations, or for certification, or for contractual purposes. It focuses on the effectiveness ¢f the quality
man W

designed to

[The following paragraph has been updated as 1ISO 9004:2009([2] was published after ISO 9001:2008!"1 ]

ISO 9004:2009[2] provides guidance to management for achieving sustained success for any organization in a
complex, demanding, and ever-changing environment. ISO 9004[2] provides a wider focus on quality
management than 1SO 9001[1]; it addresses the needs and expectations of all interested parties and their
satisfaction, by the systematic and continual improvement of the organization's performance. However, it is

not intended for certification, regulatory or contractual use.

© 1SO 2009 - All rights reserved
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0.4 Compatibility with other management systems

ISO 9001:2008, Quality management systems — Requirements

During the development of this International Standard, due consideration was given to the provisions of
ISO 14001:2004[3] to enhance the compatibility of the two standards for the benefit of the user community.
Annex A shows the correspondence between 1ISO 9001:2008['] and 1ISO 14001:2004[31.

This International Standard does not include requirements specific to other management systems, such as
those particular to environmental management, occupational health and safety management, financial
management or risk management. However, this International Standard enables an organization to align or
integrate its[own quality management system with related management system requirements. 1t 1S possible
for an orgarfization to adapt its existing management system(s) in order to establish a quality management
system that complies with the requirements of this International Standard.

Guidance: Qther management systems' activities and processes may be associated with’ the paragfaphs
listed above| Wherever practical, these other management systems should be considered for integfation
whenever infegration provides benefits to the farm operation and stakeholders or by-contractual requirenents.
These management systems may include, for example, 1ISO 1400131, 1ISO 220008 /and other managgment
systems thatmay be relevant such as occupational health and safety. While opportunities for integratior] may
occur in seyeral numbered 1SO 9001["] clauses, document control, record keeping, management review,
employee trdining, internal audits, corrective action and preventive action‘may provide the greatest cost and
operational savings.

Xii © ISO 2009 — All rights reserved
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Quality management systems — Guidelines for the application
of ISO 9001:2008 to crop production

1

This
crop

fruit 4

time,

rangse
shrul
contr
activi

This

estal
produ

This

nor ig

Furth

or IS
agric

ISO ¢

1.1

[
\

Scope

and wild crops that are not formally planted or managed. Horticultural crops/provide an
of types from annual and perennial fruits, vegetables, and ornamentahflowering plants,

pl, and harvesting methods and practices. Decisions regarding¢planting, growing, an

ction.

nternational Standard is not intended to change, add or reduce the requirements of ISO
it intended for certification.

er down the supply chain, in manufacturing) processes, the language of 1ISO 9001:2008("],

Ultural terminology became apparent due to difficulties in the interpretation of the
001:2008I"] for crop production applications.

General

s and trees, and root crops. These diverse crops require a broad range of planting, cul

fies can be similar, although specific steps can be quite different when considering the range

International Standard gives guidelines on the use and “application of ISO 9001:2(
lishment and management of a quality management system (QMS) by an organization inv|

D 22000161 is considered more appropriate. The need for an ISO 9001:2008!["l-based syste

nternational Standard gives guidelines to assist crop producers in the adoption of 1SO 90(01:2008["! for
broduction processes. The term “crop” includes seasonal crops (such as grains, pulses, oilsgeds, spices,
nd vegetables), row-planted crops that are cultivated, perennial crops that are anaged oveér a period of

ven broader
to perennial
fivating, pest
1 harvesting
of crops.

08l to the
Dlved in crop

D001:2008(1],

SO 15161[4],
M containing
language of

ISO

This

NOTE 1

NOTE 2

0001:2008, Quality management systems — Requirements

heeds to demonstrate its ability to consistently provide product that meets customer an
statutory.and regulatory requirements, and

ainTs, to enhance customer satisfaction through the effective application of the syste
rocesses for continual improvement of the system and the assurance of conformity to ¢

International Standard specifies requirements for a quality management system where an ofganization:

0 applicable

rstomer and

, including

applicable statutory and regulatory requirements.

In this International Standard, the term “product” only applies to
a product intended for, or required by, a customer, and

any intended output resulting from the product realization processes.

Statutory and regulatory requirements can be expressed as legal requirements.

©I1SO

2009 — All rights reserved
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1.2 Application

ISO 9001:2008, Quality management systems — Requirements

All requirements of this International Standard are generic and are intended to be applicable to all
organizations, regardless of type, size and product provided.

Where any requirement(s) of this International Standard cannot be applied due to the nature of an
organization and its product, this can be considered for exclusion.

Where exclusions are made, claims of conformity to this International Standard are not acceptable unless
these exclufions are limited to requirements within Clause 7, and such exclusions do not aifec| the
organizationfs ability, or responsibility, to provide product that meets customer and applicable statutoryl and
regulatory requirements.

Guidance: A farm operation can exclude some requirements from Clause 7, when the(activities relaed to
these requir¢gments are not performed. When an exclusion occurs, the details and_the/justification fqr the
exclusion arg to be described in the quality manual (see 4.2.2).

2 Normative references

ISO 9001:2008, Quality management systems — Requirements

The following referenced documents are indispensable for theapplication of this document. For dated

references,
document (i

1ISO 9000:2(

only the edition cited applies. For undated references, the latest edition of the refere
hcluding any amendments) applies.

05, Quality management systems — Fundamentals and vocabulary

hced

Guidance: T

ISO 9001:20

3 Terms

D8Il and 1SO 9004:200912].

and definitions

he reference to ISO 9000:2005 directs readers to the source of terms and definitions us

ed in

Throughout
“service”.

For the purp

ISO 9001:2008, Quality management systems — Requirements

oses of this\document, the terms and definitions given in ISO 9000:2005 apply.

the text of this International Standard, wherever the term “product” occurs, it can also n

nean

Guidance: In this International Standard, it is important to understand the use of the three terms: supplier

(3.18), organ

ization (3.13), and customer (3.5).

For the purposes of this document, the terms and definitions given in ISO 9000:2005 and the following apply.

31
application

(crop production) treatment of the crop, soil or other medium with an input designed to aid in meeting
requirements

EXAMPLE

Treatments include fertilizers, insecticides, or fungicides.
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3.2
applicator
(crop production) person involved in application process

3.3

characteristic

attribute

(crop production) distinctive trait that defines the crop

NOTE A characteristic is an identifiable hereditary property, such as a specific component, a structural detail, a
colour or pattern, or resistance to pests. The synonym “attribute” is used especially when the trait is measurable.

3.4 | Crop

3.4.1

crop

(1) plants cultivated collectively

3.4.2

crop

(2) pfoduct of a particular kind or geographical location which is an element in the definition of the] product

EXAMPLE Crops “of a particular kind” include maize and wheat.

3.4.3
crop
(3) gfowing season or year which is an element in the definition of the product

344

crop

(4) wlld harvest not formally planted or managed

3.5

customer

(crop| production) party that receivesithe output(s) of the product(s) [crop(s)] or services of farm operations
NOTEH The customer can be(intérnal or external to the farm operation and may include the end-user of|the product(s)
of farin operations. Other bodies,-such as government or industry organizations, when they stipulate product or process
requirements, can be considéred to be customers.

3.6

farm

tract(s) of land-or'facilities under a farm management system devoted to agricultural or horticulturgl production
3.7

farm|management

persen-orgroup-ef people-thatmanage-afarm-ena-day-teo-day-basis

3.8

farm operation
farm and the activities used by the farm to produce crops

NOTE
crops.

A farm operation refers to all of the management and physical activities related to the production of various
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3.9
farming plan
plan for crop production on a specified farm

NOTE A farming plan is a set of instructions or activities to be implemented and intended to lead to the production of
a crop. The farming plan normally defines the application of the components necessary to produce the crop, e.g. land use,
resource management and application of best farm management practices. A farming plan may consist of procedures,
flow diagrams, field maps, manuals or outlines.

3.10
harvester
(crop production) person involved in harvesting a crop

3.1
input
(crop production) product or service used by crop production processes to achieve intended resuits

NOTE Inputs in crop production systems are the “ingredients” for the crop(s) produced. Soil amendments (fertil|zers),
seed or rootsfocks, crop protection chemicals, and fuel are examples of direct inputs into the.crop production system.
Labour, custofn work, and crop consultants, for example, can also be considered as inputs.

3.12
infrastructure

infrastructure organization

(crop production) system of facilities, equipment and services needed for the operation of a farm

NOTE This term includes, for example, equipment, facilities, agricultural land, buildings, vehicles, comguters,
communicatioh systems, hand tools, production machinery, and utilities.needed to produce a crop.

3.13
organization]
{(crop production) farm operation or farm cooperative implementing a quality management system

3.14
post harvest
any handlind activity that may be necessaty for the delivery or sale of the product that does not altgr the
natural state [of the crop

EXAMPLE Trimming, cleaning, washing, conditioning, drying, and packing.

3.15
product
{crop production) end result of farm processes

3.16
field observption
specialized typeof field inspection

NOTE In the context of production agriculture, this term refers to a method of inspecting a field for pests or other
production problems before or during the growing season. It is possible for farm management or farm people to perform
this activity themselves or to hire a qualified individual to conduct field observation activities, depending upon the skills
required and level of expertise available. Fields can be scouted several times during the growing season, or at specific
times to identify pests or to assess crop conditions.

3.17
segregation
separation of nonconforming products from products that conform to the customer's order

EXAMPLE Separation of different quality types or varieties.
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supplier

(crop

EXAMPLE

production) provider of inputs used in crop production

providing inputs or services (including consultants and advisors) to farm operations.

3.19

top management
(crop production) single person or group of people who directs and controls farm operation or farm
cooperative operations at the highest level

Crop producers, those supplying seed and plant material, fertilizer, equipment, chemicals, and others

EXAN
chief

party
farm

NOTE

3.20
work
(crop

NOTH

NOTH
exam
safety
a farn

system or an occupational health and safety managementsystem.

3.21

FSM

GAP

GHP

HAC

QMS

SOP

PLE Farm management, single owner, owners, proprietor, farm coop management board, partn
executive officer, managing director, chairman, board of directors, executive directors, managing parf
advisors that provide high level control over the farm operation by establishing policy and sétting obj
peration.

In small organizations, farm management and top management may be the same person.
environment
production) set of conditions under which work is performed
1 Farm operations may want to refer to ISO 1400113 as appropriate.

2  The term covers environmental factors in the workplace.that can affect the quality of a produ
bles). This International Standard does not include requirements specific to other management system
management, environmental management or occupationalhealth and safety management, and doeg
N operation is under an obligation to implement a food safety management system, environmenta

Abbreviated terms

food safety management system:(usually referring to ISO 22000[6])

UJ

good agricultural practices
good hygiene practices

CP hazard analysis Gritical control plan (see ISO 22000[6])
quality management system

standard operating procedure(s)

ers, president,
her(s), or third
ectives for the

ct (see 6.4 for
5 such as food
not imply that
management
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4 Quality management system

4.1 General requirements

1ISO 9001:2008, Quality management systems — Requirements

The organization shall establish, document, implement and maintain a quality management system and
continually improve its effectiveness in accordance with the requirements of this International Standard.

The organization shall

a) determipe the processes needed for the quality management system and their application threughout
the organization (see 1.2),

b) determipe the sequence and interaction of these processes,

c) determipe criteria and methods needed to ensure that both the operation and contrel of these processes
are effeftive,

d) ensure the availability of resources and information necessary to support the“operation and monitpring
of thesq processes,

e) monitor} measure where applicable, and analyse these processes, and
f) implement actions necessary to achieve planned results and continual improvement of these processes.

These processes shall be managed by the organization in‘\accordance with the requirements of| this
Internationa| Standard.

Where an ofganization chooses to outsource any process that affects product conformity to requiremgnts,
the organizgtion shall ensure control over such processes. The type and extent of control to be appli¢d to
these outsolirced processes shall be defined withifithe quality management system.

NOTE 1 Processes needed for the quality management system referred to above include processes for managgment
activities, proyision of resources, product realization, measurement, analysis and improvement.

NOTE 2  Aph “outsourced process” is a-process that the organization needs for its quality management system and
which the orgpnization chooses to have performed by an external party.

NOTE 3  Ehsuring control over/outsourced processes does not absolve the organization of the responsibiljty of
conformity to|all customer, statutory and regulatory requirements. The type and extent of control to be applied to the
outsourced pfocess can be-influenced by factors such as

— the poteptial impactvof the outsourced process on the organization's capability to provide product that conforms to
requirenjents,

— the degrgé-to which the control for the process is shared, or

— the capability of achieving the necessary control through the application of 7.4.

Guidance: The intention of 4.1 is to cover the requirement for the farm operation to actually develop and
implement a quality management system (QMS), and specifies generic requirements for the basis on which to
plan the QMS (see 5.4.2).
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To meet the requirements of SO 9001:2008['], the farm operation should ensure that the activities
described in a) to f) have been addressed in the QMS. The activities required are described in greater
detail in the remainder of this International Standard.

a)

HELP

Processes may include, for example, planning process, planting process, harvest process, soil
management, water management, nutrition, and pest management (see Annex A) The farm operation
may want to refer to other subclauses as the planning process proceeds, e.g. 5.4.1 (quality objectives),

5.4.2 (quality management system planning), 7.1 (planning of product
(customer-related processes).

General planmng for crop productlon operatlons are normally documented dependlng on the

gomplex or S|gn|f|cant customer or statutory and regulatory requwements A documented
ay include, for example, flow diagrams, standard operating practices, crop production plang,
operational plan or other methods deemed relevant by the farm operation. Farming.plans m3
pdated field map to define what is to be planted and where it is to be planted;planting sq
input application schedule; and other activities that support quality objectives.and the ac
¢ustomer, contract, and statutory and regulatory requirements. Farming plans”should take
that many or all farm processes may be connected and the sequence, interaction and inte
hetween these processes should be considered at all stages of planning and when chg
$ee Annex A.

(General planning for crop production should include, as appropriate, the criteria for t
operations that constitute the plan.

realization),

and 7.2

needs of the
an farms with
farming plan

farm layout,
y include: an
hedule; crop
hievement of
into account
rdependence
nging plans.

he individual

esources used in crop production may include, for example, the land, labour, tools an

erbicides. See Clause 6.

wrocesses. Clause 8 covers collection of data to be used to measure success and to track i

for monitoring, measurement, and analysis in order to ensure actions for continual improvem

Once farm management determines what is to be done, these activities should be carried ou
of ensuring results apd continual improvement (see 8.5.1). Farm management should
processes for monitafing’and measurement, analysis and improvement to achieve continual
of a QMS.

For smallfarm operations, the planning can be limited to activities related to the crop areas, p

salarjes.

To afhieve the farming plan (see ISO 9001:2008!'], 5.4), farm management determines and
actiops-necessary to support continual improvement. Actions should be based on the results @
measurement and analysis (see SO 90071:2008t1, 8.2 and 8.4). As necessary, farm management may need
to consider changing and improving the system, processes or the farming plan (see 8.5.1).

equipment,

ater, buildings, and other consumable inputs such.@s seed, crop protection products, fertilizers, and

easurements, monitoring activities and analysis can have a significant impact on some fgrm operation

provement.

he farming plan and crop are oftenaffected by various changes including, for example, the environment,
eather or the business situation. Therefore, management should specify, as appropriate, the processes

ent are taken.

[ as a means
specify the
mprovement

ovisions, and

implements

f monitoring,

The farming plan provides controls that ensure that farm operation activities, subcontracted activities, and the
responsibilities and interactions related to contracted activities and supporting services are undertaken and
are effective.
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4.2 Documentation requirements

4.21

General

a)

b) a qualit

ISO 9001:2008, Quality management systems — Requirements
The quality management system documentation shall include

documented statements of a quality policy and quality objectives,

manual,

c) docume

d) docume
plannin

NOTE 1 W
procedure is
for one or mo|

NOTE 2
to

T

the size

the com

the com

NOTE3 T

I

nted procedures and records required by this International Standard, and

nts, including records, determined by the organization to be necessary to ensure-the effe
h, operation and control of its processes.

here the term “documented procedure” appears within this International Standardy this means thg
bstablished, documented, implemented and maintained. A single document may‘address the requirer
re procedures. A requirement for a documented procedure may be covered bysmore than one docume

he extent of the quality management system documentation can differ ffom one organization to anothe

bf organization and type of activities,

lexity of processes and their interactions, and

etence of personnel.

he documentation can be in any form or type of medium.

ctive

t the
hents
ht.

r due

Guidance:
programmes
ISO 9001:20

a) The qudlity policy (5.3) represents top management's commitment to the QMS. These should be s

and coni
the farm
b) The qua
c)
which is
require

A docunpented precedure is a procedure which is written down and available in a reproducible for

Note that documents may already:.exist to meet customer requirements, other certific
or statutory and regulatory requirements. As long as these documents meet the requireme
D8I, they may be referenced and.used in the farm operation's QMS.

municated to personnel. Quality objectives (5.4.1) may be different for various processes
operation. Objectives.need to be reviewed and updated as change occurs over time.

ity manual is covered in detail in 4.2.2.

ation
hts of

tated
within

ents ‘described in the following six clauses are included in documented procedures. It i

required| to_have the six required procedures in six separate documents. They may be included i

quality

1)

corr

!

anlal or in other documents as determined hy farm mnnngnmpnf'

and

controlled as indicated in 4.2.3. The farm operation is responsible for ensuring thgt the

not
the

control of documents (4.2.3);
control of records (4.2.4);
internal audits (8.2.2);

control of nonconforming product (8.3);

ective action (8.5.2);

preventive action (8.5.3).
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A farm operation may determine whether additional procedures require documentation.

A record of processes related to quality may be important to customers. In addition, records may provide a
trail of evidence for traceability or records of quality testing. These records may be any type or format

deve

d)

loped to fit the needs of the farm operation or the customer.

This requirement specifies that the farm operation is able “to ensure effective planning, operation and

control of processes”. These may or may not be fully or formally documented. The farm operation is
responsible for determining how this control is undertaken. It is important that workers have the
information they need to do their job. Some common methods for providing this control include:

3

Guid
docu
provi

Simp
proce
docu

Com
opera

Docu
draw
work

Docu
to wh
the d

Docu

1)
]

1S-AHESRA-Q—IO K

checklists;

operating practices, operating instructions or operating procedures;

production schedules, farming plan, farm map;

preferred supplier lists (people or organizations from whom inputs ar€ purchased);
specifications, (grain grade standards);

production contract specifications;

)
lance on the notes to 4.2.1: These provide important guidance for the development

mentation. A broad overview of required documentation and the associated notes is give
le some clarity regarding what the expectationsare.

list of statutory and regulatory requirements.

e processes may require little documentation related to what is being done compared t
ss that may require extensive written instructions. A one-person organization m3

betent personnel may require little or no documented procedures depending on the need
tion.

mentation can be in @ny form or type of medium, for example, paper, electronic, photc
ngs. As an alternative, a video showing the correct methods and the exact steps of the o
well in describingithe instructions for some tasks.

mentation is.the written material that describes the various parts of the QMS as listed abov

egree of-fisk associated with the activity and the competence of personnel.

ments should appropriately answer the questions: “Who?” “What?” “Which?” “When?” “Wh

ocess steps,

of the QMS
n in 4.2.1 to

0 a complex
y not need

mentation to guide other employees but' may just need to write things down as an aid to menfory.

5 of the farm

graphs, and
beration may

B. The extent

ich proceSses need to be documented depends on the complexity and stability of the process activities,

pre?” “Why?”

“‘Ho

?Forexampte,itis ot mecessary to trave a formmat document o how tokeep farmrequi

nent safe —

simply including a phrase such as “replace shields after maintenance” may adequately describe the outcome
intended.

Management, working with people involved, should decide how much detail is needed. This depends on the
methods used, the skills of personnel, the training undertaken and the extent of supervision required.
Excessive detail does not necessarily provide more control or ensure better results. Good documentation is
often brief, to the point, and applied where needed. Training can often replace the need for written instructions.
Farm managers should understand that existing documentation might be adequate.
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The QMS and the preparation of documentation may involve many people who work for the farm operation.
This ensures that details in the documents reflect true work practices. The earlier people become involved and
the more people are included in this activity provide a better understanding, greater involvement, and a sense
of ownership in the QMS.

Documents associated with crop production may include:

a) documents provided by the customer that outline customer requirements;

b) documents created by the farm operation used to gather customer specific requirements;

C) checklists-or-other-evaltation-toolsused-to-assess—capabitity of input-supptiers:

d) requirenjents for seed and root stock, soil amendments, and other inputs;

e) documefts relating to equipment operation and maintenance;

f)  procedufes or instructions to control field observation activities, testing, field inspection activities, identity
preservgtion, traceability, equipment clean-out, storage clean-out and bin preparation, crop verificption,

transport, and storage of crop and inputs;

g) regulatofy requirements.

4.2.2 Qualijty manual

ISO 9001:2008, Quality management systems — Requirements
The organizgtion shall establish and maintain a quality manualkthat includes

a) the scope of the quality management system, including details of and justification for any exclugions
(see 1.3),

b) the docpmented procedures established for the quality management system, or reference to them, and

c) adescrlption of the interaction between'the processes of the quality management system.

Guidance: A quality manual sheudld clearly describe the structure of the QMS and serve as a “road{map”
through it. Al] associations and-links to other systems or documents which the farm operation may be required
to meet shoyld be detailed-within the quality manual.

The scope of the QMS should specify the crops, processes, customers and production sites where the [QMS
applies as agpropriate'to the farm operation.

The quality manual may reference documented procedures that already exist to meet customer requirements,
other certificafion programmes, or statutory and regulaiory requirements. AS long as these procedures meet
the requirements of 1ISO 9001:2008[", there is no need to rewrite these procedures. However, it remains a
requirement that these procedures be referenced in the quality manual.

The farm operation may chose to use flow diagrams, drawings and diagrams, to document the sequence and
interrelationships of individual processes of its operations. The quality manual may contain or reference the
points described below.

a) A description of the structure of the QMS including, for example: a brief description of the farm operations
documents, the location of the documents, how the documentation works, an organizational chart or
diagram, and a description of the activities of the farm operation.

b) A contents list of the number and title of each part of the manual and its location.
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c) The quality policy (5.3), quality objectives (5.4.1) and statements on responsibility and authority (5.5.1).

d) A reference to all documented procedures required within the QMS.

e) Definition of any terms having a unique meaning to the farm operation.

The format of the quality manual is to be determined by farm management. As these decisions are made,
farm management should consider the different readers of the quality manual. It can also be helpful to
understand that the manual could be shown to outsiders.

The ISO 9001[1] reqwrements that cannot be apphed to the farm operatlon and are not mcluded in the QMS

pn. However,
P 7.3).

HEL A small farm operation may find it appropriate to include the description of its enfire QMS within a single
mantal, including all the documented procedures required by 1SO 9001l Large, multinational farm operations may
need|several manuals at the global, national or regional level, and a more complex hierarchy'ofydocumentafion.

4.2.3] Control of documents

ISO P001:2008, Quality management systems — Requirements

Docliments required by the quality management system shall be)'eontrolled. Records are a spgcial type of
docyment and shall be controlled according to the requirements.given in 4.2.4.

A documented procedure shall be established to define thescontrols needed

a) o approve documents for adequacy prior to issue;

b) o review and update as necessary and re-approve documents,

c) fo ensure that changes and the current revision status of documents are identified,

d) fo ensure that relevant versions of applicable documents are available at points of use,
e) o ensure that documentsremain legible and readily identifiable,

f) to ensure that documents of external origin determined by the organization to be necegsary for the
planning and operation of the quality management system are identified and their distribution controlled,

and

g) o preventthe unintended use of obsolete documents, and to apply suitable identification to|them if they
are retained for any purpose.

ance G ! = d jonsibility for
ensurmg that onIy the most current documents are used ThIS mcludes g|vmg flnal approval to original or
modified documents before they are used. This requirement ensures that one or more people in the farm
operation determines that all documents are adequate and controlled, and that they are available to people as
a means for adequately controlling operations. In other words, does the document fit what the farm operation
does and the way it is done? Some documents may have a predetermined review and modification schedule
(such as annually for each production contract), while others may require less frequent review and
modification.

Documents of external origin should also be identified and controlled. For example, an equipment operator's
manual provided by the manufacturer may be identified as part of the documentation. Text that is important to
the QMS may be highlighted and a notation made both on the operator's manual and in other instructions to
help ensure that obsolete documents are identifiable and removed from use as appropriate.
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In 4.2.3, it is made clear that records are a special type of document (see 4.2.4). Records are generated as
a result of some activity, are a statement of the facts existing at the time, and cannot be revised. Obsolete
documents (or revised documents) can become records.

With the rapid development of computer and electronic storage of information, it has become relatively
easy to comply with the requirements of document control. If electronic methods are available, these can
provide effective means of controlling documents.

Attempt to keep the number of copies of documents to an absolute minimum. Access to common
documentation is much simpler in a small farm operation where there is less formality, fewer potential users
and smaller, often single, sites. If everybody has easy access to one central copy, the need for complex

ha for—cantr cehananc note o

eyrrent

controls can
documents &

Documents 9
HELP n

document, or]
effect may be

4.2.4 Cont

aliminatad anAd Arran A~ ANEo aollina aimenbfinA = a that
OC—CrrotCU—ar oot g et O ot ommg— CrarngCo— o P CO— = rrourc—tuat

re readable, and clean.
hould be retained under the control of the farm operation.

a small organization, a list could identify the holders and location of the document. If there'is a chang
e person should be assigned to collect the old document and issue the new one. A'suitable record t
made using hand-written notes or other methods.

rol of records

b to a
D this

Records es
quality man

The organiz
storage, pro

Records sh4

ISO 9001:2008, Quality management systems — Requirements

lo

blished to provide evidence of conformity to requirements and of the effective operation g
ement system shall be controlled.

ation shall establish a documented procedure to_define the controls needed for the identifica
ection, retrieval, retention and disposition of records.

Il remain legible, readily identifiable and retrievable.

f the

tion,

Guidance: Records provide evidence that the farm operation has actually met a requirement of the QMS.
Risk managgment is a major factor in determining what records are needed and how long they should bg kept.
Examples of|records include:

a) mandatqry QMS records (see 4.2.1);

b) planning records;

c) plantingfand growing’activity records;

d) field activity records;

e) harvest,lstoerage, and handling records;

f)  traceability or food safety records (if required by contract or if statutory and regulatory);

g) supplier declarations.

Computer and electronic storage of information need backup. When records are no longer required by the
farm operation, they may be destroyed as outlined in the quality management plan.

HELP It is important that a small farm operation does not burden itself with large quantities of paper that serve no
purpose. Decisions as to what records are required in relation to the farm as well as what is required by the quality
standard shall be made. Identify how long each type of record needs to be kept, where it is to be found, and how it is to
be disposed of in the future. Only keep what needs to be kept.
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Management responsibility

Management commitment

qua

a)

ISO 9001:2008, Quality management systems — Requirements

Top management shall provide evidence of its commitment to the development and implementation of the

lity management system and continually improving its effectiveness by

communicating to the organization the importance of meeting customer as well as statutory and

equlatory requirements

establishing the quality policy,
ensuring that quality objectives are established,
conducting management reviews, and

ensuring the availability of resources.

Guidance: A person or group of people should have responsibility for, providing direction and degision-making.

This
Man

person or group of people is designated as top managément. They are responsible f
dgement should commit to meet statutory and regulatory, centract or customer requirements,

br the QMS.

HELRP In a small farm operation, top management may be.the owner, partnership, or a few designated individuals.

The

pers@n farm operation may not require any lines of internakéommunication.

5.2

bmount of internal communication is determined by the\complexity of the farm operation. For exar

Customer focus

hple, a single

ISO

Top

enhgncing customer satisfaction (see 7.2.1 and 8.2.1).

0001:2008, Quality managementsystems — Requirements

management shall ensure that customer requirements are determined and are met with

the aim of

GuidI:nce: Customer requirements may include:

ctual crop status/(planting through harvest and storage);
¢ontract specifications;

planned crop quantity compared to actual quantity;

\aviv) DtUI ayt LUI Id;tiul 15,
planned crop delivery time compared to actual crop delivery time;

intended use.

The farm operation should determine how the customer perceives customer satisfaction, and these may

inclu
1)
2)

3)

de:
meeting contract specifications;
customer feedback;

other specifications.
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5.3 Quality policy

ISO 9001:2008, Quality management systems — Requirements

Top management shall ensure that the quality policy

a) is appropriate to the purpose of the organization,

b) includes a commitment to comply with requirements and continually improve the effectiveness of the
quality management system,

c) provide§ aframework for establishing and reviewing quality objectives,

d) is comnpunicated and understood within the organization, and

e) is revieyed for continuing suitability.

Guidance: The quality policy should be a short summary statement that describes the-farm operation's ojerall

vision and cpmmitment to quality. People involved in the farm operation should be’ familiar with the quality

policy. Top management should review the quality policy annually.

5.4 Plann

ing

5.4.1 Qual

ty objectives

Top manag

objectives s

ISO 9001:2008, Quality management systems — Requirements

bment shall ensure that quality objectives,~including those needed to meet requirement

product [se¢ 7.1 a)], are established at relevant functions and levels within the organization. The quality

hall be measurable and consistent with-the quality policy.

5 for

Guidance: (
operation int

included within the farm operation's 'quality plan. The farm operation should verify that it is achievin

objective(s).
appropriate

Duality objectives are specific measurable outcomes within a specific timeframe that the
ends to accomplish. They should be clearly defined by farm management. The objectives m

Measurables can _ificlude timeframe, amounts, dimensions or other means deterr
y farm managementZSome examples include:

N in the number of deliveries that do not meet customer specifications;
N in pesticide applications;

h of 'soil erosion;

farm
ay be
g the
nined

a) reductio
b) reductio
c) reductio
d) improve

ment in the document control system.

Objectives should not be a wish list of what the organization would like to happen, but should clearly and
accurately reflect what is intended to happen.

HELP

Quality objectives do not have to be elaborate or complex. It is important that quality objectives clearly reflect

the intent of the farm operation. Contracts with customers may contain clear objectives that are suitable quality

objectives.

14
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5.4.2 Quality management system planning

ISO
Top

a)

b)

9001:2008, Quality management systems — Requirements

management shall ensure that

the planning of the quality management system is carried out in order to meet the requirements given in

4.1, as well as the quality objectives, and

the integrity of the quality management system is maintained when changes to the quality management

system are planned and implemented.

Guidance: Top management is responsible for this critical planning process. The quality policy a
should relate to the farm operation's goals. Planning describes the actions necessary tormeét the

A requirement of 5.4.2 is that top management of the farm operation ensure planning of the QM
qualify objectives which are specified by the farm operation, and to satisfy the _requirements of 4
opergtion needs to establish its QMS based on this plan of “entire QMS”. When planning the Q
opergtion should consider compatibility with other management systems ‘sueh as those for the
and lgbour.

If thelfarm operation needs to change or modify the QMS, 5.4.2 b)requires that the farm operati
changing or modifying the QMS to ensure ongoing effectiveness and consistency.

Confysion between 5.4.2 and 7.1 frequently occurs. The purpose of 5.4.2 is to plan the entire

this

individual farm operation processes. An approach to planning that may be useful follows:

a) identify processes within the organization that-comprise the QMS;

b) identify all of the procedures related to each process;

c) analyse the connections between.the processes identified;

d) determine the procedures used when implementing the processes;

e) identify which areas shiould be or shall be monitored or measured;

f)  dse date to make.preventive and corrective actions.

Planning activities-* may take into account other management systems related to food s
envirpnment.

HEL

planning stage, it is appropriate to refer to the general requirements for a QMS (4.1), ag

nd objectives
objectives.

S to achieve
.1. The farm

MS, the farm
environment

bn also plans

QOMS. During
well as the

bfety or the

The planning process does not have to be elaborate or complex. It is important that plans clearly reflect the
actugl ‘intent (contractual obligations) and allow for flexibility. Contracts may contain plans or may be refeTenced during

the planning process.

5.5

Responsibility, authority and communication

5.5.1 Responsibility and authority

ISO

9001:2008, Quality management systems — Requirements

Top management shall ensure that responsibilities and authorities are defined and communicated within the
organization.

© 1SO 2009 - All rights reserved
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Guidance: Top management needs to ensure that everyone knows what they are expected to do
(responsibilities), what they are allowed to do (authorities), and that they understand how these
responsibilities and authorities relate to each other. Special consideration should be given to joint decision
makers (equal authority level).

HELP

the true situation and allow for flexibility.

5.5.2 Management representative

Job descriptions do not have to be elaborate or complex. It is important that the descriptions clearly reflect

ISO 9001:2008, Quality management systems — Requirements

Top manag
responsibilit
a) ensurin

maintai
b) reportin

improve
C) ensurin
NOTE T

relating to the

ement shall appoint a member of the organization's management who, irrespective(of
es, shall have responsibility and authority that includes

j that processes needed for the quality management system are established, dmplemented
hed,

g to top management on the performance of the quality management system and any nee
ment, and

j the promotion of awareness of customer requirements throughiett the organization.

quality management system.

he responsibility of a management representative can include\liaison with external parties on matters

pther

and

d for

Guidance:
representatiy
responsible
operation an

HELP T
person. This

person is an

the QMS.

5.5.3

Interpal communication

n a farm operation with an individual owner-operator, this person is the manags
e. In a more complex farm operation, thé” management representative is the indi
for the QMS. This person has the responsibility to communicate with all people in the
J at all farm operation locations.

he management representative, top management, farm management, and farm owner may be the
berson could be supported by other. people in the day to day management of the operation. Whethg
bwner-operator or a management representative in a larger organization, this is the person who looks

ment
idual
farm

Eame
r this
after

Top manag
organization
system.

1ISO 9001:2008, Quality management systems — Requirements

ement shall ensure that appropriate communication processes are established within
and that~¢communication takes place regarding the effectiveness of the quality manage

the
ment

Guidance: Internal communication takes place between people in the farm operation. Appropriate internal
communication encourages effective operation of the QMS. It may be helpful to make a record of internal
communication.

HELP
and conversa

16

tions with neighbours, people involved, and customers.

© ISO 2009 — All rights re;
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5.6

5.6.1

ISO 22006:2009(E)

Management review

General

quali

ISO 9001:2008, Quality management systems — Requirements

Top management shall review the organization's quality management system, at planned intervals, to ensure
its continuing suitability, adequacy and effectiveness. This review shall include assessing opportunities for
improvement and the need for changes to the quality management system, including the quality policy and

ty objectives.

Recgrds from management reviews shall be maintained (see 4.4.2).

Guidance: The goal of the management review is to periodically assess the QMS in.a~more st

fuctured way

nd effective.

than [daily assessments. The management review should ask whether the QMSis-working &
Manggement review should be used to determine the current status as well as~improvements pecessary to
meet|the quality objectives.

:—IELP In small operations management reviews may simply consist of a list 6f actions to be reviewed and actions
aKer.
5.6.2] Review input

ISO P001:2008, Quality management systems — Requirements

The jnput to management review shall include information on

a) results of audits,

b) fcustomer feedback,

c) Jprocess performance and product conformity,

d) ptatus of preventive and corrective actions,

e) follow-up actions from(phevious management reviews,

f) changes that could affect the quality management system, and

g) recommendations for improvement.

Guidance; ‘Various sources of information including documents and records may be incorpor
mangdgement review:

bted into the

audits: internal or external,

customer feedback;

information regarding crop yields and quality, process and product performance;
status of corrective and preventive action;

completion of actions identified during previous management reviews;

changes in farm operations that would impact the QMS;

recommendations from customers, employees, or management.

© 1SO 2009 - All rights reserved
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5.6.3 Review output

ISO 9001:2008, Quality management systems — Requirements

The output from the management review shall include any decisions and actions related to

a) improvement of the effectiveness of the quality management system and its processes,

b) improvement of product related to customer requirements, and

C) resource needs.

Guidance: Tlhe written record of management reviews is important to the maintenance of the QMS.)Corsider
decisions angl actions related to:

a) improvements made over time;

b) improvement of product related to customers' requirements;

c) resourcgs needed to maintain the QMS, including new or changed resource' needs based on decisions

made by

Actions identjified during the management review should be prioritized andiimplemented.

farm management.

6 Resou

6.1 Provision of resources

ce management

ISO 9001:2008, Quality management systems — Requirements

The organizgtion shall determine and provide the resources needed

a) to implement and maintain the quality management system and continually improve its effectiveness,
and

b) to enhapce customer satisfaction by meeting customer requirements.

Guidance: The intent of>6.1 is to make sure the farm operation has the resources necessary to deyelop,

maintain and improve the QMS and also to carry out the work to satisfy customer, and statutory and

regulatory reguirements. This should include the use of available resources as well as planning for resolirces

that are need

ed;but not currently available.

The organization should identify and/or review resource needs on a regular basis. This review may be
performed under a number of circumstances and may include, for example:

a)
b)
c)
d)

when cu

e)

18

at the time customer requirements are identified;
at the time statutory or regulatory requirements are changed;

as part of farm management review process;

stomer requirements are changed;

when crop or growing conditions change.

© 1SO 2009 - All rights reserved
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The output of the resource review process may result in a list of resources which may be included in the
farming plan. As part of this activity, the farm operation may want to refer to customer and/or statutory and
regulatory requirements. Resources may include, for example, qualified personnel, tools, equipment, finance,
materials, facilities, timely scheduling, instructions, supplies, repair parts.

HELP Resources for small organizations or organizations using extensive manual labour may include, for example,
the availability of labour including work performed by animals, hand tools, containers to be used during harvest, and
containers to be used for transport to storage.

In addition to the resources listed above, resources for large (complex) organizations and/or mechanized crop operations
may include, for example: resources necessary for soil testing including the availability of a suitable laboratory; crop
testing to customer, statutory and regulatory and organizational requirements; crop or field applications; crop security;
equigment maintenance activities including cleaning and calibration; resources to provide for |identification,
transportation, segregation, handling and storage of seed and root stock; field observation activities;~grop and field
mainfenance activities; testing and field inspection activities; crop characteristic testing; inspection‘of stofage facilities;
resojirces as necessary for re-verification of labour and equipment at appropriate stages of the :crep profuction cycle;
transportation and handling of product; identification and segregation; storage cleaning activities;;ahd securlty.

6.2 | Human resources

6.2.1| General

ISO P001:2008, Quality management systems — Requirements

Personnel performing work affecting conformity to product requirements shall be competent on|the basis of
apprppriate education, training, skills and experience.

NOTE Conformity to product requirements can be affected directly or indirectly by personnel performing any task
within the quality management system.

Guidance: People who are assigned to earry out activities should be competent to do thgm. An initial
determination of the availability of competent personnel (people involved, subcontracted personngl and labour,
exchanged labour from neighbouring farm operations) should be made at the beginning of the crgp production
cyclel Further determination of resource needs may be made at each stage of the crop cycle.

Competence is understood toe-a combination of appropriate education, training, skills, and experience that

can Re demonstrated. Note/thatthere is no requirement for a person to have all four attributes, ofly those that
are necessary for the particutar task.

6.2.2] Competence; training and awareness

ISO P001:2008, Quality management systems — Requirements

The prganization shall

a) determine the necessary competence for personnel performing work affecting conformity to product
requirements,

b) where applicable, provide training or take other actions to achieve the necessary competence,
c) evaluate the effectiveness of the actions taken,

d) ensure that its personnel are aware of the relevance and importance of their activities and how they
contribute to the achievement of the quality objectives, and

e) maintain appropriate records of education, training, skills and experience (see 4.2.4).

© 1SO 2009 — All rights reserved 19
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Guidance: Producers may need to consider additional training to develop competencies relating to customer

or statutory a

nd regulatory requirements. A logical five step process is provided in 6.2.2.

currently available for the required tasks?

a)
b) After the
c) After the
d)
need to
tasks. |
applicati
e) Records,
Competence

needs are determined, what training or other action is needed to satisfy the needs?

indicated action is taken, are the competency requirements met? Testing may be required.

N some cases, act|V|t|es may be regulated requiring tra|n|ng and testmg (some che
pns).

which may include licences or copies of licences, need to be maintained as appropriate.

can be demonstrated as determined by the farm operation. The crop producer may not n

Determining the necessary competence of specific personnel affecting product quality — are personnel

Some employee educat|on about the tasks and competenmes reqwred may be needed. People mvolved

provide evidgnce of competency in all circumstances, e.g. for people performing tasks by rote or tasks that are

culturally em

bedded.

The involvenpent of new workers and seasonal workers may require the same, screening, training, and tgsting

as for experi
and HACCP

HELP F
of the farm of
more formal

employee competence may consist of a simple checklist to confirfin that personnel are capable of doing a job.

containing pr:

The records
demonstrate
involved or
procedures.
records, for
licence or ¢
competencie

The determin
crop cycle or

bnced workers. Where necessary, training provided should include subjects such as food s
ISO 22000I6] may be appropriate when issues of food safetyare part of the QMS).

br simple operations, competence may be demonstrated by means that are practical for the specific ]
eration and its customers, for example, by direct observatien-of employee knowledge and understandi
review of records associated with training or education* may be required. In some cases, recor

of of employee qualifications may be a simple approach to providing these records.

that show the successful completion ‘6f-a training programme and that competence has
] can be as simple or as complex as\necessary. This may include, for example, whether p
other personnel can use certain_equipment, carry out specific processes or follow c
Records of these qualificationsyshould become part of the farm operation's records. Compe
bxample, may include, as appropriate, a commercial driving licence and a chemical applic
eriificate. External servige ;providers and contractors also need to demonstrate the reg
5 and qualifications (see\also 7.4.2).

ation of the availability of competent personnel may be conducted as appropriate througho
as needed.

6.3 Infrasrructu re

bfety,

eeds
ng. A
s of
A file

been
bople
prtain
fency
ator's
uired

it the

1ISO 9001 :2108, Quality management systems — Requirements

The organization shall determine, provide and maintain the infrastructure needed to achieve conformity to
product requirements. Infrastructure includes, as applicable,

a) buildings, workspace and associated utilities,

b) process equipment (both hardware and software), and

c) supporting services (such as transport, communication or information systems).

20 © 1SO 2009 — All rights reserved
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Guidance: An initial determination of infrastructure requirements should be made during the ini
process. This may include items a) to d).

06:2009(E)

tial planning

a) “Permanent or non-movable” parts of the operation. This includes land (including any isolation and buffer

requirements for the crop produced), buildings used for work, storage, associated
maintenance buildings for field equipment.

b) Water resources.

c) All equipment used in the field and for processing (crop drying equipment). This may
computers and computer software.

d) Transportation, handling equipment, and communication equipment (mobile phones, radios
and related services). Equipment or instruments for product testing are included in this @rea.

Infragtructure needs may be provided by farm management, by the customer or maybe leased

utilities and

also include

, computers,

or rented as

apprgpriate. All infrastructure needs, including land productivity, need to be evaluated)to achieve conformity to
product requirements. Review of infrastructure requirements should be considered at appropriate stages of
the farming cycle to ensure ongoing capability to meet farm operation, contract and statutory and regulatory

requifements.

Consjderation should be given to permanent or portable hygiene facilities (toilets, hand washing, etc.) when

issugs of food safety are part of the QMS (food safety management system requirements are
ISO 22000[6]). Consideration may also need to include environmeéntal issues (see 1ISO 14001[3]).

6.4 | Work environment

specified in

ISO P001:2008, Quality management systems — Requirements

product requirements.

envirpbnmental and other factors (such as noise, temperature, humidity, lighting or weather).

The |organization shall determine and manage the work environment needed to achieve cpnformity to

NOTE The term “work environment” relates to those conditions under which work is performed including physical,

Guidance: An interpretation 0f.6.4 is the work environment for people, equipment inputs, and ou

puts that are

necesgsary for the successful production of a crop that meets requirements. The work environment is also the

grow|ng site for crop production. This environment is not always controllable or manageable, for €
or growing. The farm “Operation should adequately review its work environment and, where
ensufe its ongoing ability to meet product requirements. Consideration should be given to work

ither working
appropriate,
environment

issugs that relaté>to food safety, whenever food safety is part of the QMS (food safety management system

requifements.are specified in 1ISO 220006]).

This fontrol should include all stages of crop production from purchasing inputs to product delive
includle;_as appropriate: environment, buildings, and equipment. Farm management may choos

ry. This may
b to consider

worker safety as part of the work environment to meet statutory, regulatory or customer requirements. In the
absence of local or national statutory and regulatory requirements, internationally accepted labour regulations
may be considered. Workers may be outside, in equipment (such as tractors and combines), and inside
buildings. All of these environments may be evaluated to see that they are adequate for crop production and

associated processes as well as worker safety.

© 1SO 2009 - All rights reserved
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7 Product realization

7.1 Plann

ing of product realization

system (see

In planning

1ISO 9001:2008, Quality management systems — Requirements

The organization shall plan and develop the processes needed for product realization. Planning of product
realization shall be consistent with the requirements of the other processes of the quality management

4.1).

roduct realization, the organization shall determine the following, as appropriate:

a)
b) the nee

C) require(

product

d) records

The output g

NOTE1 A

NOTE 2
processes.

T

quality ¢bjectives and requirements for the product;

requirements (see 4.2.4).

processes) and the resources to be applied to a specific product, project or,contract, can be referred to as a quality

H to establish processes and documents, and to provide resources specific to the-product;

and the criteria for product acceptance;

needed to provide evidence that the realization processes and resulting product

f this planning shall be in a form suitable for the organization's method of operations.

document specifying the processes of the quality management system (including the product realiz

he organization may also apply the requirements given in 7.3 to the development of product realiz

verification, validation, monitoring, measurement, inspection and test activities specific t¢ the

meet

ation
lan.

ation

Guidance: A
or product {
customer or
processes lig

The planning process is often an output of the design and development process whenever design

development

In crop prog

roduct realization is the term used to_cover the activities associated with the delivery of a sé
O a customer. In crop productiaon,»these processes include determining and understa
market needs and expectations, planning to realize these needs and expectations (e.g. see
ted in Annex A), and all other-processes associated with the delivery and post-delivery of a

is within the scope of the.farm QMS.

associated

appropriate tp refer to 4.1{In Crop production, planning for product realization, see steps a) to d), needs
completed for each new ‘Crop cycle.

a)

Quality ¢bjectives for the product and or processes should be reviewed or determined based on cusf
and market requirements for the products to be grown. Plans should include any amended or addi
customqgr oFmarket requirements.

ith the delivery,of @ crop that meets customer-required specifications. At the planning stage

rvice
hding
crop
crop.
and

uction, these activities include planting, growing, harvesting, and all of the other procg¢sses

,itis
to be

omer
fional

b)

c)

d)

22

As new technologies and/or new crop specifications set by the customer or market are put into practice,
any changes in processes, documentation, and resources required need to be planned for and
implemented.

As new technologies are employed and/or new crop specifications are set by the customer or market, any
requirements for verification, validation, monitoring, inspection and test activities specific to the product
and the criteria for product acceptance need to be determined and initiated. In the case of sensory
analysis, it is important to specify competence of the person (panel) evaluating the product and the
evaluation criteria.

Record keeping requirements and methods should be reviewed, and necessary changes made, to
provide the evidence that the realization processes meet specifications.

© 1SO 2009 - All rights reserved
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The planning for these production activities may be one of the most important activities in the farm operation.
The output of the planning process can be in any form that is suitable for the farm operation, as long as it
meets the needs of the operation and its customers. In 7.1, Note 1, this is referred to as a quality plan (farming
plan).

Thorough planning ensures that all activities within the operation from the beginning to end of crop production
are completed as required. This may include, but need not be limited to, planting, crop care, harvest, storage,
and transport. Each plan relies on tools, methods, and models which orient the operation and the customer in
their decision-making. Each plan is reasoned and optimized based on the needs of crop production.

In order to meet its objectives, the farm operation can establish and maintain one or more programmes, which
should include for each function and each relevant level of the operation, the designation of the persons
respgnsible for meeting these objectives, and the means and the timetable for achievement andymonitoring.

Changes in growing conditions may require changes to the farming plan. For example, when growing
condftions cause the crop to deviate from customer or market requirements, the farm opgration may be able to
restofe the crop in the later process of crop production.

Planning for crop production could be in the form of a crop season (cycle) operating plan, such|as a farming
plan.|Development of a farming plan may consider, for example:

— ¢ontract requirements — including customer and product specifications, and the drganization's
gpecifications and requirements for inputs and outsourced activiti€s;

— production environment — including infrastructure (land, feneing, manure management, flogding history,
est control, etc.), multi-year crop history, isolation, previous use of land;

— production inputs — including seed and root stock, crep’/protection inputs, equipment, persornel, compost,
ater sources, etc.;

— management inputs — including a quality _poelicy, measurable objectives, and customef satisfaction
easurement (field observation, documentation, competency, internal audits, identity preseryation);

— harvest — including handling, storage,(personnel hygiene, water quality, pest control, and transportation;

— food safety — including references to 1ISO 22000161 and appropriate statutory and regulatory fequirements
ay be appropriate when issues of food safety are part of the QMS.

HELR Production contracts,_fechnical advice and guides, and analytical results may be used to|augment the
farming plan.

7.2 | Customer-related processes

7.2.1| Determination of requirements related to the product

ISO P001:2008, Quality management systems — Requirements

The raranization-shall datarmina-
FgaAaHeR-SHa—GeteHHRe-

a) requirements specified by the customer, including the requirements for delivery and post-delivery
activities,

b) requirements not stated by the customer but necessary for specified or intended use, where known,
c) statutory and regulatory requirements applicable to the product, and
d) any additional requirements considered necessary by the organization.

NOTE Post-delivery activities include, for example, actions under warranty provisions, contractual obligations such
as maintenance services, and supplementary services such as recycling or final disposal.
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Guidance: The focus of 7.2.1 is the definition and understanding of all requirements for the crop to be
provided to the customer. Remember that additional factors, such as statutory and regulatory or legal
requirements, delivery schedules, and conditions of payment or unspecified customer expectations, see steps

a) to d), should be taken into account at this point.

a) In crop production this might include an understanding of customer requirements related, for example, to
the need for on-farm storage or perhaps delivery at a specific location and/or time.

b) These requirements include implied needs and expectations in use of products by the customer.
Generally, customers do not state explicitly their requirement that the product is safe for use. The farm
operation should determine what the implied needs are as well as the expectations of the customer or the
market.

c) This may include, for example, regulatory requirements that cite food safety, industry, or goverriment
standards.

d) Productfand process requirements that the farm operation sets for itself, e.g. use of a~particular tyjpe of
equipmgnt.

A brief list of contract, and statutory and regulatory, requirements may include, for-example, land, seed and

root stock, [food safety requirements, field isolation, crop protection restrictions, identity preseryation

requirementy, equipment, outsourced labour, technology, crop segregation~contamination control| and
handling and storage requirements. Conditions of payment need to be clearlylunderstood.

Where customer requirements for the environment, health and safety or 6ther working conditions are spegified,

they should e taken into account in the development of the QMS.

7.2.2 ReviTw of requirements related to the product

ISO 9001:2008, Quality management systems — Requiréments

The organization shall review the requirements related.to the product. This review shall be conducted prior to

the organizgtion's commitment to supply a produgct to the customer (e.g. submission of tenders, acceptance

of contracts for orders, acceptance of changes o contracts or orders) and shall ensure that

a) product{requirements are defined,

b) contract|lor order requirements differing from those previously expressed are resolved, and

c) the orgdnization has the ability to meet the defined requirements.

Records of the results of the'review and actions arising from the review shall be maintained (see 4.2.4).

Where the qustomer\provides no documented statement of requirement, the customer requirements shall be

confirmed by the organization before acceptance.

Where product requirements are changed. the organization shall ensure that relevant documentd are

amended and that relevant personnel are made aware of the changed requirements.

NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead the review
can cover relevant product information such as catalogues, or advertising material.

Guidance: Product requirements are determined in 7.2.1. At this point, these requirements need to be
reviewed prior to any commitment to supply the crop to the customer(s). This review is intended to ensure that
any commitment that follows can be met. In cases where there is no written contract or agreement with the
customer, e.g. on a small farm operation, specifications need to be clarified, understood, and confirmed prior
to any oral agreements. All parts of a customer's order or contract should be reviewed on a regular basis
during the production season to ensure that they can be met as conditions change. Any changes should be
communicated to the customer as soon as possible.
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Customer, and statutory and regulatory, requirements are normally included in the farming plan. The
completed farming plan should be reviewed to ensure that:

a) all requirements are clearly stated in the farming plan;

b) prior differences and changes that may have occurred have been resolved and that the farming plan is
current and meets customer requirements;

c) the farm operation has the capability of meeting defined requirements — this capability review may
consider requirements associated with field history, size, availability of seed and root stock, facilities and
equipment as well as availability of qualified personnel, etc.

It shquld be noted that a farming plan that has been reviewed and approved helps to provide'eopfidence that
all rgquirements can reasonably be met prior to acceptance of the contract. The farming glan normally
includles requirements for delivery, including customer specifications such as dates.and requirements for
transportation and storage.

All lepses, whether written or oral, should be reviewed to ensure that lease term§)are consistent |with contract
requifements.

7.2.3] Customer communication

ISO P001:2008, Quality management systems — Requirements

The Jorganization shall determine and implement effective arrangements for communicating with customers
in refation to

a) product information,
b) [enquiries, contracts or order handling, including amendments, and

c) [customer feedback, including customer;complaints.

Guidance: There needs to be openicommunication with the customer before the contract is finglized, during
crop production, and after crop-delivery. Product information can sometimes be changed by the ctistomer after
an agreement on specifications-f new specifications can be met, this communication needs to flow both ways
betwgen the farm operation/and the customer. Customer feedback, including complaints, is|valuable for
continual improvement.

Revigw and reconrfirm crop, soil and other conditions prior to harvest as a means of ensurifg customer,
statutory and regulatory, and other specified requirements can be met. This review should start jwith contract
requirements and should confirm, as appropriate, the current status with regard to meeting requirements. This
confirmation-should include consideration of all specified contract and appropriate statutory apd regulatory
requirements. Where conditions are found to be inconsistent with the fulfiiment of requirements, fhe customer
should be notified and a record of this notification should be kept. Conditions may include, for ekample: crop
suitability for harvest, environmental conditions related to planting or harvest, availability of handling and
storage facilities, assurance that identity preservation protocols are in place, changes in weather or crop
conditions, or any other conditions which may require notification or reconfirmation with the customer. Open
and early communication with the customer is important when these circumstances appear.

The farm operation should consider having established methods for soliciting and dealing with customer
feedback including customer complaints. It is important to the QMS that this feedback be captured and noted
as a means of correcting problems and to make improvements. Records of customer feedback and
complaints may become part of this process to aid in tracking these issues and to identify trends. Results of
customer feedback should become part of farm management reviews.

HELP In a small farm operation, it may be sufficient to retain correspondence from and with the customer.
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7.3 Design and development

7.31

Design and development planning

ISO 9001:2008, Quality management systems — Requirements
The organization shall plan and control the design and development of product.

During the design and development planning the organization shall determine

gn and development stages,

a) thedesi
b) the revi
c) theresy
The organiz

to ensure ef
Planning ou

NOTE D
and recorded

bw, verification and validation that are appropriate to each design and development stage)a

btion shall manage the interfaces between different groups involved in desjgn ,and develop

esign and development review, verification and validation have distinct{purposes. They can be cond

onsibilities and authorities for design and development.

ective communication and clear assignment of responsibility.

put shall be updated, as appropriate, as the design and development progresses.

separately or in any combination, as suitable for the product and the)organization.

nd

ment

icted

Guidance: |
relevant only

In a farm op;4
conditions of
characteristidg

The applicat
requirementg

Whenever n
characteristidg
processes m

If the farm o
the “exclusio

HELP D
known or an
methods that

is important to analyse and determine whether 7.3, is applicable to the farm operation
to those farm operations that carry out design and‘development.

any process (such as organic farming) associated with farm processes which impart a u
to the crop that is desirable for current orf¥uture customers or markets.

ion or adaptation of proven designs and processes to meet various customer and m
should not be considered as part of design.

bw or modified processes‘are needed by the farm operation as a means of attaining a
that is necessary to meet customer or market requirements, the development of
Ay be assigned to design and development.

beration does not perform design and development, and is not responsible for these proce
" provisionsOf-1.2 apply.

esign and development applies to those farm operations that choose to devise a new product to
icipated_‘customer or market needs. For example, this might include a unique combination of inpu
result in a newly devised product with unique characteristics.

It is

bration, a design can be considered as any unique changes to genetics, inputs, outputs, growing
hique

arket

crop
hese

SSES,

meet
ts or
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Design and development inputs

shall

ISO 9001:2008, Quality managements systems — Requirements

Inputs relating to product requirements shall be determined and records maintained (see 4.2.4). These inputs

include

a) functional and performance requirements,

b) applicable statutory and regulatory requirements,

here applicable, information derived from previous simitar designs, and
pther requirements essential for design and development.

nputs shall be reviewed for adequacy. Requirements shall be complete, unambiguous and r
each other.

ot in conflict

Guidance: Inputs to the design process should be considered as any input'that uniquely changes

the required

characteristic(s) of the crop delivered to the customer. These inputs aretherefore critical to meefing customer
requirements and should be identified and managed as inputs to the design process as listed in 7}3.2.
7.3.3|] Design and development outputs

ISO P001:2008, Quality management systems — Requirements
The [outputs of design and development shall be in-a' form suitable for verification against thg design and
deveglopment input and shall be approved prior to_release.

Design and development outputs shall:

a) meet the input requirements for desigh and development,

b) rovide appropriate information*for purchasing, production and service provision,

c) [contain or reference product acceptance criteria, and
d) ppecify the characteristics of the product that are essential for its safe and proper use.

NOTE Information for production and service provision can include details for the preservation of prodyict.
Guidance:\Required or expected outputs associated with the design process should be consigered as any
outpytdhat uniquely characterizes or supports the characteristic of the crop to be delivered to the|customer. In
additter—any—ottput-associated—with—achieving—the—desired—restit; for example defined sterage conditions,

should be included. These outputs are therefore critical to meeting customer requirements and should be

ident

ified and managed as outputs from the design process as listed in 7.3.3.

Where design and development have been applied, outputs from this process should be included in the

farmi

ng plan.
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7.3.4 Design and development review

ISO 9001:2008, Quality management systems — Requirements

At suitable stages, systematic reviews of design and development shall be performed in accordance with
planned arrangements (see 7.3.1)

a) to evaluate the ability of the results of design and development to meet requirements, and

b) to identify any problems and propose necessary actions.

Ude Tepresentatives of Tunctior oncerned with the desigr

Participants[ir T af i 3 and
development stage(s) being reviewed. Records of the results of the reviews and any necessary actions'shall

be maintaingd (see 4.2.4).

Guidance: Qesign and development activities associated with crops may in some circumstances requir¢ one
or more growing seasons to confirm the characteristic and the inputs, outputs and._controls necessary to
achieve the fesired characteristic. Therefore it is important to understand that progress toward meeting the
desired charpcteristic should be tracked during a formally defined design and development review process.
During this feview, inputs, outputs and other conditions or processes can be-reviewed and as necefsary
formally chapged as a means of assuring that the requirements associated<with the crop characteristigs are

ultimately achieved.

7.3.5 Desigrn and development verification

ISO 9001:2008, Quality management systems — Requireménts

Verification ghall be performed in accordance with planhed arrangements (see 7.3.1) to ensure thal the
design and gevelopment outputs have met the design-and development input requirements. Records df the
results of the verification and any necessary actions shall be maintained (see 4.2.4).

Guidance: esign and development verification is used in the design of unique crop characteristics to prpvide
the farm opefation with information related'to progress on design and development activities. This should be a
formal proceps that determines that desigh inputs, outputs and other aspects associated with these actjvities
are occurrind in a manner that helps-ensure the achievement of the desired crop characteristics.

7.3.6 Desigrn and development validation

1ISO 9001:2008, Quality-management systems — Requirements

Design and development validation shall be performed in accordance with planned arrangements (see 7.3.1)
to ensure that thefresulting product is capable of meeting the requirements for the specified applicatign or
intended usg/~where known. Wherever practicable, validation shall be completed prior to the delivefy or
implementation of the product. Records of the resulis of validation and any necessary actions shall be

maintained (see 4.2.4).

Guidance: Design and development validation is the process of confirming that the required crop
characteristics are present and meet the intent of the design objectives. Crop characteristics that do not meet
requirements may under some circumstances be considered as adequate if customers are provided with
information that accurately describes the characteristics of the product and can determine them to be
acceptable. Where the farming plan is the output of the design and development process, validation should
also confirm that the inputs (type of seed or propagule, use of pesticide, type of fertilizer) satisfy the

requirements.
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7.3.7 Control of design and development changes

ISO 9001:2008, Quality management systems — Requirements

Design and development changes shall be identified and records maintained. The changes shall be
reviewed, verified and validated, as appropriate, and approved before implementation. The review of design
and development changes shall include evaluation of the effect of the changes on constituent parts and
product already delivered. Records of the results of the review of changes and any necessary actions shall

be maintained (see 4.2.4).

Guid

vario

lance: From time to time during the design process, it may become necessary to make a0

Is components of the design process. This may include changes to inputs, outputs, condi

hange to the
ions or even

the dharacteristics associated with the crop. The intention of 7.3.7 is to ensure thatcthese changes are
contrplled, readily apparent to farm management, and are approved. Consideration should 'be giyen to design
changes that have the potential to impact food safety.

7.4 | Purchasing

7.4.1| Purchasing process

ISO P001:2008, Quality management systems — Requirements

The |organization shall ensure that purchased product conforms to specified purchase requirgments. The
typeland extent of control applied to the supplier and the-purchased product shall be dependg¢nt upon the

The
with

effed

t of the purchased product on subsequent product fealization or the final product.

organization shall evaluate and select supplief$ based on their ability to supply product in
the organization's requirements. Criteria for selection, evaluation and re-evaluation shall be

Records of the results of evaluations and *any necessary actions arising from the evaluat
main

tained (see 4.2.4).

accordance
established.
on shall be

Guid

qualif
for th

servi

a)

lance: The farm operation needs to identify those materials and services purchased which (¢
y of the crop(s). The farm_operation then needs to select suppliers capable of meeting the
e relevant materials and.services to be purchased. In the assessment of suppliers for th
bes purchased from a third party, the farm operation may:

ake provision forZsupplier assessment and monitoring procedures based on methods dee

an affect the
requirements
e inputs and

med suitable

r the operational needs of the farm operation;

b) deem thatpast performance of the supplier meets this need in some circumstances.

HEL For small farm operations, previous history with labour, service provider, or material sup
suffigient)to meet or to fulfil this evaluation. In some circumstances, a similar approach may also apply
operations.

plier may be
to large farm

This requirement applies to any process, product or service purchased by the farm operation that can have an
impact on meeting customer or statutory and regulatory requirements. The farm operation should clearly
describe the expectations associated with suppliers as the first step in ensuring that the supplier can meet
stated requirements. The management of agriculture inputs is especially important. For example, soil inputs,
pesticide, and fertilizers should be appropriate to the crop being grown and the intended use. This information
should be clearly specified within purchasing documents as appropriate.

Rented land should be considered as an input purchased from a supplier. Farm management is responsible
for ensuring that the land conditions enable customer and statutory and regulatory requirements to be met.
Considerations may include, as appropriate, an evaluation of soil type, moisture, cleanliness of irrigation water,
field isolation, etc. as a precondition to any agreement that commits the farm operation to using the land.
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As part of this process, consider all the purchased inputs necessary to meet requirements including, for
example: equipment (including types, quantity and availability), technology, personnel availability, personnel
qualifications, and packaging. In addition, ensure the appropriateness of the capacity of personnel and farm
operations with consideration given to timing and availability of the contracted service. Externally provided
services for crop production may include, for example, soil testing, fertilizer application, crop protection
application, planting, field observation, custom applications, yield estimation services, harvesting, inspection
and testing services, laboratory testing, crop attribute testing, and transportation and storage.

When externally purchased services are retained, care should be taken to ensure:

1) the provider is capable of conducting the activity to meet established criteria;

2) clear cojnmunication takes place ensuring that the provider understands the requirements including any
appropripte records that are required;

3) approprigte verification of completed activities takes place.

The type anfl extent of control applied to the labour and outsourced services should beydependent op the
impact of the service provided and on the ability of the farm operation to meet contract, statutory| and
regulatory rgquirements. Due consideration can be given to past history when detetmining the capability or
qualificationq associated with a purchased input.

Farm management may choose to re-verify the availability and capability of suppliers to meet requirements as
necessary tp ensure operational, statutory, regulatory, and contract(fequirements can be met.| This
re-verification may include confirmation of: availability in a timeframe that./meets requirements, qualificatfon of
personnel (elg. licensing or certification of a chemical applicator) and.equipment, and other inputs sug¢h as
seed and rodt stock and applications.

HELP Externally provided services should be taken to include exehanged services between crop producers, as well
as purchased] services.

7.4.2 Purchasing information

ISO 9001:2008, Quality management systems--<;Requirements

Purchasing |nformation shall describe the product to be purchased, including where appropriate,
a) requirements for approval of product/procedures, processes and equipment,

b) requirements for qualification.of/personnel, and

c) quality management syStem requirements.

The organizption shall-ensure the adequacy of specified purchase requirements prior to their communicgtion
to the supplier.

Guidance: The—farm upclat;un needs—to—determine—the—tevetof funlla“t_y of-the puu.,haoilly ayotclll that is
appropriate. When outsourced services are purchased, the farm operation is responsible for communicating
approval requirements for the service, procedures, processes, equipment, facilities, work environment, etc., to
the supplier operation. Purchase instructions should leave no doubt about the quality and quantity of what is
required. Where reasonable, this communication should be in writing.

The management of agricultural inputs is often very important. Inputs such as herbicides, pesticides, fertilizer,
and composts may need to be evaluated against their intended use and customer requirements during the
purchasing process. In addition, producers should give consideration to documenting rental agreements for
land. Rental agreements should outline all purchasing information associated with the requirements of the
farm operation including, as appropriate, customer, statutory, and regulatory requirements.

As part of the purchasing information, consideration should be given to providing requirements for personnel
qualification/competence (see 6.2.2).
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Verification of purchased product

ISO 9001:2008, Quality management systems — Requirements

The organization shall establish and implement the inspection or other activities necessary for ensuring that
purchased product meets specified purchase requirements.

Where the organization or its customer intends to perform verification at the supplier's premises, the
organization shall state the intended verification arrangements and method of product release in the
purchasing information.

Guidane: Specific methods of inspection or verification should be initiated, where appropriate;

of pu
prodty
what

7.5

7.51

Fchased input or service. Examples include: if genetic purity and crop characteristics-are im
ct, the label of each container should be inspected to see that the seed variety @and’lot n
was ordered and pesticides should be checked to see that formulation and strengthare app

Production and service provision

Control of production and service provision

or each type
bortant to the
imber match
opriate.

ISO

0001:2008, Quality management systems — Requirements

f)

organization shall plan and carry out production and service provision under controlleg
rolled conditions shall include, as applicable,

he availability of information that describes the characteristics of the product,
he availability of work instructions, as necessary,

he use of suitable equipment,

he availability and use of monitoringahd measuring equipment,

he implementation of monitorig and measurement, and

he implementation of product release, delivery and post-delivery activities.

conditions.

Guidance: In 7.5.1 aré-described the various types of controls that may be needed to actually

deliv
requi
Unde
is dir

Each

fements, precesses and other resources should be identified and planned to achieve inte
rstanding’how all of this comes together to impact the final crop is important. In 7.5.1, the fg
pcted tosinitiate controls for the conditions listed in a) to f), as applicable.

of, these processes identified by farm management should be adequately controll

produce and

r the crop tothe  customer. It follows from 7.1 a) and b), where it is stated that the objecfjves, product

hded results.
rm operation

pd  with due

cons

Fation-civantao-all intaraal ond viarnal racu o ot T oo B P~~~y n-h nieall
CTAaturt yivort tu air mineitiar artu TALCTTTIAar TCYUITTITiTrnito. TTTICoT PTULTOoOoT o Lall v LUTTUUNT

by providing

work instructions or checklists, representative samples, assigning competent personnel or providing direction
or other means determined by farm management. Each process may require unique methods of control.
Processes may include but are not limited to:

a) farm planning;

b) land allocation (field selection);

c) allocate/purchase/procure inputs;

d) land and water management;

e) planting;

©I1SO
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f) field activities;

g) pre-harvest and storage activities;
h) harvest;

i) transportation and handling;

j)  crop storage;

k) distribution and delivery.

To ensure pgrformance within the farming plan, check sheets may be used. Check sheets ensure contrd
allow compefent personnel to acquire experience as operations supervisors.

| and

Farm management should understand and manage appropriate activities within each farm operation process

that can affect the product. It can be helpful to begin this process with a description of the.crop(s) and
characteristi¢s being produced, the requirements necessary for establishing and verifying quality
moisture, firmness, organic nature, and purity), and the contractual or legal requiréments that apply.
management should consider documenting the results of this to provide a record;10 ensure continuity
time, and to ¢nsure results are achieved.

HELP | farm operations and especially small farm operations should pay<particular attention to the definiti
the word “pracedure” provided by ISO 9000:2000, where it is stated that procedures can be documented or not. B
on this definftion, procedures may be communicated verbally, provided bys\example, pictures or drawings, or
actions that njeet the needs of the farm operation.

Crop processes may have specific requirements (e.g. planting\depth, population, fertilizer application, pr|
traits, comp¢@st quality, water quality, and pre-harvest .interval). Each of these requirements shou
measured or| in cases where physical measures might not\be possible, monitored. Measuring methods s
be verified far accuracy and consistency where practical.

In the case df growing conditions which cause the\crop to deviate from the criteria, it should be noted th
farm may be|able to restore the crop in later proeess of crop production.

When the fafjm's customer is not the finahcustomer for the product, farm processes should take into ac
the requiremgnts of intermediate and final users.

7.5.2 Validation of processes for production and service provision

crop
(e.g.
Farm
over

pbn of
ased
other

bduct
d be
hould

bt the

Count

ISO 9001:2008, Quality management systems — Requirements

The organizgtion shallyalidate any processes for production and service provision where the resulting o
cannot be verified-by subsequent monitoring or measurement and, as a consequence, deficiencies beg
apparent only after the product is in use or the service has been delivered.

tput
ome

Validation shall demonstrate the ability of these processes to achieve planned results.

The organization shall establish arrangements for these processes including, as applicable,
a) defined criteria for review and approval of the processes,

b) approval of equipment and qualification of personnel,

c) use of specific methods and procedures,

d) requirements for records (see 4.2.4),

e) revalidation.
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Guidance: This requirement ensures that products delivered to the customer or the market completely meet
their requirements. Processes requiring validation are those processes where it is difficult to determine the
outcome until it is too late. In addition, there may be some processes that are important where verification of
results can be uneconomical or impossible.

For example, in assessing the uniformity of chemical application where it is not feasible to measure the
application of the chemical, the control is effected by proper calibration of the application equipment. Other
types of control that may be appropriate could be the performance of a task by qualified personnel or the use
of fit for purpose and well-maintained equipment.

Reliance on end of season inspection and testing to serve the verification needs of the farm operation should

be minimized-since-thisisusualyteotatetotakecorrective action—Farmprocesses—should-beplanned, and
implgmented to ensure that all possible inputs are well defined and controlled, and all intendéd outputs are
achigved to fulfil specified customer requirements.

7.5.3| Identification and traceability

ISO P001:2008, Quality management systems — Requirements

Whe
mair

NOT
main

Where appropriate, the organization shall identify the product by suitable means throughout product
realigation.

The forganization shall identify the product status with respect to,monitoring and measurement requirements
throughout product realization.

re traceability is a requirement, the organization shall gontrol the unique identification of the
tain records (see 4.2.4).

ained.

In some industry sectors, configuration management is a means by which identification and tfaceability are

product and

Guidance: Identification is knowing what it\is. Traceability is knowing where it came from, where [t is now and,
in thg case of services, at what stage it is’how.
Ident|fication and traceability may include records which identify and/or trace not only the product but also the

input
pape

Som

5 involved in the production)processes. This may mean recording the amount and type of ing
- or electronic trail may be required to follow the processes and necessary inputs.

& examples of identification and traceability activities are listed here.

q
y

beed and root-stock should be clearly identified to preclude mix-ups with other genetic mater

Traceability should follow customer requirements or code requirements as appropriate. At a
infofmation should be retained unless lot identity information is retained by the customer for ¢

ut applied. A

als.

minimum, lot
onfidentiality

purposes. Traceability should be maintained as specified by the contract or when determ

ned that this

provides assurance of confidence for any stakeholder in the seed and root stock.

— Inputs should be clearly identified, as appropriate, by a means that is suitable and precludes mix-ups.
Traceability of inputs should be maintained per customer agreement.

— Identification and, as appropriate, traceability during crop verification should be considered.

— Identification and, as appropriate, traceability during transport should be considered.
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The facilities and equipment used in the production processes affect identification and traceability.

Equipment to be used should be clearly identified, as appropriate, by a means that is suitable and

recorded in the farming plan. Traceability including use on other fields and all equipment clean-out
activities should be maintained as part of the farm operations records.

place to prevent mix-ups and to ensure traceability when required.

A clearly defined means for identification of specific storage facilities, sites, containers, etc. should be in

Handling and processing equipment should be clearly and uniquely identified as a means of preventing

the inappropriate use of equipment that does not meet requirements. This identification should consider
the stat ; X e X RN . _

inapprog

Clearly g

ion).

efined means for identification of specific storage facilities, sites, containers, etc.

Transportation equipment should be clearly and uniquely identified as a means’)of preventin
riate use of equipment that does not meet requirements. This identification|should considIr the

status of the transportation equipment with regard to the verification of suitability)including clean-

meeting
requirenp

Traceability is addressed in ISO/TS 2200509, which is not intended to be & management system docum
b coordinate 1ISO/TS 22005[9] with the context of a broader, system such as ISO 22000:2004
ISO 9001:20p8!11.
ISO/TS 220059 processes should be coordinated with other systems:

is intended t

7.54 Cust

bmer property

requirements specified by original equipment manufacturers, the farm eperation and/or co
ents.

If the farm operation is developing a comprehensive management system,

t and

j the

ut of

ntract

bnt. It

6l or
then

being used
property prg
otherwise fg
records (se§

NOTE

1ISO 9001:2008, Quality management systems — Requirements

The organization shall exercise care with customer property while it is under the organization's contr

Gustomer property can jnclude intellectual property and personal data.

by the organization. The organizafion shall identify, verify, protect and safeguard cust
vided for use or incorporation into the product. If any customer property is lost, damage

und to be unsuitable for use;ithe organization shall report this to the customer and maintain

4.2.4).

pl or
bmer

d or

Guidance: ¢

of the customer and_any requirements in the farming plan. Customer property that does not mee
pquirements or remains unused should be reported to the customer as defined in the contract or

as determingd by farm management.

operation's r

Examples of

ustomer property should be clearly identified, used, and controlled according to the requirements

customer property in an agrimll’ruml th’ring may include: seed and root stock land inputq

t the

such

as chemicals, equipment such as applicators, storage facilities, transportation (such as trucks, wagons, and

railcars), and

packaging materials (such as labels).

7.5.5 Preservation of product

ISO 9001:2008, Quality management systems — Requirements

The organization shall preserve the product during internal processing and delivery to the intended
destination in order to maintain conformity to requirements. As applicable, preservation shall include
identification, handling, packaging, storage and protection. Preservation shall also apply to the constituent
parts of a product.

34
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Guidance: The farm is responsible for providing conditions that maintain product integrity, value,
effectiveness, and food safety in a manner that assures fulfilment of customer, statutory, and regulatory
requirements.

In crop production, 7.5.5 is especially important in the harvesting, handling, storage and delivery phases of the
operation. When on-farm storage is part of the production and delivery processes, frequent or continual
monitoring of storage conditions is often extremely important to product integrity. Maintaining the quality level
attained during the growing season can mean the difference in premium levels. It is also important to note that
segregation of the product from similar products, and other products in storage, needs to be observed
according to contract specifications.

7.6 [Control of monitoring and measuring equipment

ISO P001:2008, Quality management systems — Requirements

The jorganization shall determine the monitoring and measurement to be undertakeniand the mgnitoring and
meapuring equipment needed to provide evidence of conformity of product to determined requirements.

The Jorganization shall establish processes to ensure that monitoring and measurement can b¢ carried out
and pre carried out in a manner that is consistent with the monitoring and measurement requirements.

Where necessary to ensure valid results, measuring equipment shall
a) be calibrated or verified, or both, at specified intervals, or:prior to use, against measuremeht standards
fraceable to international or national measurement standards; where no such standards exist, the basis
used for calibration or verification shall be recorded (see 4.2.4);

b) pe adjusted or re-adjusted as necessary;

c) pave identification in order to determine its, calibration status;

d) pe safeguarded from adjustments thatwould invalidate the measurement result;

e) be protected from damage and deterioration during handling, maintenance and storage.
In addition, the organization shall)assess and record the validity of the previous measuring results when the

equipment is found not to conform to requirements. The organization shall take appropriate action on the
equipment and any product affected.

Records of the results of calibration and verification shall be maintained (see 4.2.4).

When used in the~monitoring and measurement of specified requirements, the ability of computef software to
satigfy the intended application shall be confirmed. This shall be undertaken prior to inijal use and
recopfirmed.as necessary.

NOT Confirmation of the ability of computer software to satisfy the intended application would typicglly include its
verification and configuration management to maintain its suitability for use.

Guidance: Monitoring and measuring devices that are used to confirm or verify such things as moisture, flow
rate, and seed counts should provide accurate information. Generally, the manufacturer of every measuring
device has a calibration procedure for maintaining its accuracy and consistency. Records that these
calibrations are done at the specified interval should be maintained. Some examples might be:

— chemical or fertilizer application — flow meters or pressure gauges;

— harvesting equipment monitors, weighing devices, moisture testers, and similar equipment;
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storage,

conditioning, and transport monitoring devices such as thermometers and hydrometers;

standard materials and checklists used for sensory analysis.

Handling, clean-out and maintenance of processing equipment should meet the requirements specified by

equipment m

anufacturers, the farm operation, and/or contract requirements.

In general, the accuracy and consistency of any data that are used to make decisions should be known, and
controlled to the extent possible. This may mean requesting calibration and accuracy records from external

suppliers, as

well as maintaining internal records.

Where the f:
checklists or

TTIT Operation perforTs monitorgand measuring activities utitizimg mon-physicat mearns,; su
questionnaires, these may need to be validated and controlled.

ch as

HELP This section is not meant to create more effort than is necessary to meet farm operation requiremeénts upless
customer or |statutory and regulatory requirements are more rigid. Measurements made when goeds are sdld or
transferred mhay be subject to government regulation, but measurements to support internal decisions_are not. However,
it is good pragtice to compare internal measurements with regulated measurements when possibley At'some stage doods
may be sold hased on regulated or standard tests, so a comparison improves internal decisionsmaking.

8 Measurement, analysis and improvement

8.1 General

1ISO 9001:2008, Quality management systems — Requirements

The organization shall plan and implement the monitoringz \measurement, analysis and improvement
processes ngeded

a) todemgnstrate conformity to product requirements,

b) to ensufe conformity of the quality management-system, and

c) to continually improve the effectiveness of the quality management system.

This shall include determination of applicable methods, including statistical techniques, and the extent of
their use.

Guidance: Note that the control of monitoring devices and measuring equipment is specifically addresded in
7.6, whereas 8.1 addresses the wider monitoring, measurement, analysis and improvement of the
performance|of the QMS:

The farm opgratiofnyneeds to plan how to carry out the monitoring and measuring activities to meet theif own

and their cug

tomer needs. The activities are:

QMS pe

process

customer satisfaction (see 8.2.1)

rformance (see 8.2.2)

conformity (see 8.2.3), and

product and service conformity (see 8.2.4)

All subclauses cited above provide information to be analysed in accordance with 8.4. In 8.1 are outlined the
activities for the measurement, analysis, and improvement of the QMS. This shows how the QMS is doing
(system performance) and how it affects the farm operation.

36
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8.21

ISO 220

Monitoring and measurement

Customer satisfaction

06:2009(E)

NOTE

ISO 9001:2008, Quality management systems — Requirements

As one of the measurements of the performance of the quality management system, the organization shall
monitor information relating to customer perception as to whether the organization has met customer
requirements. The methods for obtaining and using this information shall be determined.

survg
clain

s and dealer reports.

Monitoring customer perception can include obtaining input from sources such as customer satisfaction
ys, customer data on delivered product quality, user opinion surveys, lost business analysis, compliménts, warranty

Guidance: The primary customer is the person or group that receives the crop. Fhére may &

hand

the farm operation. Attempts should be made to understand the end-user of the product. If the ¢

unde

Exanpples of methods to measure customer satisfaction are:

a)

b) face-to-face conversations;
c) nesults of delivery of contracts;
d) ¢ustomer complaints/feedback;

e) repeat customers.

In ag
If th

manggement to determine what to\do. The most serious customer reaction is the rejection

deliv
satis

ers leading to the end consumer and all of these may be considered customers based on

- contract, satisfying the contract requirements may be sufficient.

ustomer surveys;

ricultural marketing, face-to-face contact with the customer or representative of the custome
bre are problems, a customer Ttepresentative can be encouraged to immediately

ry because of quality probléms. ISO 9004:2009[21 has a more extensive explanation
ction.

e a chain of
the needs of
rop is grown

I is common.
contact farm
pf product at
of customer

HELR Routine conversation with the customer may be sufficient to identify any problems or improvements needed.

This

may be especially-irde in the case of small farm operations or individual producers.
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8.2.2 Internal audit

ISO 9001:2008, Quality management systems — Requirements

The organization shall conduct internal audits at planned intervals to determine whether the quality
management system

a) conforms to the planned arrangements (see 7.1), to the requirements of this International Standard and
to the quality management system requirements established by the organization, and

b) is effectively implemented and maintained.

An audit prdqgramme shall be planned, taking into consideration the status and importance of the processses
and areas tp be audited, as well as the results of previous audits. The audit criteria, scope, frequency| and
methods shall be defined. The selection of auditors and conduct of audits shall ensure pbjectivity| and
impartiality gf the audit process. Auditors shall not audit their own work.

A documented procedure shall be established to define the responsibilities and requirements for planning
and conducting audits, establishing records and reporting results.

Records of the audits and their results shall be maintained (see 4.2.4).

The managg¢ment responsible for the area being audited shall ensure that)any necessary corrections| and
corrective agtions are taken without undue delay to eliminate detected nonconformities and their causes

Follow-up agtivities shall include the verification of the actions taken+and the reporting of verification results
(see 8.5.2).

NOTE See ISO 19011 [l for guidance.

Guidance: Ipternal audits are a process of self-evaluation of the effectiveness of the management systgm as
it is being psed in practice. Requirements 8.2:2 a) and 8.2.2 b) are that internal audits evaluat¢ the
effectivenesq of the farm's QMS as well as conformity to regulatory and customer requirements and the farm's
internal requirements. This is a very important part of gaining value from a QMS and in uncoVering
opportunities| for improvements. Part af '8.2.2 requires that internal audits be objective and impartigl. All
internal audits should be undertaken with total objectivity. Internal audits should be done on a regular bagis. In
8.2.2 are outlined the steps to consider in the auditing process and what other clauses need to be considéred.

Internal audifs can be conducted on the entire QMS at one time or on selected portions of it conducted gver a
designated period of time Mthatever the approach, all internal audits should begin with a determination of how
much or whdt part of the-system is to be audited. The second step is to understand the requirements for the
part or parts fo be audited, and to evaluate whether the requirements are being met. If problems are identified,
it is important that they be recorded, and that corrective action is taken where and when appropriate.

frequency of audits in crop production where there is one crop per year might be an annualfaudit.
In other regions where there are multiple crops in a year an audit following each cycle might be appropriate. It
is important to review the results and corrections (for corrective actions, see 8.5.2) from previous audits as a
method of identifying recurring problems.

HELP Farm operations can cooperate by exchanging audits with each other. Audits should be scheduled to
minimize disruptions to production operations. It is possible for internal audits to be done by an individual operator, but
small or individual operations might consider having them done by a qualified outside source such as a consultant or
perhaps by a government representative that may be able to provide this help.
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8.2.3 Monitoring and measurement of processes

ISO 9001:2008, Quality management systems — Requirements

The organization shall apply suitable methods for monitoring and, where applicable, measurement of the
quality management system processes. These methods shall demonstrate the ability of the processes to
achieve planned results. When planned results are not achieved, correction and corrective action shall be
taken, as appropriate.

NOTE When determining suitable methods, it is advisable that the organization consider the type and extent of
monltorlng or measurement approprlate to each of its processes in relation to their impact on the conformity to product
requi

Guidance: Understanding the most important elements of each activity is necessary to.achieve good results.

It ma
caref
qualif
provi

Moni
part

HELR

procs

8.2.4

y be difficult to measure some processes and the farm operation should take a-practical a
Ll consideration given to customer, statutory, and regulatory requirements. An) assessme
v (see 8.2.4) can often provide some guidance on how crop production pfocesses are pe
e a good indication of which processes should be monitored and/or meaSured.

oring and measurement of food safety processes (cleaning, personal hygiene) should be ¢
f this process when appropriate.

Less complex farm operations may find that direct obsefvation and experience are sufficig
Sses.

Monitoring and measurement of product

pproach with
nt of product
rforming and

pnsidered as

nt to monitor

ISO
The
requ

proc
crite

The

auth

0001:2008, Quality management systems —<‘Requirements

organization shall monitor and measure” the characteristics of the product to verify
rements have been met. This shallche carried out at appropriate stages of the produg
bss in accordance with the planned arrangements (see 7.1). Evidence of conformity with the
fia shall be maintained.

Reco¢rds shall indicate the person(s) authorizing release of product for delivery to the customer (s

release of product-and delivery of service to the customer shall not proceed until

arrapgements (see 7.1 -have been satisfactorily completed, unless otherwise approved by

prity and, where-applicable, by the customer.

hat product
t realization
acceptance

ee 4.2.4).

he planned
a relevant

ance: Depending on the crop, it may be appropriate to monitor or measure it at several poin

Es in the crop
orrected, but
e product is

d regulatory

requwements as well as expectahons have been met (or not met). Appropriate crop measurements and
monitoring methods should be selected as appropriate to demonstrate conformity. These may include sensory
analysis.

Information from production activities may be used in cases where requirements cannot be objectively tested,
as for example organic crops. Proof of product conformity should become part of the farm operation records.

Monitoring and measurement of product related to food safety should be considered as part of this process
when appropriate or in fulfilment of statutory or regulatory requirements.
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ol of nonconforming product

the controls

ways:
a) by taki
b)

applica
c) by takin
d) by takin

product

by authorizing its use, release or acceptance under concession by a relevant authority -and, w

When noncgnforming product is corrected it shall be subject to re-verification to demonstrate conform

ISO 9001:2008, Quality management systems — Requirements

The organization shall ensure that product which does not conform to product requirements is identified and
controlled to prevent its unintended use or delivery. A documented procedure shall be established to define

and related responsibilities and authorities for dealing with nonconforming product.

Where applicable, the organization shall deal with nonconforming product by one or more of the following

action to eliminate the detected noncontormity;

le, by the customer;
g action to preclude its original intended use or application;

g action appropriate to the effects, or potential effects, of the nonconformity’ when nonconfor
is detected after delivery or use has started.

here

ming

ty to

the requirements.

Records of|the nature of nonconformities and any subsequent.actions taken, including concesgions
obtained, shiall be maintained (see 4.2.4).

Guidance: Nonconforming products are crops that either fail’to meet customer requirements or those thpt fail
to meet prgduction practice or statutory and regulatory requirements. When nonconforming crop$ are
identified, they are either not offered for sale or ‘marketing arrangements can be renegotiated. If the

nonconformi
corrected, ot

Nonconformi
product sho
determined &
product need
before detec

Steps need
product cann

A key princi
nonconformi

y can be corrected, these products may be offered again for sale. If nonconformities cann
her marketing arrangements should-be made.

hg product can be identified.appropriately by visual inspection or crop testing. Nonconfo
Uld be immediately segregated and controlled by methods listed in 8.3 or by other n
y farm management. The_nature of nonconformities and actions taken to control nonconfo
s to be recorded and maintained. If products containing nonconformities are sent to the cusf
ion, the farm operation needs to notify the customer.

ot be included*with the customer's order.

ple of.quality systems is the identification of reasons that caused nonconforming crops.
g ¢rop should be analysed (where practical) to identify the reasons for the nonconformity

ot be

ming
eans
ming
omer

0 be taken tonidentify the nonconforming product, and all workers need to be informed that the

Each
, and

actions that 4

re’or will be taken to prevent nonconformity in the future.

Food safety issues may be a critical consideration in the determination and identification of nonconforming

product (see

40

ISO 22000[6] as appropriate when issues of food safety are part of the QMS).
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8.4 Analysis of data

ISO 9001:2008, Quality management systems — Requirements

The organization shall determine, collect and analyse appropriate data to demonstrate the suitability and
effectiveness of the quality management system and to evaluate where continual improvement of the
effectiveness of the quality management system can be made. This shall include data generated as a result
of monitoring and measurement and from other relevant sources.

The analysis of data shall provide information relating to:

a) [customer satisfaction (se€ 8.2.7),
b) conformity to product requirements (see 8.2.4),

c) [haracteristics and trends of processes and products, including opportunities \for prevgntive action
see 8.2.3 and 8.2.4), and

d) puppliers (see 7.4).

Guidance: Effective decisions are based on the review of informationdhat is continuously gathergd during the
procgss of crop production. This information should include the results of any evaluation of the crpp produced.
The review of this information should be used to identify any trends that would be helpful in plann|ng, including
planning of future production. Customer satisfaction, as measured in 8.2.1 needs to be part of the process
used|to prevent future problems.

ISO 9001:2008["] requires that, at least, the data frdm the result of monitoring and measufing activities
(see B.2) are collected and analysed. Areas for impfovement can be identified from this informatjon and each
noncpnformity is an opportunity for improvement:~This activity is often where the largest benefits of a QMS
can pe gained. The ongoing identification of-trends that are not immediately apparent durjng the crop
production cycle can help to reduce problems-in the future. Results of monitoring, measurement|and analysis
should be a component of management-review (see 5.6).

HELR For simple farm operations, using available information, including direct observation, may bg sufficient to
detemine whether changes in produetion processes are required to better meet customer or market requirgments.

Information may be recorded/by means such as hand-written notes, annotation to calendars, diaries or qther methods
deteimined suitable by farmrmanagement.

8.5 | Improvement

8.5.1] Continual improvement

ISO PO01:2008, Quality management systems — Requirements

The organization shall continually improve the effectiveness of the quality management system through the
use of the quality policy, quality objectives, audit results, analysis of data, corrective and preventive actions
and management review.

Guidance: Continual improvement should be interpreted as an ongoing activity to make things better for the
farm operation and/or its customers. When opportunities for improvement are identified and when
improvements are justified, action should be taken to resolve the problem or make the improvement.
Improvements may be initiated by personnel or farm management. These improvements may simply be an
opportunity to make things better, or they may be triggered by a formally identified problem. Decisions on the
actions to be taken to make improvements should be based on the availability of resources, the severity of the
problem and whether or not the solution is practical. When more than one opportunity is identified, farm
management should evaluate the circumstances and implement the most beneficial actions first.
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Continual improvement is a permanent objective of the organization. Corrective action is an important
component providing feedback into the continual improvement process. The entire quality system improves by
taking corrective actions and implementing continual improvement. These benefits support the farm
operation's quality policies and objectives.

8.5.2 Corre

ctive action

ISO 9001:2008, Quality management systems — Requirements

The organization shall take action to eliminate the causes of nonconformities in order to prevent recurrence.
Corrective actions shall be appropriate to the effects of the nonconformities encountered.

A documentgd procedure shall be established to define requirements for:

a) reviewimg nonconformities (including customer complaints),

b) determiping the causes of nonconformities,

c) evaluating the need for action to ensure that nonconformities do not recur,

d) determihing and implementing action needed,

e) records|of the results of action taken (see 4.2.4), and

f)  reviewing the effectiveness of the corrective action taken.

Guidance: Hoth corrective (8.5.2) and preventive (8.5.3) actions are important steps in quality improvement.
The goal of dorrective actions is to eliminate the causes and consequent effects of problems. Corrective action
involves finding the cause of a particular problem and:«then putting in place the necessary actions to preyent it

from occurrin

business

the farm

the satis

Corrective aq

product

activitied

Actions neeq

g again. The actions reduce negative jmpacts on:
results;

operations' products, processes, QMS;

faction of customers,

tion should be takén on:

nonconformities;

that doxnot meet requirements originally specified.

to’ be taken to determine that the problem has been resolved. When it is not resolved

, the

corrective action process can be repeated until the solution is found.
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Preventive action

A do

ISO 9001:2008, Quality management systems — Requirements

The organization shall determine action to eliminate the causes of potential nonconformities in order to
prevent their occurrence. Preventive actions shall be appropriate to the effects of the potential problems.

cumented procedure shall be established to define requirements for

a) determining potential nonconformities and their causes,

Evaluating the need for action to prevent occurrence of nonconiormities,
determining and implementing action needed,
records of results of action taken (see 4.2.4), and

reviewing the effectiveness of the preventive action taken.

Guidance: The intention of 8.5.3 is to prevent problems before they,~occur. The steps for

preve
all ar

costd.

Poss
these

Risk
preve

Exanmples of preventive action include:
— planned preventive equipment.maintenance,

— alarms, indicators, and mistake-proofing techniques,

— |

ntive action are very similar to those used for corrective action;however, the results can be
pas of the QMS. Problems are prevented rather than corrected, leading to better product an

ble nonconformities may be identified during farm operation or during internal audits. Wh

analysis activities (including formulation of HACCPs) may be considered an important ¢
ntive action when appropriate.

HACCPs (see 1SQ-22000:20056]).

determining
beneficial to
d/or reduced

en identified,

conditions should be recorded and plans made te‘alter them. This is the concept of prevéntive action.
Prevéntive action is an important improvement activity:

omponent of
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Annex A
(informative)

Typical crop processes and sub-processes

Tables A.1 to A.11 list 11 typical crop processes and associated sub-processes. These crop processes and
sub-processes do not apply to all farm operations, rather they are intended to provide help, as appropriate.
The size and complexity of the farm operation and associated crop requirements determine the actual

applicability

to refer to th

post-harvest

Suggested ¢

1) planning;

2) land allocation (field selection);

3) allo

4) land and water management;
5) planting;

6) field activities;

7) pre-
8) har
9) crof
10) stor

11) dist

bf the processes and sub-processes listed. Users of this International Standard may find ith
storage and delivery and appropriate suggestions, that may apply to their unique needs.

op processes are listed in Tables A.1to A.11:

cating/purchasing crop inputs;

harvest and producer-controlled storage agtivities;
est;

management — transportation and handling;
age;

ibution and delivery;

elpful

is list and select the crop production processes or sub-processes, including pre-planting and
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Table A.1 — Planning

Sub-process

Tips

Determine customer requirements for the
crop, such as hectareage and yield goal,
and the farm operation's ability to meet
contracts or criteria for the field (land
use, history, suitability).

This sub-process is often associated with each crop cycle. The purpose is to
ensure that customer requirements are determined as the first step in
planning for crop production. This sub-process should take place in a manner
that ensures customer requirements are identified and translated into a plan
(usually a farming plan). The plan is then designed to ensure customer,
statutory, and regulatory requirements are met. If this sub-process applies,
look for linkages to 7.1 and 5.4.2.

Quality objectives may also be established at this point. Remember, quality
objectives may be articulated within the farming plan. Quality objectives may

consist of customer requirements, input requirements, crop qudlity standards
and test results or certifications associated with the crop, If ‘thi$ sub-process
applies, look for linkages to 5.4.1.

Determine the criteria for any known or

Criteria for known or anticipated inputs may be determined by:

meefl the farming plan.

anticjpe]lctergl_ ian{[tS Ith?.t ldare netgded — the historical relationship between the producer and ex{sting or past
(se.e , tertilizer, 100is, Tield operations, suppliers' ability to meet contract requirenients; and/or
delivery, outsource inputs, farm
labolir). — determination of whether the farm_oOperation has suitaljle production
capabilities; and/or
— alignment of existing farm operation process with crop requirements.
If this sub-process applies, look forlinkages to 4.1, 7.2.2.c) and 1.4.1.
Table A.2 — Land allocation\(field selection)
Sub-process Tips

Detefmine the suitability of the land to|The land and> associated environmental conditions should| support the

achievement\of customer, statutory, regulatory and appropriate farm operation
requirements. This alignment activity should help identify potential problems
and can help in the creation of a farming plan that ensures resylts are met. If
this_Sub-process applies, look for linkages to 5.4.2 and 7.1.

Table A.3 — Allocating and purchasing crop inputs

Sub-process

Tips

Allocpting and purchasing seed’and root
stocK

Selection of seed and root stock that meets customer requiremdnts is the first

step in allocating existing resources or in purchasing resource:
currently available. If this sub-process applies, look for linkages
7.4.2.

5 that are not
to 7.2.1 and

Allocpting and~purchasing production
inputp

Production inputs are the inputs (soil amendment, pest control,
or anticipated to be used in the production of the crop. During
consideration should be given to the necessary storage and han
inputs. In addition, consideration should be given to security, safi

etc.) planned
this process,
dling of these
bty, and other

requirements necessary for the fulfilment of customer, farm

operation or

statufory and regulatory requirements. It this sub-process applies, look for
linkages to 7.2.1 and 7.4.2.

Allocating and outsourced inputs and
labour

Labour includes the work done within the processes of crop production. These
can be allocated from existing farm operation resources or they can be
obtained from individual workers or from an individual or company that
provides these services. This labour is used for farm operation processes and
may include field activity, planting, etc. If this sub-process applies, look for
linkages to 7.2.1 and 7.4.2.

Allocating and custom

application services

purchasing

These include purchased services for applying crop inputs and may include
the application of crop protection chemicals, soil amendments, etc. If this
sub-process applies, look for linkages to 7.2.1 and 7.4.2.

Allocating and purchasing other input
purchases

This may include tools, equipment, and delivery. Bartered services may be
considered. If this sub-process applies, look for linkages to 7.2.1 and 7.4.2.
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Table A.4 — Land and water management

Sub-process Tips

Confirm field selection This process is used to make the final check of the field prior to planting. This
process should be done in regards to issues that impact requirements, such
as prior land use, field isolation, field productivity, field border identification,
and weather damage. If this sub-process applies, look for linkages to 7.1, 7.2
and 7.4.

Soil testing Soil testing may be conducted to confirm that the field is capable of producing
a crop that meets requirements. This testing may include soil characteristics,
physical properties, soil acidity, nutritional status, tests for the presence of
chemical Tesidue, presence of unwanted genetic material, _etc. 1 this
sub-process applies, look for linkages to 7.1, 7.2, 7.4.1, 7.5.1 and 7.6

Soil amendm

4

nt Amendment application or other steps may be taken during this ‘procgss to
make changes to the soil prior to planting. These changes and amendments
are normally based on the results of the soil-testing\process. I this
sub-process applies, look for linkages to 7.1, 7.2, 7.4.4y"2.5.1, 7.5.3, 1.5.4,
7.5.5,and 7.6.

Crop protectipn measures Methods of application may include field cultivation.use of chemicals or jother
steps may be taken during this process to make‘ehanges to the soil, noqmally
with regard to pests, prior to planting. Thesecapplications are normally hased
on direct observation of the field the previeus year. If this sub-process applies,
look for linkages to 7.1, 7.2, 7.4.1, 7.5157)5.3, 7.5.4, 7.6.

Equipment mpnagement This process includes a determination of equipment capability, sugh as
functionality, set-up, maintenafice; clean-out, inspection, and calibfation
including any corrective or preventive action. This process is normally
undertaken to ensure that equipment is ready for use and is capaljle of
meeting requirements associated with delivery of a crop. If this sub-prgcess
applies, look for linkages;to 7.1, 7.2,7.4.1,7.5.1,7.5.3,7.5.4, 7.6.
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Table A.5 — Planting

Sub-process

Tips

Equipment management

This sub-process ensures that equipment is set-up, cleaned, inspected, and
calibrated in a manner that ensures that customer, statutory, and regulatory
requirements are met. This sub-process usually takes place after the
equipment management process (above) makes a determination of
equipment capability. If this sub-process applies, look for linkages to 7.5.1,
7.5.2,753,754,7.6.

Reconfirm:

This sub-process is a key process that reconfirms that everything is ready
prinr ta plnn’ring This process may he a Qimpln step or can be complex

ield plan;
field selection;

customer, farm operation, statutory,
and regulatory requirements

determination that customer requirements can be met. Steps

regardless of farm operation size. The result of this sub-proTss is a final
i

may involve a final review of planting conditions and-a fipal review of

requirements. If this sub-process applies, look for linkages'to 7.1

this process

7.2,7.4.

Ident
segrg
seed

fication, transportation,
bgation, handling and storage of
and root stock

This step is intended to ensure that seed ,and,Toot stock t
requirements is available for planting. This. may include verifi
identity of the material, transportation of\the material, segre
material (particularly when errors can occur), handling practice
requirements. This may include, forexample, a check of sq
appropriate verification against farm~operation or field plan (
delivery receipts at this point couldcause an irreversible error).
materials in proper delivery equipment that ensures identity, seg
qualities are maintained. If.this sub-process applies, look for lir
743,751,753, 7.5.4¢

hat meets all
cation of the
pation of the
5 and storage
ed tags with
bnly checking
Place genetic
regation, and
kages to 7.1,

Pre-f

lanting

This sub-process,»cwhen necessary, is intended to ensU
reconfirmation of customer requirements. If this sub-process ap
linkages to 7.2-72.

re the final
plies, look for

Plant

This sub-process consists of the actual planting process

associated’ plans, procedures, and instructions by approprig
persannel. The planting sub-process, when properly undertaken
alhpreventive measures that affect requirements are pu
Depending on conditions and requirements, this could also inclu
of soil conditions and genetics. If this sub-process applies, look

7.5,753,7.6,853.

following all
tely qualified
ensures that
into place.
e verification
or linkages to

Recd

rd unused or nonconforming inputs

and dlisposition action

This sub-process is designed to account for inputs that are ng

this may be important in many circumstances, it is particularly impportant when

inputs are provided by customers. If this sub-process applies, log
t07.1,7.2,743,75.3,75.4,8.3,85.2.

t used. While

k for linkages

Replant This step is only used when replanting is determined to be necessary to meet
requirements. Plans for replanting may be included in the farmihg plan when
this is determined to be appropriate by farm management. If thi$ sub-process
applies, look for linkages to 7.5, 7.5.3, 7.6, 8.3, 8.5.2.
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Table A.6 — Field activities

Sub-process

Tips

Field observation

The field observation sub-process should identify problems or issues that
prevent the farm operation from meeting requirements. When field
observation is necessary, this activity should be included in the farming plan
with timing and appropriate resources allocated. Field observation may
identify problems where corrective action can be taken or the customer
notified or both. If this sub-process applies, look for linkages to 7.2, 7.4, 7.5,
7.6.

Input applicatjon

This sub-process may include irrigation fertilizer soil amendments_or crop

protection chemicals as indicated by the crop plan or the crop| field
observation report. Equipment associated with inputs should be suitabl¢ and
calibrated as appropriate to ensure proper application. If this~sub-prdcess
applies, look for linkages to 7.1, 7.2, 7.4.

Crop and field maintenance

This may include, as appropriate, mechanical cultivation, of 'the crop, |hand
cultivation or weed removal, and other steps determined|.as necessary pr as
designated by the farming plan, customer or ,statutory and regulfatory
requirements. Use appropriate tools or equipment.with proper adjustments or
calibration as required to meet requirements. If this" sub-process applies| look
for linkages to 7.1, 7.2, 7.5, 8.2.

Field inspectipn and testing

This sub-process is designed to providefeédback on progress toward mgeting
requirements. This step may be part gfthé farming plan or other requirements
or may be indicated by field observation reports. This step may includg, for
example, tissue testing, yield estimates, third party inspections or judits
designated by customers. If this,sub-process applies, look for linkages t¢ 7.1,
72,74,75,7.86.
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