2021 SECOND CONSULTATION
1 July - 30 September 2021

Compiled comments for Draft ISPM: Audit in the Phytosanitary context (2015-014)

Summary
Name Summary
EPPO = Comments from the EPPO countries

European Union

The comments on this draft standard have been
entered into the OCS by the European
Commission on behalf of the EU and its member
States.

Iran

I have no comment

Singapore

Singapore is supportive of the draft ISPM with
attached comments.

South Africa

The NPPOZA is in agreement with this draft and
has no further comments

Trinidad and Tobago

In agreement with comments made in the
CAHFSA Group

Venezuela

No tenemos opinidn alguna sobre la norma.

-

(Type) - B = Bullet, C = Comment, P = Proposed Change, R = Rating

FAO
sequential | Para
number

Text

Comment

1 G

(General Comment)

Mexico
Mexico supports OIRSA's comments
Category : TECHNICAL

(General Comment)

Argentina
We support the comments submitted by COSAVE
Category : SUBSTANTIVE

(General Comment)

Guyana
Guyana has no objection at the moment.
Category : SUBSTANTIVE

(General Comment)

Nepal
Nepal has no comment on the Draft ISPM
Category : EDITORIAL

(General Comment)

Canada

Canada supports the draft Audit in the phytosanitary context .
Comments are submitted for consideration.

Category : SUBSTANTIVE

(General Comment)

European Union

It is important to define the term ‘Audit’.

This draft incudes a description (see para 44) but a definition
would be useful and consistency in the use of this definition in
other ISPMs that refers to ‘audits’ need to be checked.
Category : SUBSTANTIVE

International Plant Protection Convention

Page 1 of 42




Draft ISPM: Audit in the phytosanitary context

Compiled comments — 2021 Second consultation

7 G (General Comment) PPPO
It is noted that the term “observations” has been removed from
this version. If “observations” are generally understood as being
part of “findings”, no change is required. If this is not the general
understanding, propose that “observations” be reinstated where it
appeared in the original text, as they are an important mechanism
to identify issues and potential future issues.
Category : SUBSTANTIVE

8 G (General Comment) PPPO
ISPM45 was in draft at the time this document was drafted.
ISPM45 changed substantially between the first and second
consultation rounds but has now been adopted. Consider that this
draft text should be reviewed closely against the adopted text of
ISPM45 to ensure no unforeseen gaps now exist, due to the
drafting process of both documents, given their close relationship.
Category : SUBSTANTIVE

9 G (General Comment) PPPO
Given the current environment with the Covid-19 pandemic
auditing has become more difficult due to health and safety
measures. It would be useful for this standard to outline
appropriate measures for auditing under these circumstances i.e.,
remote auditing etc.
Category : SUBSTANTIVE

10 G (General Comment) PPPO
There is inconsistency with the terms used, which appear that
they may mean similar things. ‘Facility’ may need to be defined
separately. Define if ‘entity’ are entities authorised to undertake
audits on behalf of the NPPO (the ‘auditor’), or entities/facilities
undertaking activities in the phytosanitary system (the ‘auditee’),
or a combination of all
Category : EDITORIAL

11 G (General Comment) PPPO
Overall, we believe this ISPM will provide a useful foundation
document for common understanding of the audit process to be
used between countries, or between NPPO and its authorised
entity. We believe that consistency of terminology is vital to avoid
any confusion and have made comments where there is
inconsistency.
Category : SUBSTANTIVE

12 G (General Comment) Barbados
Monitoring and evaluation of any scheme is particularly important
for its success. In this vein it would be essential that NPPOs have
the necessary training in the auditing process in order to ensure
this worthwhile ISPM is used as is intended.
Barbados agrees in principle with this draft ISPM
Category : SUBSTANTIVE

13 G (General Comment) Jamaica
Jamaica supports the comments from the IPPC Caribbean Regional
Workshop.
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Category : SUBSTANTIVE

14 (General Comment) IPPC Regional Workshop Africa
Malawi supports the draft with comments made in #2 & 3 as IPPC
regional workshop.
Category : SUBSTANTIVE

15 (General Comment) IPPC Regional Workshop Africa
We support the draft
Category : SUBSTANTIVE

16 (General Comment) Colombia
The document indicates that the audit can be carried out by the
NPPO or authorized entities, but the responsibility of this, must be
solely of the NPPO. The audit should be carried out only by the
NPPO, who is the organization responsable for the activities official
in each country.
Category : SUBSTANTIVE

17 (General Comment) Australia
ISPM45 was in draft at the time this document was drafted.
ISPM45 changed substantially between the first and second
consultation rounds but has now been adopted. Consider that this
draft text should be reviewed closely against the adopted text of
ISPM45 to ensure no unforeseen gaps now exist, due to the
drafting process of both documents, given their close relationship.
Category : SUBSTANTIVE

18 (General Comment) Australia
Given the current environment with the Covid-19 pandemic,
auditing has become more difficult due to health and safety
measures and travel restrictions. For this reason, it would be
useful for this standard to explicitly outline appropriate measures
for auditing under these circumstances, for example remote
auditing. Australia does not consider this text necessarily
precludes this option and guidance material could explicitly
address remote audits.
Category : SUBSTANTIVE

19 (General Comment) EPPO
It is important to define the term ‘Audit’.
This draft incudes a description (see para 44) but a definition
would be useful and consistency in the use of this definition in
other ISPMs that refers to ‘audits’ need to be checked.
Category : SUBSTANTIVE

20 (General Comment) Congo
i agree with this draft ISPM, i have no comments to add
Category : SUBSTANTIVE

21 (General Comment) Malawi
We support draft ISPM: audit in the phytosanitary context(2015-
014)
Category : SUBSTANTIVE

22 (General Comment) Caribbean Agricultural Health and Food Safety Agency
No objection at this moment
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Category : SUBSTANTIVE

23

(General Comment)

Caribbean Agricultural Health and Food Safety Agency
A well written standard that provides good guidance.
Category : EDITORIAL

24

(General Comment)

Caribbean Agricultural Health and Food Safety Agency
The amendments proposed are okay.
Category : TECHNICAL

25

(General Comment)

Caribbean Agricultural Health and Food Safety Agency
Monitoring and evaluation of any scheme is particularly important
for its success. In this vein it would be essential that NPPOs have
the necessary training in the auditing process in order to ensure
this worthwhile ISPM is used as is intended.

Barbados agrees in principle with this draft ISPM

Category : SUBSTANTIVE

26

(General Comment)

Caribbean Agricultural Health and Food Safety Agency

The Bahamas offers no objection to the adoption of draft ISPM on
Audit in the phytosanitary context.

Category : SUBSTANTIVE

27

(General Comment)

Thailand

Thailand has no objection on the Draft ISPM : Audit in the
Phytosanitary context

Category : SUBSTANTIVE

28

(General Comment)

Saint Vincent and The Grenadines
The draft is okay as presented.
Category : TECHNICAL

29

DRAFT ISPM: Audit in the phytosanitary context (2015-014)

Viet Nam

This term “phytosanitary context” has not been defined, so it
needs to be added to ISPM No. 5

Category : SUBSTANTIVE

30

DRAFT ISPM: Audit in the phytosanitary context (2015-014)

IPPC Regional Workshop Africa

le document en version anglaise ne nous permet pas de bien
comprendre pour faire des observations

Category : TRANSLATION

Scope

31

31

Scope

PPPO

NZ agrees with Japan's comment on deleting the last two
sentences

Category : EDITORIAL

32

32

This standard covers audits in the phytosanitary context conducted by a national
plant protection organization (NPPQ) in its own territory, or with and in the
territory of another NPPO+-and-. It also covers audits conducted by entities that
have been authorized by the NPPO to conduct audits on its behalf. This standard
focuses only on the phytosanitary aspects of audits. For general aspects of audits,
other sources of information are available.

European Union
For more clarity.
Category : EDITORIAL
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33 32 | This standard covers audits in the phytosanitary context conducted by a national Japan _ -
plant protection organization (NPPO) in its own territory, or with and in the anasg;:c;r;? d'?rfttrfz”fff:tcse'rftgi‘i‘érﬂahri‘; zpadng;‘r” iecessary as e
territory of another NPPO, and audits conducted by entities that have been the phytosanitary context”.
authorized by the NPPO to Conduct audits on its behalf Ims—standard—f-eeuseml—y For the last sentence, it is not clear what “other sources of

! udits _Fg information are available” means and it is also unnecessary.
£ int . '| | Category : SUBSTANTIVE

34 32 | This standard covers audits in the phytosanitary context conducted by a national Viet Nam _ o _
plant protection organization (NPPO) in its own territory, or with and in the This term "phytosanitary aspects of audits™ has not been defined,
territory of another NPPO, and audits conducted by entities that have been Category : SUBSTANTIVE '
authorized by the NPPO to conduct audits on its behalf. This standard focuses only
on the phytosanitary aspects of audits. For general aspects of audits, other sources
of information are available.

35 32 | This standard covers audits in the phytosanitary context conducted by a national Viet Nam _
plant protection organization (NPPO) in its own territory, or with and in the ggtg"g%f;'r_‘gs'ljggﬁj’vfn‘/t;h°“'d be deleted
territory of another NPPO, and audits conducted by entities that have been '
authorized by the NPPO to conduct audits on its behalf. This standard focuses only
on the phytosanitary aspects of audits. Forgeneral-aspects-of audits,-othersourees
ofFinformation-are-avatlable:

36 32 | This standard covers audits in the phytosanitary context conducted by a national Viet Nam _
plant protection organization (NPPO) in its own territory, or with and in the ;n‘esafj‘;”it:g}flzesshct’ﬁédczit‘ii'fted because the previous sentence
territory of another NPPO, and audits conducted by entities that have been Category : SUBSTANTIVE
authorized by the NPPO to conduct audits on its behalf. Fhis-standard-focuses-onty
en-the-phytosanitary-aspeets-of-audits. For general aspects of audits, other sources
of information are available.

37 32 | This standard covers audits in the phytosanitary context conducted by a national PPPO _ _ .
plant protection organization (NPPOQ) in its own territory, or with and in the gglfg':&ffgt'gg o eandciege;eaﬁit:gpi;cvf\élrdn?actliaoﬂtgno‘f‘thﬁesgfp;es,pglcvtinmtrhe
territory of another NPPO, and audits conducted by entities that have been audits”.
authorized by the NPPO to conduct audits on its behalf. This standard focuses only Category : TECHNICAL
on the requirements for the conduct of phytosanitary aspects of audits. For general
aspects of audits, other sources of information are available.

38 32 | This standard covers audits in the phytosanitary context conducted by a national Korea, Republic of o o .
plant protection organization (NPPO) in its own territory, or with and in the Delete redandant. sentence because it is already said in the first
territory of another NPPO, and audits conducted by entities that have been Category : SUBSTANTIVE
authorlzed by the NPPO to conduct audlts on its behalf Ihls—stapfdard—feeuses—emy
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plant protection organization (NPPO) in its own territory, or with and in the
territory of another NPPO--and-. It also covers audits conducted by entities that
have been authorized by the NPPO to conduct audits on its behalf. This standard
focuses only on the phytosanitary aspects of audits. For general aspects of audits,
other sources of information are available.

39 32 | This standard covers audits in the phytosanitary context conducted by a national %?lodmbia i dicates that the audit can b od out by th
€ document indicates tha € audit can be carried ou Y e
plant protection organization (NPPO) in its own territory, or with and in the NPPO or authorized entities, but the responsibility of this, must be
territory of another NPPO-and-audits-conducted-by-entities-that-have-been solely of the NPPO. The audit should be carried out only by the
autherized-by-the NPPO-to-conduect-audits-on-s-behalf. This standard focuses only NPPO, who is the organization responsable for the activities official
on the phytosanitary aspects of audits. For general aspects of audits, other sources in each country.
. . . Category : SUBSTANTIVE
of information are available.
40 32 | This standard covers audits in the phytosanitary context conducted by a national Australia _ _ _
plant protection organization (NPPO) in its own territory, or with and in the Justification - added text to provide clarity of the scope, given the
. . 2] ollowing sentence regarding information on “general aspects of
territory of another NPPO, and audits conducted by entities that have been audits”.
authorized by the NPPO to conduct audits on its behalf. This standard focuses only Category : TECHNICAL
on the requirements for conduct of phytosanitary aspects of audits. For general
aspects of audits, other sources of information are available.
41 32 | This standard covers audits in the phytosanitary context conducted by a national Australia _ y
plant protection organization (NPPO) in its own territory, or with ane-in-the E;Tg’;gfj‘t."g‘oﬁigg?ji”ce to improve readability.
territory-of-another NPRONPPO when in their territory, and audits conducted by '
entities that have been authorized by the NPPO to conduct audits on its behalf. This
standard focuses only on the phytosanitary aspects of audits. For general aspects of
audits, other sources of information are available.
42 32 | This standard covers audits in the phytosanitary context conducted by a national EPPO

For more clarity.
Category : EDITORIAL

Outline of requirements

phytosanitary context. This includes the circumstances that may initiate an audit ,
the eriteria-roles and responsibilities of the auditor and auditee and the procedures
for planning, preparing for, undertaking and reporting the outcome of an audit. The
audit elements to be considered depend on the type of audit and its purpose, scope
and objectives.

43 39 | This standard describes the purpose and procedures for audit activities in the European Union
phytosanitary context. This includes the circumstances that may initiate—initiate an P;‘;:;Obr';r_‘k;Dc}‘;'gm'L
atdit-audit, the criteria and the procedures for planning, preparing for, undertaking i
and reporting the outcome of an audit. The audit elements to be considered depend
on the type of audit and its purpose, scope and objectives.

44 39 | This standard describes the purpose and procedures for audit activities in the Japan

Delete “criteria” as the requirements of this standard don’t offer
“criteria”. Instead, replace it with “roles and responsibilities of the
auditor and auditee” as it is one of the main requirements in this
standard.

Category : SUBSTANTIVE
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45 39 | This standard describes the purpose and procedures for audit activities in the PPPO _ . _ -
phytosanitary context. This includes the circumstances that may initiate an audit , N2 :(f’r:gﬁ)sm‘ggg LEIZEIIS = s Gl CEI g CuTm) 9 (eles el
the criteria and the procedures for planning, preparing for, undertaking and Category : TECHNICAL
reporting the outcome of an audit. The audit elements to be considered depend on
the type of audit and its purpose, scope and objectives.

46 39 | This standard describes the purpose and procedures for audit activities in the Australia
phytosanitary context. This includes the circumstances that may initiate—initiate an S PREIEES (e

. . . . : . Category : EDITORIAL
atdit-audit, the criteria and the procedures for planning, preparing for, undertaking
and reporting the outcome of an audit. The audit elements to be considered depend
on the type of audit and its purpose, scope and objectives.

47 39 | This standard describes the purpose and procedures for audit activities in the EPPO

phytosanitary context. This includes the circumstances that may initiate—initiate an planks deleted
. E L. i ? . ategory : EDITORIAL
audit-audit, the criteria and the procedures for planning, preparing for, undertaking
and reporting the outcome of an audit. The audit elements to be considered depend
on the type of audit and its purpose, scope and objectives.
Background

48 42 | National plant protection organizations have a number of responsibilities under the Canada _ _ _

IPPC, for activities such as surveillance, inspections, the conduct of pest risk t??ﬁ;gffﬂg;ﬂﬁ:;ﬁttgomp'et'°” of PRA will lead to establishment
anal_y_ses,_the establishment of phytps_anitary import requirements, phytosan_itary Category : TECHNICAL

certification, the conduct or supervision of treatments;-the-conduct-ofpestrisk

analyses;-, and the training of staff. To help them fulfil these responsibilities

effectively, NPPOs are increasingly using audits to provide confidence that

phytosanitary systems and procedures achieve their objectives.

49 42 | National plant protection organizations have a number of responsibilities under the European Union . . .

IPPC, for activities in their terriitory such as surveillance, inspections, the 1) To make this concept clear i.e that an NPPO is only responsible

. - ; . . cpr .- for surveillaece etc. in its own territory - it might sound redundant
establishment of phytosanitary import requirements, phytosanitary certification, the but we believe it needs to be clearly highlighted as this standard
conduct or supervision of treatmentstreatments as phytosanitary measures, the also covers audits in the territory of another NPPO.
CondUCt. O.fl .p.ESt r:;k apal?/ses, and the tr?mmg (.)f Sltaff' .TO help_ them fu”.ll these 2) Please see ISPM 5 which defines "treatment (as a phytosanitary
rESp(_)nS'b' Ities effective Y, NPPOs are increasingly using _aUdlts tc_) prO_\/Id? measure)". Most NPPOs do not deal with treatments conducted by
confidence that phytosanitary systems and procedures achieve their objectives. farmers on non-regulated pests.

Category : TECHNICAL

50 42 | Nationalplantprotection-organizations-NPPOs have a number of responsibilities PPPO _ o o

under the IPPC, for activities such as surveillance, inspections, the establishment of Change ‘National plant protection organizations’ to 'NPPO" as it has
. ] . . e .. already been shortened in [32]

phytosanitary import requirements, phytosanitary certification, the conduct or Category : EDITORIAL

supervision of treatments, the conduct of pest risk analyses, and the training of

staff. To help them fulfil these responsibilities effectively, NPPOs are increasingly

using audits to provide confidence that phytosanitary systems and procedures

achieve their objectives.
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51 42 | Nationalplantprotection-organizations-NPPOs have a number of responsibilities Korea, Republicof
under the IPPC, for activities such as surveillance, inspections, the establishment of ga?:;of;e,agzggg;tﬁﬁ%” scope
phytosanitary import requirements, phytosanitary certification, the conduct or '
supervision of treatments, the conduct of pest risk analyses, and the training of
staff. To help them fulfil these responsibilities effectively, NPPOs are increasingly
using audits to provide confidence that phytosanitary systems and procedures
achieve their objectives.
52 42 | National plant protection organizations have a number of responsibilities under the EPPO _ _ _ _
IPPC, for activities in their territory such as surveillance, inspections, the 1) To make this concept clear i.e that an NPPO is only responsible
. - ; . . e - for surveillaece etc. in its own territory - it might sound redundant
establishment of p_hytosanrtary import requirements, phytos_anrtary certification, the but we believe it needs to be clearly highlighted as this standard
conduct or supervision of treatmentstreatments as phytosanitary measures, the also covers audits in the territory of another NPPO.
conduct of pest risk analyses, and the training of staff. To help them fulfil these
responsibilities effectively, NPPOs are increasingly using audits to provide 2) Please see ISPM 5 which defines "treatment (as a phytosanitary
confidence that phytosanitary systems and procedures achieve their objectives. measure)". Most NPPOs do not deal with treatments conducted by
farmers on non-regulated pests.
Category : TECHNICAL
53 43 | Audits are referenced in many adopted +SPMsISPMs (for example, which ISPMS). Viet Nam .
This standard aims to provide guidance to NPPOs on a common approach to audits s [ peliar 9 el Ll Ellisel T anelit
. . Category : SUBSTANTIVE
in the phytosanitary context.
54 44 | Anaudit is a documented verification process. An audit in the phytosanitary Costa Rica
context (I_lereafter referred to as an “audit™) is a documented, systematic review of a Category : EDITORIAL
phytosanitary system or procedure to evaluate the level of control, assure the
quality of the processes set by the auditing NPPO (the NPPO responsible for the
audit), and evaluate whether the system or procedure is achieving the expected
phytosanitary objectiveeutcomes.
55 44 | An audit is a documented evaluation and verification process. An audit in the PPPO . . -
phytosanitary context (hereafter referred to as an “audit”) is a documented, This paragraph is ambiguous and difficult to understand, =
specifically the ‘the quality of the processes set by the auditing
systematic review of a phytosamtary system or procedure to evaluate the level of NPPO’. As there is a comprehensive definitions below we suggest
control, g43a d that this sentence does not add any value to the meaning and
respens+lele—fer—the—aud+t9—and evaluate Whether the system or procedure is should be removed so it doesn't add confusion? If you leave this
hi the expected phvtosanitary outcomes sentence in, suggest you use ‘requirements’ to be consistent with
ac 'evmg € exp phyt y : [51]. also changing verification to evaluation to be consistent with
further comment
Category : EDITORIAL
56 44 | Anaudit is a documented evaluation and verification process. An audit in the ;(orea, Reipublic of
. c o0y mprove clarity
phytosan_ltary context (hereafter _referred to as an “audit”) is a documented, Category - SUBSTANTIVE
systematic review of a phytosanitary system or procedure to evaluate the level of
control, assure the quality of the processes set by the auditing NPPO (the NPPO
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responsible for the audit), and evaluate whether the system or procedure is
achieving the expected phytosanitary outcomes.

57 44 | Anaudit is a documented verification process. An audit in the phytosanitary Australia
context (hereafter referred to as an “audit”) is a documented, systematic review of a Justification ~ Added text to reference that audits can be

. conducted by an NPPO or an authorized entity on their behalf, but
phytosanitary system or procedure to evaluate the level of control, assure the the NPPO remains responsible.
quality of the processes set by the auditing NPPO (the NPPO responsible for the Category : TECHNICAL
audityaudit, even if conducted by an authorised entity on their behalf), and evaluate
whether the system or procedure is achieving the expected phytosanitary outcomes.

58 44 | Anaudit is a documented verification process. An audit in the phytosanitary COSAVE _
context (hereafter referred to as an “audit”) is a documented, systematic review of a Ec;rt;;::}ls,teﬁ;gf_m;g " ragraph 42
phytosanitary system or procedure to evaluate the level of control, assure the '
quality of the processes set by the auditing NPPO (the NPPO responsible for the
audit), and evaluate whether the system or procedure is achieving the expected
phytosanitary objectiveseutcomes.

59 44 | Anaudit is a documented verification process. An audit in the Singapore _ ) o
phytosanitary context (hereafter referred to as an “audit”) is a documented, ;I/—Zriaf‘?cil!i% nevaluatlon and” as audit involves more than
systematic review of a phytosanitary system or procedure to evaluate the level of Category : SUBSTANTIVE
control, assure the quality of the processes set by the auditing NPPO (the NPPO
responsible for the audit), and evaluate whether the system or procedure is
achlevmg the expected phytosanltary outcomes.

60 44 China

More precise.

Category : SUBSTANTIVE
validity of a thtosanltarv system or procedure and the quality of the processes set by the
auditing NPPO (the NPPO responsible for the audit)

61 44 | Anaudit is a documented verification process. An audit in the phytosanitary Uruguay

context (hereafter referred to as an “audit”) is a documented, systematic review of a (F:or ConSiS_tenCy with paragraph 42
. ategory : TECHNICAL
phytosanitary system or procedure to evaluate the level of control, assure the
quality of the processes set by the auditing NPPO (the NPPO responsible for the
audit), and evaluate whether the system or procedure is achieving the expected
phytosanitary objectiveseutcomes.
1. Purpose of an audit

62 51 | An audit should objectively evaluate whether a specific phytosanitary system or European Union
procedure conforms with the requirements set by the auditing NPPO. An audit g;“;:;gf}f‘f‘%rgnom AL
should provide an opportunity to identify-findings—tncluding-nonconformities;
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regarding-assess the effectiveness of the phytosanitary system or procedure being
auditedaudited and identify any nonconformities.
63 51 | Anaudit should objectively evaluate whether a specific phytosanitary system or Colombia o
procedure conforms with the requirements set by the auditing NPPO. An audit e el Dl P g UelE s S (e g7 P b e

. . . . . . i . .. subject to be audited could present the technical justification
should_prowde an opportunity to identify fl_ndlngs, including nonconfor_mltles, _ when it does not consider it necessary to carry out the audit, as
regarding the effectiveness of the phytosanitary system or procedure being audited. well as when the evidence presented by the NPPO of the importing
The country or NPPO subiject to be audited may present the technical justification country, this can be corrected without the development of an

henitd t consider necessary the development of the audit, as well as when SUELC o, TS QUEIREE] GV ol 99 S0 1 pEsEs
wnen | OE_S no - > y P - - 1 technical evidence to avoid the audit process, in order to optimize
the preventive or corrective actions can be remedied without the development of an the resources of each country and solve all the points of interest in
audit process. the shortest time.
Category : SUBSTANTIVE
64 51 | An audit should objectively evaluate whether a specific phytosanitary system or Australia
procedure conforms with the requirements set by the auditing NPPO. An audit SeiClc Eduincy . o,

X . . . .. . . .. It is noted that the term “observations” has been removed from
5h0U|d_pr0V|de an opportunity to identify f'_ndmgS, including nonconfor_mmes, ) this version. If “observations” are generally understood as being
regarding the effectiveness of the phytosanitary system or procedure being audited. part of “findings”, no change is required. If this is not the general

understanding, propose that “observations” be reinstated where it
appeared in the original text, as they are an important mechanism
to identify issues and potential future issues.
Category : SUBSTANTIVE
65 51 | An audit should objectively evaluate whether a specific phytosanitary system or EPPO
procedure conforms with the requirements set by the auditing NPPO. An audit S A1
Category : EDITORIAL
should provide an opportunity to identify-findings-including-nenconformities;
regarding-assess the effectiveness of the phytosanitary system or procedure being
auditedaudited and identify any nonconformities.
66 52 | An NPPO may conduct audits teto evaluate and verify: PPPO
Category : EDITORIAL
67 52 | An NPPO may conduct audits teto evaluate and verify: Korea, Republic of
For consistency with background
Category : SUBSTANTIVE
68 52 | An NPPO may conduct audits Singapore
To add in "evaluate and verify" here and to remove "verify" in
subsequent bullets.
Category : SUBSTANTIVE
69 53 | verifirthe conformity of the NPPO’s own systems and procedures; PPPO
Category : EDITORIAL
70 53 | verifirthe conformity of the NPPO’s own systems and procedures; Korea, Republic of
Delete redandant wording
Category : SUBSTANTIVE
71 53 the conformity of the NPPO’s own systems and procedures; Singapore
to delete the 'verify" based on earlier comment.
Category : EDITORIAL
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verify the systems and procedures of entities authorized by that NPPO to perform
phytosanitary actions.

72 54 | verifir-the systems and procedures of entities that have been authorized by the PPPO
NPPO, including entities authorized to conduct audits on behalf of the NPPO; Category : EDITORIAL
73 54 | verify-the systems and procedures of entities that have been authorized by the Korea, Republic of
NPPO, including entities authorized to conduct audits on behalf of the NPPO; Category : SUBSTANTIVE
74 54 the systems and procedures of entities that have been authorized by the fil:jg?lzor"e o here based i .
; ; i ; ; . o delete "veri ere based on earlier comments.
NPPO, including entities authorized to conduct audits on behalf of the NPPO; Category : SUBVSTANTIVE
75 55 | werify-the systems and procedures of the NPPO of an exporting country in PPPO
accordance with the requirements of ISPM 20 (Guidelines for a phytosanitary ol CRTEELEEY, Snelllle) EIR EIED 200 &) [Xellis [ Galks estdelel Eleells
. . evaluation of the effectiveness of systems, evaluation is
import regulatory system)-;- the effectiveness of systems. mentioned in [44], [59] & [166]
Category : TECHNICAL
76 55 | verifirthe systems and procedures of the NPPO of an exporting country in Korea, Republic of
accordance with the requirements of ISPM 20 (Guidelines for a phytosanitary gggS;’gf/';ltfa”tclznw(')tfhtﬁ:Zﬁ?ggt‘:\r/‘gn;:s°g'fds;';‘:erﬁ1:'S° 23 G SRS
import regulatory system). _ - the effectiveness of systems. Category : SUBSTANTIVE '
77 55 | verify the systems and procedures of the NPPO of an exporting country in Singapore _ _
accordance with the requirements of ISPM 20 (Guidelines for a phytosanitary s Lf:;(')‘f/e, =0 IO Bl G S 6 S8l
import regulatory system). i
78 55 the systems and procedures of the NPPO of an exporting country in Singapore
accordance with the requirements of ISPM 20 (Guidelines for a phytosanitary et e e
import regulatory system). gory
79 56 | An entity authorized by an NPPO to conduct audits on its behalf may conduct audits to PPPO

The following comment applies to:
[56] first sentence,

[59] 3rd sentence,

[64] [74] [103] 1st sentence

There is inconsistency with the terms used, which appear that
they may mean similar things. ‘Facility’ may need to be defined
separately. Define if ‘entity’ is entity authorised to undertake
audits on behalf of the NPPO (the ‘auditor’), or entity/facility
undertaking activities in the phytosanitary system (the ‘auditee’),
or a combination of all.

Category : EDITORIAL

2. Types of audit

80

58

The main types of audit are comprehensive system audits and verifieation-focused

audits.

Costa Rica

An audit is a documented verification process of a phytosanitary
system or procedure to evaluate the level of control, assure the
quality of the processes and evaluate whether the system or
procedure is achieving the expected objectives. Therefore
“verification audit” is confusing as it could imply that a “system
audit” is not about verification.
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Category : SUBSTANTIVE
81 58 | The main types of audit are comprehensive system audits and verification-focused COSAVE
A An audit is a documented verification process of a phytosanitary
audits.
system or procedure to evaluate the level of control, assure the
quality of the processes and evaluate whether the system or
procedure is achieving the expected objectives (paragraph 44).
Therefore “verification audit” is confusing as it could imply that a
“system audit” is not about verification. Changes are proposed to
align with paragraphs 59 and 60
Category : TECHNICAL
82 58 | The main types of audit are comprehensive system audits and verifieation-focused Uruguay
] An audit is a documented verification process of a phytosanitary
audits.
system or procedure to evaluate the level of control, assure the
quality of the processes and evaluate whether the system or
procedure is achieving the expected objectives (paragraph 44).
Therefore “verification audit” is confusing as it could imply that a
“system audit” is not about verification. Changes are proposed to
align with paragraphs 59 and 60
Category : TECHNICAL
83 59 | A comprehensive system audit is a-cemprehensive-a review of a phytosanitary Costa Rica _
system or procedure to evaluate its effectiveness and conformity with the Consistency with the previous comment
. ... . . Category : SUBSTANTIVE
requirements of the auditing NPPO. It is conducted to determine whether the
system or procedure is designed to achieve its objectives and whether the auditee
has sufficient capability to implement the system or procedure. In general, a system
audit may be conducted before authorizing an entity or a new process, or at other
times as and when necessary. The scope of a system audit may include an entire
system from production to export or a system of a particular entity.
84 59 | A system audit is a comprehensive review of a phytosanitary system or procedure European Union
to evaluate its effectiveness and conformity with the requirements of the auditing i;”;:g'g'rcyat_"’E'BITOR AL
NPPO. It is conducted to determine whether the system or procedure is designed to '
achieve its objectives and whether the auditee has sufficient capability to
implement the system or procedure. In general, a system audit may be conducted
before authorizing an entity or a new process, or at-ethertimes-as-and-when
necessary. The scope of a system audit may include an entire system from
production to export or a system of a particular entity.
85 59 | A system audit is a comprehensive review of a phytosanitary system or procedure PPPO o o
to evaluate its effectiveness and conformity with the requirements of the auditing Justification = The audit will not determine if the system or
. . . . procedure is “designed” to achieve its objectives, the audit will
NPPO- It '5_C0r_‘duc_3t3d t(? de_termme whether the SySt?m or procec_ju_re IS des*gﬂed-te determine if the objective is being met. If it is not, it could be that
aehieve-achieving its objectives and whether the auditee has sufficient capability to the design is at fault, or other issues like elements not being
implement the system or procedure. In general, a system audit may be conducted correctly implemented.
.. . R Category : TECHNICAL
before authorizing an entity or a new process, or at other times as and when
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necessary. The scope of a system audit may include an entire system from
production to export or a system of a particular entity.
86 59 | A system audit is a comprehensive review of a phytosanitary system or procedure Australia _ _ _
to evaluate its effectiveness and conformity with the requirements of the auditing iﬂigggzg"t’; o ihis text does not add to the meaning and so s
NPPO. It is conducted to determine whether the system or procedure is designed to Category : EDITORIAL
achieve its objectives and whether the auditee has sufficient capability to
implement the system or procedure. In general, a system audit may be conducted
before authorizing an entity or a new process, or at other times as and-when
necessary. The scope of a system audit may include an entire system from
production to export or a system of a particular entity.
87 59 | A system audit is a comprehensive review of a phytosanitary system or procedure Australia o o
to evaluate its effectiveness and conformity with the requirements of the auditing Justification = The audit will not determine If the system o i
NPPO. It is conducted to determine whether the system or procedure is desighed-to Setermme if the ogjective is being met. IJf it is not, it could be that
achieve-achieving its objectives and whether the auditee has sufficient capability to the design is at fault, or other issues like elements not being
implement the system or procedure. In general, a system audit may be conducted Cco"eC“Y ‘f“ﬁ;%”;ﬁ?g‘dl
before authorizing an entity or a new process, or at other times as and when ategory :
necessary. The scope of a system audit may include an entire system from
production to export or a system of a particular entity.
88 59 | A comprehensive system audit is a comprehensive-review of a phytosanitary COSAVE _
system or procedure to evaluate its effectiveness and conformity with the ggfe;%rpy”"_eﬁéém?éiﬁraph >8
requirements of the auditing NPPO. It is conducted to determine whether the '
system or procedure is designed to achieve its objectives and whether the auditee
has sufficient capability to implement the system or procedure. In general, a system
audit may be conducted before authorizing an entity or a new process, or at other
times as and when necessary. The scope of a comprehensive system audit may
include an entire system from production to export or a system of a particular
entity.
89 59 | A system audit is a comprehensive review of a phytosanitary system or procedure COSAVE _
to evaluate its effectiveness and conformity with the requirements of the auditing Ine name should not baeugﬁ'sdfﬁ;oz‘;%aouustet;getrsx'ts no
NPPO. It is conducted to determine whether the system or procedure is designed to Category : EDITORIAL '
achieve its objectives and whether the auditee has sufficient capability to
implement the system or procedure. In general, a system audit may be conducted
before authorizing an entity or a new process, or at other times as and when
necessary. The scope of a system audit may include an entire system from
production to export or a system of a particular entity.
90 59 | A comprehensive system audit is a comprehensive-review of a phytosanitary Uruguay _
system or procedure to evaluate its effectiveness and conformity with the frg‘:e;‘;’;}m_e;‘éc'm?éi‘imph >8
requirements of the auditing NPPO. It is conducted to determine whether the '
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system or procedure is designed to achieve its objectives and whether the auditee
has sufficient capability to implement the system or procedure. In general, a system
audit may be conducted before authorizing an entity or a new process, or at other
times as and when necessary. The scope of a comprehensive system audit may
include an entire system from production to export or a system of a particular
entity.
91 59 | A system audit is a comprehensive review of a phytosanitary system or procedure EPPO
to evaluate its effectiveness and conformity with the requirements of the auditing gan;ep_c;glrc)?t'lc;frBITOR AL
NPPO. It is conducted to determine whether the system or procedure is designed to '
achieve its objectives and whether the auditee has sufficient capability to
implement the system or procedure. In general, a system audit may be conducted
before authorizing an entity or a new process, or at-ether-times-as-and-when
necessary. The scope of a system audit may include an entire system from
production to export or a system of a particular entity.
92 59 | A system audit is a comprehensive review of a phytosanitary system or procedure United States of America -
to evaluate its effectiveness and conformity with the requirements of the auditing more clarity to differentiate between a system and a verification
NPPO. It is conducted to determine whether the system or procedure is designed to Category : TECHNICAL
achieve its objectives and whether the auditee has sufficient capability to
implement the system or procedure, or verify the system or procedure has been
already implemented. In general, a system audit may be conducted before
authorizing an entity or a new process, or at other times as and when necessary.
The scope of a system audit may include an entire system from production to
export or a system of a particular entity.
93 59 | A system-auditsystem audit is a comprehensive review of a phytosanitary system Uruguay .
or procedure to evaluate its effectiveness and conformity with the requirements of Ine name should not be holded, because there s no
the auditing NPPO. It is conducted to determine whether the system or procedure is Category : EDITORIAL d
designed to achieve its objectives and whether the auditee has sufficient capability
to implement the system or procedure. In general, a system audit may be conducted
before authorizing an entity or a new process, or at other times as and when
necessary. The scope of a system audit may include an entire system from
production to export or a system of a particular entity.
94 60 | A verification audit is a focused review of a phytosanitary system or procedure, in Costa Rica . _ _
which particular elements of the system or procedure are reviewed to evaluate their 'C’:)Cr:‘;lddeertgj g’lrt‘gfrs]gtiJ:th”:r']osgi't‘zsaau”dci'tfyifcnguas‘éa;'ﬁfgisa%‘i\'?sitég
effectiveness of the system or procedure and its conformity with the requirements audits are often necessary, technologies and systems are
of the auditing NPPO. It is conducted to determine whether the system or currently available that allow the exhange of relevant information
procedure is being properly implemented and maintained. A verification audit may ;T]adt ;ogcla?:li;edldcei:ti?‘igi;ir:;i)tigésé avoiding unnecessary costs
be conducted periodically, at regular or random intervals, or as a result of certain Categ%,y . SgUBl;TANTIVE
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circumstances.Technologies and system available should be considered alternative
to on site audit
95 60 | A focusedverification- audit is a foecused review of a phytosanitary elements of gosta Rica -
onsistency with the previous comment
system or procedure, ir-which particolarelementsto -of the-system-orprocedure-are Category : SUBSTANTIVE
reviewed-to-evaluate their effectiveness-of the-system-or procedure-and-its
effectiveness and conformity with the requirements of the auditing NPPO. It is
conducted to determine whether the system or procedure is being properly
implemented and maintained. A verificatien-focused audit may be conducted
periodically, at regular or random intervals, or as a result of certain circumstances.
96 60 | A verification audit is a focused review of a phytosanitary system or procedure, in European Union
which particular elements of the system or procedure are reviewed to evaluate their S P o
. . . . ; Category : EDITORIAL
effectiveness efthe-system-orprocedure-and is-conformity with the requirements
of the auditing NPPO. It is conducted to determine whether the system or
procedure is being properly implemented and maintained. A verification audit may
be conducted periodically, at regular or random intervals, or as a result of certain
circumstances.
97 60 | A focused verification-audit is a-afecused review of a-phytesanitaryparticular COSAVE _
elements of the system or procedure,-inwhichprocedure to -particularelements-of S COmMEE 7 PR 25 el )
the—system%FpFeeeéM&mﬁed—t&evgluatg their eﬁeet‘weﬂess‘ef—t'he‘sﬁem Although on-site audits are often necessary, technologies and
er-procedure-effectiveness and #s-conformity with the requirements of the auditing systems are currently available that allow the exchange of
NPPO. It is conducted to determine whether the system or procedure is being relevant information that could reduce negative impacts, avoiding
ly implemented and maintained. A verification-focused audit may be sgsEEny S8 End speceing L s Eitere] SEde:
RUQIBE L Rl - : e Category : SUBSTANTIVE
conducted periodically, at regular or random intervals, or as a result of certain
circumstances.Technologies and systems available should be considered alternative
to on site audit.
98 60 | A focused verification-audit is a focusedreview of -review-ofparticular elementsa Uruguay
phytesanitary of the system or procedure to -system-orprocedure—tr-which Although on-site audits are often necessary, technologies and
systems are currently available that allow the exchange of
particular-elements-of the-system-orprocedure-are-reviewed-to-evaluate their relevant information that could reduce negative impacts, avoiding
effectiveness of the-system-orprocedure-and Hs-conformity with the requirements unnecessary costs and speeding up international trade.
of the auditing NPPO. It is conducted to determine whether the system or Category : SUBSTANTIVE
procedure is being properly implemented and maintained. A verification-focused
audit may be conducted periodically, at regular or random intervals, or as a result
of certain circumstances.Technologies and systems available should be considered
alternatives to on site audits
99 60 | A verification audit is a focused review of a phytosanitary system or procedure, in EPPO
which particular elements of the system or procedure are reviewed to evaluate their [P EEEE
. . . . . Category : EDITORIAL
effectiveness of the-system-orprocedure-and ts-conformity with the requirements
of the auditing NPPO. It is conducted to determine whether the system or
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procedure is being properly implemented and maintained. A verification audit may
be conducted periodically, at regular or random intervals, or as a result of certain
circumstances.
100 60 | A verification audit is a focused review of component of a a phytosanitary system United States of America .
or procedure, in which particular elements of the system or procedure are reviewed Ao pesce) ielin [ IROCIERE] GIF \eRlzeHils” Clels? (el [
. : . clarify that a "verification" audit is focusing on the component of
te-and evaluated for evaluate their effectiveness efthe-system-er-procedure-and its the procedure.
conformity with the requirements of the auditing NPPO. It is conducted to Category : TECHNICAL
determine whether a component of the system or procedure is being properly
implemented and maintained. A verification audit may be conducted periodically,
at regular or random intervals, or as a result of certain circumstances.
101 60 | A focused audit verification-audit-is a focused review of a phytosanitary system or Uruguay _
procedure, in which particular elements of the system or procedure are reviewed to S IS [ PRI GRS 65 Eliel 5
. . . . . Category : TECHNICAL
evaluate their effectiveness efthe-system-orprecedure-and its conformity with the
requirements of the auditing NPPO. It is conducted to determine whether the
system or procedure is being properly implemented and maintained. A verification
focused audit may be conducted periodically, at regular or random intervals, or as a
result of certain circumstances.
3. Circumstances that may initiate audit
102 61 | 3. Circumstances that may initiate an audit ‘EigtSOA_‘a’F
1Tori
Category : EDITORIAL
103 61 | 3. Circumstances that may initiate an audit gdr}ggifalv
Itoria
Category : EDITORIAL
104 62 | The following are examples of circumstances that may initiate an audit in: Viet Nam
It should be added " in case of an outbreak of harmful organisms
in the exporting country is the quarantine pests of concern of the
importing country.
Category : SUBSTANTIVE
105 62 | The following are examples of circumstances that may initiate an audit-traudit: PPPO
Category : EDITORIAL
106 62 | The following are examples of circumstances that may initiate an audit-traudit: Korea, Republic of
Category : SUBSTANTIVE
107 62 | The following are examples of circumstances that may initiate an audit #(which United States of America
are not all inclusive): To prevent exhaustive lists and circumstances
) Category : SUBSTANTIVE
108 63 European Union
Suggest to move at the end of the list as it is a verification audit.
Category : EDITORIAL
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109

63

EPPO
Suggest to move at the end of the list as it is a verification audit.
Category : EDITORIAL

110

63

scheduling of a routine audit to verify eageing-conformity with the requirements of

the auditing NPPO,;

United States of America
clarity
Category : TECHNICAL

111

64

changes to conditions (e.g. production practices, pest status, phytosanitary import
requirements, management systems or operations of a facility);

Australia

Justification - this and the following dot point are repetitive and so
propose the one non-duplicated element be brought to this dot
point and the following deleted.

Category : EDITORIAL

112

64

changes to conditions (e.g. production practices, pest status, management systems
or operations of a facility);

Singapore

To merge bullet points 2 & 3 as these seemed to be duplicative.
Propose - "changes to conditions including phytosanitary import
requirements (e.g. production practices, pest status, manpower,
equipment or operations of a facility);

Category : SUBSTANTIVE

113

65

changes to phytosanitary import requirements;-+ranagementsystems-or-operation
2 facility:

European Union
These elements are already included in the previous paragraph.
Category : EDITORIAL

114

65

Australia

Justification — Propose deletion as this and the previous dot point
are repetitive.

Category : EDITORIAL

115

65

changes to phytosanitary import requirements;-+ranagementsystems-or-operation
2 facility:

COSAVE
To avoid redundace with the previous paragraph
Category : TECHNICAL

116

65

changes to phytosanitary import requirements;-managementsystems-or-operation
gf a faeilit—j /"

EPPO
These elements are already included in the previous paragraph.
Category : EDITORIAL

117

65

Singapore
To delete this bullet point to merge this with 2nd bullet point.
Category : SUBSTANTIVE

118

65

changes to phytosanitary import requirements;-managementsystems-or-operation
o facility

Uruguay
To avoid redundace with the previous paragraph
Category : TECHNICAL

119

69

a detected nonconformity or observation that may compromise the phytosanitary
system;

PPPO

Justification — as before, if “observations” are commonly
understood to be included in “nonconformity”, then this text may
not need to be added. If not commonly understood, propose this
text is added to enhance clarity.

Category : TECHNICAL

120

69

a detected nonconformity or observation that may compromise the phytosanitary
system;

Australia

Justification - as before, if “observations” are commonly
understood to be included in “nonconformity”, then this text may
not need to be added. If not commonly understood, propose this
text is added to enhance clarity.

Category : TECHNICAL
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121 71 | new requests for participation in the phytosanitary system;- scheduling of a routine European Union o _ -
audit to verify ongoing conformity with the requirements of the auditing NPPO. 5532?;38: o rmove from the beginning of the list as it is a
Category : EDITORIAL
122 71 | new requests for participation in the phytosanitary system. The reason for audit Colombia _
must not represent unjustified trade restrictions or barriers. An paragraph is added to prevent audits could generate
unjustified trade restrictions or barriers. This is considered
necessary to optimize each country's resources and avoid conflicts
of interest.
Category : SUBSTANTIVE
123 71 | new requests for participation in the phytosanitary system;- scheduling of a routine EPPO o _ o
audit to verify ongoing conformity with the requirements of the auditing NPPO. s:ﬁgfasgéz r:l?c‘l’if from the beginning of the list as it is a
Category : EDITORIAL
124 71 | new requests for participation in the phytosanitary system. - Sudden outbreak of China
important pest in the world Special audit could be initiative when emergency phytosanitary
* affairs or new phytosanitary activities occur.
Category : SUBSTANTIVE
4.1 Roles
125 73 4.1 Roles Viet Nam
The meaning is unclear because this content refers to the auditor
and auditee only, however, not specifying the role of each
individual person, so it should be considered to make the content
more inclusive.
Category : SUBSTANTIVE
126 74 | The audit involves two parties: an auditor and an auditee. The auditor may be Costa Rica _ o o
either an NPPO or its authorized entity. The auditee may be an NPPO auditing It is considered that this section is better specified since it
. . - ; . indicates the parties involved in an audit
itself, the NPPC_) of an exporting country audited by the NPPO _of an importing Category : SUBSTANTIVE
country, an entity authorized by an NPPO to perform phytosanitary actions, or any
other participant in the phytosanitary system that is being audited The sections
below describe the responsibilities of each party. In the context of this standard,
both the terms “auditor” and “auditee” may refer to an individual person, a group
of people representing an organization or an entity.
127 74 | The audit involves two parties: an auditor and an auditee. The auditor may be PPPO . o o
either an NPPO or its authorized entity. The sections below describe the Remove reference to ‘organisation’ because an organisation is also
) aress . an entity. In context of [56] - An entity authorized by an NPPO to
responsibilities of each party. In the context qf this standard, both the terms conduct audits on its behalf may conduct audits to verify the
“auditor” and “auditee” may refer to an individual person, a group of people systems and procedures of entities authorized by that NPPO to
representing an Wentity perform phytosanitary actions. Elsewhere in the document, the
’ term ‘entity’ has been used consistently.
Category : EDITORIAL
128 74 | The audit involves two parties: an auditor and an auditee. The auditor may be Colombia
either an NPPO or its autherized entityNPPO. The sections below describe the The document indicates that the audit can be carried out by the
ey BT NPPO or authorized entities, but the responsibility of this, must be
responsibilities of each party. In the context of this standard, both the terms solely of the NPPO. The audit should be carried out only by the
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“auditor” and ““auditee” may refer to an individual person, a group of people
representing an organization or an entity.

NPPO, who is the organization responsable for the activities official
in each country.
Category : SUBSTANTIVE

either an NPPO or its authorized entity. The auditee may be an NPPO auditing
itself, the NPPO of an exporting country audited by the NPPO of an importing
country, an entity authorized by an NPPO to perform phytosanitary actions, or any
other participant in the phytosanitary system that is being audited. The sections
below describe the responsibilities of each party. In the context of this standard,
both the terms “auditor” and “auditee” may refer to an individual person, a group
of people representing an organization or an entity.

129 74 | The audit involves two parties: an auditor and an auditee. The auditor may be COSAVE . _ _
either an NPPO or its authorized entity. The auditee may be an NPPO auditing Brought from 4.4 "Responsibility”. The former text described who
. . - ; ; is the auditor but was silent about the auditee.
itself, the NPPO of an exporting country audited by the NPPO of an importing Category : TECHNICAL
country, an entity authorized by an NPPO to perform phytosanitary actions, or any
other participant in the phytosanitary system that is being audited. The sections
below describe the responsibilities of each party. In the context of this standard,
both the terms “auditor” and “auditee” may refer to an individual person, a group
of people representing an organization or an entity.
130 74 | The audit involves two parties: an auditor and an auditee. The auditor may be Singapore _ N
either an NPPO or its authorized entity. The sections below describe the In the context of this standard, both the terms “auditor” and
) eres . auditee” may refer to an individual person, or a group of people
responsibilities of each party. In the context of this standard, both the terms representing an organization or an entity.
“auditor” and ““auditee” may refer to an individual person, a group of people Category : EDITORIAL
representing an organization or an entity.
131 74 | The audit involves two parties: an auditor and an auditee. The auditor may be Uruguay

Moved from 4.4 "Responsibilities". The former text described who
is the auditor but was silent about the auditee.
Category : TECHNICAL

4.2 Responsibilities of the NPPO

132

75

4.2  Responsibilities of the NPRONPPO auditing in its own territory

European Union

For more visibility, it is suggested to create a new subsection "4.3
Responsibilities of the NPPO auditing in an exporting country"
(please see comment on paragraph 83).

Category : SUBSTANTIVE

133

75

4.2  Responsibilities of the NPPONPPO auditing in its own territory

EPPO

For more visibility, it is suggested to create a new subsection "4.3
Responsibilities of the NPPO auditing in an exporting country"
(please see comment on paragraph 83).

Category : SUBSTANTIVE

134

76

For audits in its own territory, the NPPO shouldshould ensure each of the following

requirements are met:

United States of America

Are all of these required? If so, please clarify. Same for other lists
in the draft, please clarify for others.

Category : TECHNICAL

135

77

establish an audit framework and requirements for the audit process; choose a
suitable auditor

China
Selecting suitable auditors is an important responsibility of NPPO.
Category : SUBSTANTIVE
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136 79 | develop contingency plans for continuity of actier-audits in the event that an $OSAV|iI .
; N : T 0 provide clarification.
authorized entity is no longer able to conduct audit activities; Category : TECHNICAL
137 79 | develop contingency plans for continuity of actien-audits in the event that an ?rugua\d/ -
: F : P 0 provide clarification
authorized entity is no longer able to conduct audit activities; Category : TECHNICAL
138 82 | review the audit report and take necessary actions, which may include revocation China _ . -
of authorization of an entity or suspension of participation in the phytosanitary fﬁgf‘r‘famedaﬁfgfrﬁ';%g el €126 vl Ene memERTi e es 5 &
system, when a critical nonconformity has been identified or when identified Category : SUBSTANTIVE
nonconformities have not been addressed satisfactorily.
139 82 | take necessary actions, which may include revocation of authorization of an entity Singapore
or suspension of participation in the phytosanitary system, when a critical N SALNES
. . e X I, .. Propose to insert a new para before para 82.
nonconformity has been identified or when identified nonconformities have not Establish a framework which covers penalty structure and timeline
been addressed satisfactorily. to address the different levels of nonconformities (e.g. critical and
non-critical)
Category : SUBSTANTIVE
140 83 | In addition, an NPPO of an importing country conducting audits in the territory of European Union - . g ural
H : . For consistency within the paragraph because "audits" is in plural.
an-exporting esuntry-countries should: Category : EDITORIAL
141 83 | lnadditien—an-New 4.3 Responsibilities of the NPPO auditing in an exporting European Union _
countryThe NPPO of an importing country conducting audits in the territory of an 1) Creatlon of a new subsectlon: To clearly separate the
- . responsibilities on an NPPO auditing in its own territory (please
exporting country should: see comment on paragraph 75) or in an exporting country.
2) Deletion of "In addition": Because paragraph 77 is repeated in
paragraph 84, and paragraphs 78 to 82 are not relevant for an
NPPO auditing in an exporting country.
Category : SUBSTANTIVE
142 83 | In addition, an NPPO of an importing country conducting audits in the territory of \\;li\let Nam a .
: . propose to a more context, such as
an exporting country should: - The phytosanitary system of the importing country may
differ from the requirements mentioned in the ISPMs (e.g. ISPM
no. 7), so the importing country's phytosanitary authorities should
consider the audit process to avoid impeding trade.
Category : SUBSTANTIVE
143 83 | Inaddition—an-An NPPO of an importing country conducting audits in the territory COSAV: )
; . To avoid confution
of an exporting country should: Category : TECHNICAL
144 83 | Inaddition-New 4.3 Responsibilities of the NPPO auditing in an exporting EPPO _
countryThe NPPO of an importing country conducting audits in the territory of an 1) Creation of a new subsection: To clearly separate the
. . . responsibilities on an NPPO auditing in its own territory (please
exporting eeuntry-countries should: see comment on paragraph 75) or in an exporting country.
2) Deletion of "In addition": Because paragraph 77 is repeated in
paragraph 84, and paragraphs 78 to 82 are not relevant for an
NPPO auditing in an exporting country.
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For consistency within the paragraph because "audits" is in plural.
Category : EDITORIAL

what corrective actions are required and within what time frame.Qualifications of
auditor . Professional knowledge in plant quarantine, have been audited or

participated in relevant training, at least 2 auditors.

145 83 | In addition, an NPPO of an importing country conducting audits in the territory of Xhina e aud g © NPPO
: . : F ssess the audit activity are important duties o .
an exporting country should:assess the audit activity Category : SUBSTANTIVE
146 83 | In addition, an NPPO of an importing country conducting audits in the territory of Singislpore
. . New Sentence
an exporting country should: Propose to insert a new para before para 83.
provide sufficient human resources, with the required training and
competence to conduct the audits;
Category : SUBSTANTIVE
147 83 | lnadditien—an-An NPPO of an importing country conducting audits in the territory Uruguay _
of an exporting country should: To avoid confusion
) Category : TECHNICAL
148 84 | establish an audit framework and requirements for the audit process;; which Colombia
includes virtual audits when conditions permit Virtual audits are included among the audits, in order to
: streamline and optimize the admissibility processes. This is
considered necessary to optimize each country's resources and
streamline processes.
Category : SUBSTANTIVE
149 85 | reach an agreement with the NPPO of the exporting country te-cenduct-regarding United States of America
how the auditaudit will be conducted, including arrangements for aspects such as gzttiegrof‘;‘g,"g;g]‘;gg‘ﬁ‘ .
the financial cost of the audit and which entities are authorized to conduct the '
audit;
150 86 | if nonconformities are identified, agree with the NPPO of the exporting country China

The qualification of auditors shall be specified.
Category : SUBSTANTIVE

4.3 Responsibilities of the auditor

151 88 | The following are general responsibilities of an auditor that should apply, Viet Nam _
regardless of whether the auditor is an NPPO or an authorized entity. The auditor It should add more the following contents: .
) - - Be trained, qualified to conduct the audits
should: - - Health meets
- - Comply with the laws of the exporting country
Category : SUBSTANTIVE
152 88 | The following are general responsibilities of an auditor that all should apply, United States of America
regardless of whether the auditor is an NPPO or an authorized entity. The auditor See US comment above
Category : TECHNICAL
should:
153 91 | identify the audit criteria to be used; PPPO

This comment is regarding the terms 'audit criteria' and 'audit
requirements', and applies to the following sentences:
[91] [92] [104] [152] 1st sentence
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‘Audit criteria’ and ‘audit requirements’ need to be defined and
consistent through the document. What is meant by criteria? Is it
the purpose/scope/objectives of the audit? Is it the audit process?
Is it the phytosanitary requirements? Is it the criteria by which
they pass/fail the audit?
Category : TECHNICAL
154 91 | identify the audit criteria to be used:; and notify the auditee in advance. Colombia
It includes the duty to notify the auditee each time an audit is
performed. Notification of the audit is required in order to the
NPPO of exporting country can coordinate logistics.
Category : SUBSTANTIVE
155 93 | prepare and finalize audit reports and provide these in a timely manner to the Costa Rica o _
auditee, or to both the auditer-auditee and the auditing NPPO if the auditor is an The section is about the responsabilities of the auditor, who
) . should provide report to the auditee and to the auditing NPPO in
authorized entity; case of authorized entities
Category : SUBSTANTIVE
156 93 | prepare and finalize audit reports and provide these in a timely manner to the European Union
auditee, or to both the auditor-auditee and NPPO if the auditor is an authorized Eg;;‘;f)tr';” (;'fEa(]:rl]-/I?/?g;L
entity; '
157 93 | prepare and finalize audit reports and provide these in a timely manner to the PPPO _ _ _ _
auditee, or to both the auditer-auditee and NPPO if the auditor is an authorized Based on the lead In for this bulleted list, audit reports are
. prepared by the auditor for the auditee.
entity; Category : TECHNICAL
158 93 | prepare and finalize audit reports and provide these in a timely manner to the Australia .
auditee, or to both the auditor and authorizing NPPO if the auditor is an authorized Justification ~ To make it clearer.
entity: Category : EDITORIAL
159 93 | prepare and finalize audit reports and provide these in a timely manner to the Australia _ _ o _
auditee, or to both the auditer-auditee and NPPO if the auditor is an authorized Justification ~ Consider this needs to be “auditee” for this dot
. point to have the intended meaning.
entity; Category : EDITORIAL
160 93 | prepare and finalize audit reports and provide these in a timely manner to the COSAVE . _
auditee, or to both the auditer-auditee and the auditing NPPO if the auditor is an The section is about the responsibilities of the auditor, who should
. o provide report to the auditee and to the auditing NPPO in case of
authorized entity, authorized entities
Category : TECHNICAL
161 93 | prepare and finalize audit reports and provide these in a timely manner to the EPPO
auditee, or to both the auditer-auditee and NPPO if the auditor is an authorized Correction of an error.
enti ty: Category : TECHNICAL
162 93 | prepare and finalize audit reports and provide these in a timely manner to the United States of America _ _
auditee-orto-both-. If the auditor and-NPPO-if the-auditor-is an-a third party This doesn't capture all cases. Proposed change is to clarify three
X L . . parties involved: Auditee, NPPO, auditor.
authorized entitys, it should provide the report to the NPPO and the auditee. Category : TECHNICAL
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163 93 | prepare and finalize audit reports and provide these in a timely manner to the China _ _
auditee, or to both the auditer-auditee and NPPO if the auditor is an authorized The report should submit to the auditee and the NPPO.
. - Category : EDITORIAL
entity;
164 93 | prepare and finalize audit reports and provide these in a timely manner to the Uruguay o _
auditee, or to both the auditer-auditee and the auditing NPPO if the auditor is an The section is about the responsibilities of the auditor, who should
. o provide report to the auditee and to the auditing NPPO in case of
authorized entity; authorized entities
Category : TECHNICAL
165 94 | provide sufficient human resedrees-resources with the required training and EulropeanfUnion
o Deletion of a comma.
competence to conduct the audits; Category : EDITORIAL
166 94 | provide sufficient human reseurees-resources with the required training and gPlPO ;
P eletion of a comma.
competence to conduct the audits; Category : EDITORIAL
167 94 | provide sufficient human resources, with the required training and competence to Singapore
conduct the audits: Proposed to delete
’ provide sufficient human resources, with the required training and
competence to conduct the audits.
Category : SUBSTANTIVE
168 95 | Identify and managebe-free-of any conflict of interest, maintaining impartiality and PPPO . _
independence from the entities being audited; Ju_stlflcatlon - to be con5|s‘t‘ent with ISPM 45 e_and Pa_lrts 5 agd 7,_
this should be changed to “manage any conflict of interest” noting
that for the specific audit, impartiality and independence should
be maintained.
Category : SUBSTANTIVE
169 95 | Identify and managebe-free-of- any conflict of interest, maintaining impartiality and Australia . .
independence from the entities being audited: Ju_stlflcatlon - to be con5|s‘t‘ent with ISPM 45 gnd Pgrts 5 agd 7,_
this should be changed to "manage any conflict of interest” noting
that for the specific audit, impartiality and independence should
be maintained.
Category : SUBSTANTIVE
170 96 | provide an opportunity for the auditee to respond to the findings of the report Korea, Republic of _
(e.g. to support the findings or disagree with them) before it-the report is finatized Ot“nbo"ts?:‘;ugl‘i“spli'fzsgfttsc"““t”es eanle) (o2 E12IE ¥ s Wisines
and-publishedfinalized; Category : SUBSTANTIVE
171 96 | provide an opportunity for the auditee to respond to the audit findings efthe-report PPPO . A oubliched o th -
FgIE ; g E ‘e finali Remove the word ‘published’ as it implies the report will be
(e.g.to support the_ memgs or disagree with them) before #-the report is finatized available to other parties. The word ‘published” implies public
and-pubhshedfinalized, access, and countries should be able to choose whether or not to
publish reports for confidentiality.
Category : TECHNICAL
4.3.1 Specific responsibilities of entities authorized to conduct an audit
172 99 | Authorized entities conducting an audit on behalf of an NPPO should meet the European Union
R ; ; ei H ; Precision given.
. .
foIIo_wmg requirements in addition to t_hose setout in the_chapeau qf section 4.3 Category : EDITORIAL
and in ISPM 45 (Requirements for national plant protection organizations if
authorizing entities to perform phytosanitary actions):
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173 99 | Authorized entities conducting an audit on behalf of an NPPO sheuld-meet-the COSAVE
following-requirements-in addition to these-responsibilities set out in section 4.3 Reworded because the section is on specific responsibilities and
not requirements.
and ISPM 45 (Requirements for national plant protection organizations if Category : TECHNICAL
authorizing entities to perform phytosanitary actions)) should:
174 99 | Authorized entities conducting an audit on behalf of an NPPO should meet the EPP_O_ _
H H H H' H H recision given
foIIo_Wlng requirements in addition to t_hose set out in the_chageau qf section 4.3 Category : EDITORIAL
and in ISPM 45 (Requirements for national plant protection organizations if
authorizing entities to perform phytosanitary actions):
175 99 | Authorized entities conducting an audit on behalf of an NPPO sheuld-meet-the Uruguay
following-requirements-in addition to these-the responsibilities set out in Reworded because the section is on specific responsibilities and
.. not requirements.
gectlon 43 and IS_RM 45 (Requirements fo_r natlongl plant protection organizations Category : TECHNICAL
if authorizing entities to perform phytosanitary actions}) should:
176 100 | conduct audits as agreed with the authorizing NPPO; Australia
To ensure consistency with second dot point and to assist with
clarity of the authorizing NPPO.
Category : EDITORIAL
177 101 | immediately notify the authorizing NPPO of any critical nonconformities as European Union
defined in section 12 Because the indent begins with "immediately". i.e. non-critical
' non-conformities do not need to be notified immediately.
Category : SUBSTANTIVE
178 101 | immediately notify the authorizing NPPO of any critical nonconformities as PPPO
defined in section 12 The NPPO only needs to be “immediately” notified of critical non-
’ conformities as it immediately compromises the integrity of the
auditing NPPO’s phytosanitary system. In NZ we have authorised
entities who undertake audits on our behalf, so we need to know
as soon as possible (i.e. within 90 mins) if a critical non-
conformity has been identified and corrective action(s) must be
undertaken immediately. Other non-critical non-conformities
follow the normal process and requires corrective/preventative to
be taken within a specified time frame.
Category : TECHNICAL
179 101 | immediately notify the authorizing NPPO of any-critical nonconformities as Australia
defined in section 12 Justification — Not all nonconformities require immediate
’ notification of the authorizing NPPO, and this proposed addition
makes the requirement clearer.
Category : SUBSTANTIVE
180 101 | immediately notify the authorizing NPPO of any critical nonconformities as EPPO
defined in section 12 Because the indent begins with "immediately". i.e. non-critical
’ non-conformities do not need to be notified immediately
Category : SUBSTANTIVE
4.4 Responsibilities of the auditee
181 103 | The auditee m Costa Rica
A Delete, who can audit is being defined here refers to the
responsibilities of the auditee
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e Category : SUBSTANTIVE
%B%Hﬂgﬁudﬁedﬂwdﬂeeshould be reqmred to:
182 103 | The auditee may be-be:- an NPPO auditing itself;-;- the NPPO of an exporting European Union _
country audited by the NPPO of an importing countrys-;- an entity authorized by an 1) SERRIEIEE I (TEEmER (el CREs O Rl
NPPO to perform phytosanitary actions;;- or any other participant in the 2) More appropriate wording.
phytosanitary system that is being audited. The auditee should-berequired Category : EDITORIAL
teshould:
183 103 | The auditee m COSAVE
Ae Moved to 4.1 "Roles", wich already describes who is the auditor.
. Category : TECHNICAL
that—rs—bemg—wehted#h&aud%eeushould be requwed to:
184 103 | The auditee may be-be: - an NPPO auditing itself-; - the NPPO of an exporting EPPO _
country audited by the NPPO of an importing country;-; - an entity authorized by 1) SERITIE 1) [eiiler [FelP CLEs G (L,
an NPPO to perform phytosanitary actions;-; - or any other participant in the 2) More appropriate wording.
phytosanitary system that is being audited. The auditee shoutd-berequired Category : EDITORIAL
teshould:
185 103 | The auditee may be an NRRO-auditing-itseENPPO, the NPPO of an exporting ﬁhina _
' A A A A ore precise.
country audited by the NPP_O of an importing country, an entity a}uthorlzed by an Category : SUBSTANTIVE
NPPO to perform phytosanitary actions, or any other participant in the
phytosanitary system that is bemg audlted The auditee should be reqmred to:
186 103 The audltee m Uruguay
Moved to 4.1 "Roles", which already describes who is the auditor.
- Category : TECHNICAL
Mﬁ%ﬂﬂgﬁ%ﬁedﬂwaudﬁe&should be reqmred to:
187 104 | cooperate with the auditor and eenform-with-follow the agreed audit EPPfO i ) |
fEE]II'IFE ments . onform with audit requirements is confusing terminology as
rOCess, conform is normally used in relation to audit findings,
requirements normally refers to the requirements of the auditing
NPPO. We propose this wording or similar would cover the intent
of this sentence
Category : TECHNICAL
188 105 | provide access to information, facilities, records and personnel as+eguired gofAVE A | 4 to the aud
A A . 0 keep the access limited to the audit scope.
necessary for the audit being conducted; Category : TECHNICAL
189 105 | provide access to information, facilities, records and personnel as reguired grlll(guavh | 4 to the aud
A A . 0 keep the access limited to the audit scope.
necessary for the audit being conducted; Category : TECHNICAL
190 106 | facilitate, within the auditee's country efthe-auditee-and as appropriate, the European Ugion
ot R ; fei H [P, Easier to read.
logistics associated with visits by the auditor to the auditee; Category : EDITORIAL
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191 106 | facilitate, within the-its country efthe-auditee-and as appropriate, the logistics gOSAVEl_f_ _
i ith visi auditor-to-the-auditeeauditor; or simplification
associated with visits by the auditor; Category : TECHNICAL
192 106 | facilitate, within the auditee's country ef-the-auditee-and as appropriate, the EPPO g
o4 : : P H : . asier to rea
logistics associated with visits by the auditor to the auditee; Category : EDITORIAL
193 106 | facilitate, within the-its country efthe-auditee-and as appropriate, the logistics Urug_uaxll.f. _
: : fai auditor to the auditee [P For simplification
associated with visits by the auditor; Category : TECHNICAL
194 107 | draw-tp- - develop and deliver an action plan according to the audit findings; PPPO
‘draw up’ is not clear, more straight forward to say ‘develope’
Category : EDITORIAL
195 108 | if nonconformities are identified, identify-develop and implement corrective gurzrean (ljlniog o ; ]
: e i : ouble wording difficult to understand.
actions to address these nonconformities within the agreed time frame. Category : TECHNICAL
196 108 | if nonconformities are identified, identify and implement corrective actions to Barbados _ _
address these nonconformities within the agreed time frame. A check list will assist in this regard and provide a simple and
transparent way to conduct the audit.
Category : TECHNICAL
197 108 | H-nencenformities-are-identifiedidentify-and-implement-Implement corrective Australia _ o
actions to address these nonconformities within the agreed time frame. Justification ~ Proposed deletion to remove duplication with the
idea in the point above (action plan development to address audit
findings - i.e. nonconformities) and make the focus of this dot
point the implementation of those corrective actions to the
findings.
Category : EDITORIAL
198 108 | if nonconformities are identified, identify-and-timely implement agreed corrective COSAVE
actions to address these HGHGOH#GFHM-HGS—\A%HH—FHG—&QF@GQ—H—FHG Corrective actions have been agreed between both NPPO... so the
auditee just has to implement they
framenonconformities. Category : TECHNICAL
199 108 | if nonconformities are identified, identify-develop and implement corrective SPP&) dina difficul g g
: e P : ouble wording difficult to understan
actions to address these nonconformities within the agreed time frame. Category : TECHNICAL
200 108 | if nonconformities are identified, identify-and-timely implement agreed corrective Uruguay
actions to address these HGHGGH#GFFFH-HQS—\:‘\HH%H—EI%—&&F&QGI—H—FHG Corrective actions have been agreed between both NPPOs, so the
auditee just has to implement them
framenonconformities. Category : TECHNICAL
5. Selection of auditors
201 109 | 5. Selection of auditors Viet Nam
To add more sentence as follow “Auditor is working under NPPO or
an authorized entity of NPPO
Category : SUBSTANTIVE
202 109 | 5. Selection of auditors COSAVE
This section does not provide any guidance. Consider if it is
necessary or not.
Category : TECHNICAL
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th&ga%henngeﬁebjeetw&ewdene&mdltors should be selected based on a combination

of knowledge, training and experience relevant to the scope of the audit, including the
audit methodology, plant quarantine and the gathering of objective evidence.

203 109 | 5. Selection of auditors Uruguay
This section does not provide any guidance. Consider if it is
necessary or not.
Category : TECHNICAL
204 110 | Auditors should be selected based on a combination of knowledge, training and European Union
experience relevant-to-the-scope-of the auditphytosanitary system or procedure they More precise wording.
.. . . . " T Category : EDITORIAL
are auditing, ineluding-and of the audit methodology and the gathering of objective
evidence.
205 110 | Auditors should be selected based on a combination of knowledge, training and EPPO .
experience relevantto-the-scope-of the auditphytosanitary system or procedure they More precise wording.
.- . . . . ... Category : EDITORIAL
are auditing, teluding-and of the audit methodology and the gathering of objective
evidence.
206 110 i China

Auditors should have plant quarantine related experience or
knowledge.
Category : SUBSTANTIVE

6. Frequency of audits

seasonality in relation to phytosanitary activities,-H-appropriate;

207 114 | When setting up an audit programme, the auditing NPPO should determine the COSAVE _ _
frequency of audits of the-phytosanitary-system-or-procedure-being-audited-and 1@ SRR, OV (1 21 (RN NE) 8 [piyiiose il Gefied:
Category : TECHNICAL
review this frequency as appropriate. The audit frequency may be influenced by:
208 114 | When setting up an audit programme, the auditing NPPO should determine the Uruguay . .
frequency of audits of-the-phytosanitary-system-or-procedure-being-audited-and e SlTIplin, See e S IEFie) 89 2y GeRlERy Garie
Category : TECHNICAL
review this frequency as appropriate. The audit frequency may be influenced by:
209 115 | circumstances triggering an audit-to-be-initiatedaudit, as identified in section 3; Canada
“Circumstances triggering an audit” is sufficient and means
starting an audit. When “to be initiated” is included, it seems to be
specific to initiation, which is a step (section 11.3.1) of
undertaking an audit (section 11.3)
Category : SUBSTANTIVE
210 115 | circumstances triggering-that may iniciate an audit-te-be-initiatedaudit, as identified COSAVE
in section 3: Consistency with paragraph 61
! Category : TECHNICAL
211 115 | circumstances triggering-that may initiate an audit-te-be-initiatedaudit, as identified Uruguay
in section 3: Consistency with paragraph 61
! Category : TECHNICAL
212 116 European Union

"if appropriate" can be deleted because this list is introduced by
"may" (please see paragraph 114).
Category : EDITORIAL
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213

116

seasonality in relation to phytosanitary activities, if appropriate;

PPPO

NZ agrees with Singapore's comment on adding 'or frequency of
operation'

Category : TECHNICAL

214

116

seasonality in relation to phytosanitary activities;-H-appropriate;

EPPO

"if appropriate" can be deleted because this list is introduced by
"may" (please see paragraph 114).

Category : EDITORIAL

215

116

seasonality
appropriate;

in relation to phytosanitary activities, if

Singapore

To add in " or frequency of operations" for countries without
seasonality and have to rely on volume instead.

Category : SUBSTANTIVE

216

118

the history of conformity and eemphiareecompliance by the auditee;

Australia

Provides greater clarity around the circumstances that may
influence the frequency of the audit

Category : EDITORIAL

7. Conflicts of interest

of interest related to audits. In order to maintain the integrity of the audit system,
the auditor should be impartial. For each audit, the auditor should identify the

217 121 | The auditing NPPO should develop guidance on impartiality and possible conflicts Costa Rica _ _
of interest related to audits. In order to maintain the integrity of the audit system, E‘;;:;;‘;Stesn% S"VT';?V;?\C/EO” e
the audltor should be |mpart|al—|;epeaeh-aud+t—th&audﬁe#shemd—rdenﬂfy—the ’
._Both the
auditor and the auditee should declare that there are no conflicts of mterest relating
to the audit.
218 121 | The auditing NPPO should develop guidance on impartiality and possible conflicts European Union _
of interest related to audits. In order to maintain the integrity of the audit ELT:glgfft.'%Z}'}gz?f\ftency I PRI A
systemaudit, the auditor should be impartial. For each audit, the auditor should ’
identify the potential, perceived or actual conflicts of interest relating to the audit.
Both the auditor and the auditee should declare that there are no conflicts of
interest relating to the audit.
219 121 | Fhe-Where audit is conducted in-country or by an authorized entity, the auditing PPPO . - _ . . .
NPPO should develop guidance on impartiality and possible conflicts of interest ?SSﬁfaﬁZr?A??nsziﬁ'ﬁ't‘?? ?fgsgz;:gaﬁ‘;}:‘g'r'fst: d°;'1rt‘it§/re5ts 5 eI
related to audits. In order to maintain the integrity of the audit system, the auditor i
should be impartial. For each audit, the auditor should identify the potential, Reworded so that it is not necessary to declare if there are no
perceived or actual conflicts of interest relating to the audit. Both the auditor and conflicts of interest.
the auditee should declare that-if there are ne-any conflicts of interest relating to the this is also an implementation issue, there is a need for the
audit. Any declared conflicts of interest should be resolved or mitigated prior to the development of guidance on managing conflicts of interests for
audit. audits conducted in country or by third party
- Category : TECHNICAL
220 121 | The auditing NPPO should develop guidance on impartiality and possible conflicts Australia

Proposed rewording of the sentence to clarify which party is
declaring conflicts of interest and which party is agreeing. It could
be argued that the Auditee has a conflict of interest related to the
audit as they wish for a favorable outcome/to pass the audit.
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potential, perceived or actual conflicts of interest relating to the audit. Both the
auditor and the-auditee should declare and agree that there are no conflicts of
interest relating to the audit.

Category : EDITORIAL

of interest related to audits. In order to maintain the integrity of the audit system,
the auditor should be impartial. For each audit, the auditor should identify the
potential, perceived or actual conflicts of interest relating to the audit. Both the
auditor and the auditee should declare that there are no conflicts of interest relating
to the audit. (The auditor should declare that no conflicts of interest relating to the
audit.)

221 121 | The auditing NPPO should develop guidance on impartiality and possible conflicts EPPO _ _
of interest related to audits. In order to maintain the integrity of the audit 2 GO T o ey lin PRIl He
. . . . . . ategory : EDITORIAL
systemaudit, the auditor should be impartial. For each audit, the auditor should
identify the potential, perceived or actual conflicts of interest relating to the audit.
Both the auditor and the auditee should declare that there are no conflicts of
interest relating to the audit.
222 121 auditing Singapore _ - _
NPPO should develop guidance on impartiality and possible conflicts of interest PRI 0 L) I » DiE GUels [ comilietee) (e CF 19 €l
. . . . . . . authorised entity" to reflect that managing conflicts of interest is
related to z_iudlts. In order to maintain the integrity of th_e auc_llt system, thg auditor more applicable for in-country or by an authorised entity.
should be impartial. For each audit, the auditor should identify the potential, Category : SUBSTANTIVE
perceived or actual conflicts of interest relating to the audit. Both the auditor and
the auditee should declare that there are no conflicts of interest relating to the audit.
223 121 | The auditing NPPO should develop guidance on impartiality and possible conflicts China

The auditee may have conflicts of interest relating to the audit and
only the auditor need to declare no conflicts.
Category : SUBSTANTIVE

8. Confidentiality

confidentiality, including that of private and commercially sensitive information, in
order to maintain the integrity of the audit. The auditing NPPO should develop
guidance on this matter as appropriate.

224 123 | The parties should eensider-agree and manage-ensure an appropriate level of European Union
confidentiality, including that of private and commercially sensitive information, in '\C"‘;’;:gg;flc',sgl)"ﬁgwi
order to maintain the integrity of the audit. The auditing NPPO should develop '
guidance on this matter as appropriate.

225 123 | The parties sheuld-considermust agree and manage confidentiality, including that Colombia . L L }
of private and commercially sensitive information, in order to maintain the The word “consider” is replaced by "agree” and “should” by "must
. . . .. . . to indicate that confidentiality criteria must be agreed upon. It is
integrity of the audit. The auditing NPPO should develop guidance on this matter considered necessary in order to maintain the confidentiality of
as appropriate. each NPPO.

Category : SUBSTANTIVE
226 123 | The parties should consideragree and manage-ensure an appropriate level of EPPO

More precise wording.
Category : EDITORIAL
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the intended and possible disclosure of information gathered during the audit,
including the report.

227 124 | Before the commencement of the audit, parties should be made aware of the Colombia _
intended and possible disclosure of information gathered during the audit, (S ST 5 MENEE] 79 [EMIOES s CNIa7 D EFRes el
. . X confidentiality criteria between both parties. It is considered
including the report--, under previously agreed terms. necessary in order to maintain the confidentiality of each NPPO.
Category : SUBSTANTIVE
228 124 | Before the commencement of the audit, parties should be-made-aware-ef-discuss United States of America

Clarity of intention
Category : TECHNICAL

9. Financial arran

ements

before commencement of the auditaudit (see also sections 4.2 and new 4.3).

229 126 | Financial arrangements should be discussed and agreed upon by the parties—parties lTEurOPeiLrl! Ul?idorl‘ g
: ypo: a blank deleted.
before commencement of the audit. Category : EDITORIAL
230 126 | Financial arrangements should be discussed and agreed upon by the parties before European Union
commencement of the auditaudit (see also sections 4.2 and [new] 4.3). For better reading of the standard (please see paragraphs 80 and
85, and the comment made on paragraph 83 suggesting the
creation of a new subsection).
Category : SUBSTANTIVE
231 126 | Finanetal-Any financial arrangements should be discussed and agreed upon by the PPPO _ _ _
parties before commencement of the audit, as appropriate. AC!dItIOI”I to sentence to clarlfy_ there will not be funding or
. @S appropriate reimbursement for every audit.
Category : EDITORIAL
232 126 | Financial arrangements should be discussed and agreed upon by the parties—parties gustralia g
H pace remove
before commencement of the audit. Category : EDITORIAL
233 126 | Financial arrangements should be discussed and agreed upon by the parties—parties EPPO

For better reading of the standard (please see paragraphs 80 and
85, and the comment made on paragraph 83 suggesting the
creation of a new subsection).

Blank deleted
Category : EDITORIAL

10. Settlement of Disputes

audits, as part of the audit framework.

234 127 110.  Settlement of Disputesdisputes Australia
CISDULES Consistency with other document subheadings.
Category : EDITORIAL
235 128 | The process for settlement of disputes may-should be established in advance of ;European Union A 130
; : n consistency with paragrap .
audits, as part of the audit framework. Category - SUBSTANTIVE
236 128 | The process for settlement of disputes may-should be established in advance of PPPO

Justification — the process through which disputes are to be
settled should be agreed prior to the audit and so prior to any
dispute arising. Agreement to a process after a dispute arises can
be problematic. Additionally, the third paragraph of this section
indicates there is already an agreed process that should be
referred to and so to be consistent within the section, there
requirement for a process to be developed prior to the audit
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(perhaps as part of the audit framework), should be a
requirement.
Category : SUBSTANTIVE
237 128 | The process for settlement of disputes may-should be established in advance of Kr?relz,_Republic of
H H shou IS more proper
audits, as part of the audit framework. Category : SUBSTANTIVE
238 128 | The process for settlement of disputes may-should be established in advance of Austfralia A Hroudh which d 5
: : Justification - the process through which disputes are to be
audits, as part of the audit framework. settled should be agreed prior to the audit and so prior to any
dispute arising. Agreement to a process after a dispute arises can
be problematic. Additionally, the third paragraph of this section
indicates there is already an agreed process that should be
referred to and so to be consistent within the section, the
requirement for a process to be developed prior to the audit
(perhaps as part of the audit framework), should be a
requirement.
Category : SUBSTANTIVE
239 128 | The process for settlement of disputes may-should be established in advance of ;EPPO A © 130
; ; n consistency with paragrap .
audits, as part of the audit framework. Category : SUBSTANTIVE
240 128 | The process for settlement of disputes be established in Singapore _ _
advance of audits, as part of the audit framework. To change from a may tc_> a should and for consistency with para 3
that followed under Section 10.
Category : SUBSTANTIVE
241 129 | If parties do not agree that the intended methodology was followed, or with g:nadﬁ
Al : i i itoria
findings or conclusions of the audit, they should consult among themsekvesduring Category : EDITORIAL
themselves during the audit.
242 129 | If parties do not agree that the intended methodology was followed, or with EuropeabT Ul?ic:jr:j g
Ayl 3 g g Typo: a blank added.
findings or con_clusmns of_the audit, they should consult among themsehvesduring Category : EDITORIAL
themselves during the audit.
243 129 | If parties do not agree that the intended methodology was followed, or with PPPO
findings or con_clusmns of_the audit, they should consult among themsehvesduring Category : EDITORIAL
themselves during the audit.
244 129 | If parties do not agree that the intended methodology was followed, or with IPPC Regional Workshop Africa
findings or conclusions of the audit, they should consult among themselvesduring Category : SUBSTANTIVE
themselves during the auditaudit to find ways of settling the disputes.
245 129 | If parties do not agree that the intended methodology was followed, or with EIPPE dded
T 3 i : ank adde
findings or conplusmns of_the audit, they should consult among themsehsesduring Category : EDITORIAL
themselves during the audit.
246 129 | If parties do not agree that the intended methodology was followed, or with ghina
3 g 2 g g Ypo.
findings or cong:lusmns of_the audit, they should consult among themsehvesduring Category : EDITORIAL
themselves during the audit.
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247 130 | If the dispute is still not resolved after this consultation, disputing parties should PPPO o _ o o
refer to the agreed dispute settlement process, or agree on actions to take to reach Added wording is self-contradictory. This is also align with our
. . comment for para 128, where it is important to have an agreed
an agreement. If disputes relate to the outcomes of the audit and are not resolved, dispute settlement process
document these in the audit report (see section 11.3.3). Category : TECHNICAL
248 130 | If the dispute is still not resolved after this consultation, disputing parties should ?ingapzredd - A A ereb
: roposed addition to this paragraph to cover the part whereby
refer to the agreed dISpUte settlement dispute settlement must be agreed and to consider the dispute
settlement process.
Category : SUBSTANTIVE
11.1 Planning an audit
249 135 | defining and agreeing the purpose, scope (entire system or particular elements of ;(orea, Relpublic of
Ayt it mprove clarity
the system) and objectives and process of the audit; Category : SUBSTANTIVE
250 135 | defining-definion and agreeing-agreement of the purpose, scope (entire system or Australia _ _ _
particular elements of the system) and objectives of the audit: Removal of actions and replaced with subject, verbs replaced by
! nouns to improve flow of the points.
Category : EDITORIAL
251 135 | defining and agreeing the purpose, scope (entire system or particular elements of glhina ould inculd
A A e anning shou Inculde process.
the system) process and objectives of the audit;; Category : SUBSTANTIVE
252 136 | identifying the audit criteria for-assessment-of conformityto be used,; European Union
For consistency with paragraph 91.
Category : EDITORIAL
253 136 | identifiring-identification of the audit criteria for assessment of conformity; Australia
Removal of actions and replaced with subject, verbs replaced by
nouns to improve flow of the points.
Category : EDITORIAL
254 136 | identifying the audit criteria forassessment-of-conformityto be used,; EPPO
For consistency with paragraph 91.
Category : EDITORIAL
255 137 | identifiring-identification of the auditor and the auditee; Australia
Removal of actions and replaced with subject, verbs replaced by
nouns to improve flow of the points.
Category : EDITORIAL
256 138 | considering-consideration of existing equivalent audit systems, or other systems Australia
developed by NPPOs or industry. where appropriate Removal of actions and replaced with subject, verbs replaced by
P y Y pprop ' nouns to improve flow of the points.
Category : EDITORIAL
11.1.1 Scheduling of audits
257 140 | Audits should be scheduled by the auditing NPPO or the authorized entity Costa Rica . - -
conducting the audit in advance (i.e. the date and time of the performing and e U EEIES Tz GEeUTr Nl iielr @il e memenTiafmiies
. . ! - . Category : SUBSTANTIVE
evaluation stage of the audit (section 11.3.2)). Non-periodic audits may be
scheduled by an NPPO or an authorized entity as a result of certain circumstances

International Plant Protection Convention

Page 32 of 42




Draft ISPM: Audit in the phytosanitary context

Compiled comments — 2021 Second consultation

(see section 3). In some situations (e.g-. critical nonconformities), an audit may be
unscheduled.

258 140 | Audits should be scheduled by the auditing NPPO or the authorized entity European Union
conducting the audit in—in advance (i.e. the date and time of the performing and Z’;’?g&;}ﬁ"?gﬁ%‘?ﬁﬂ
evaluation stage of the audit (section 11.3.2)). Non-periodic audits may be '
scheduled by an NPPO or an authorized entity as a result of certain circumstances
(see section 3). In some situations (e.g. nonconformities), an audit may be
unscheduled.

259 140 | Audits should be scheduled by the auditing NPPO or the authorized entity European Union _ .
conducting the audit in advance (i.e. the date and time of the performing and Zg&;gg[‘??&?ggf:f ety el EEtey7 WD Ui (It el A
evaluation stage of the audit {seetion-(see section 11.3.2)). Non-periodic audits may ’
be scheduled by an NPPO or an authorized entity as a result of certain
circumstances (see section 3). In some situations (e.g. nonconformities), an-aueit
audits may be unscheduled.

260 140 | Audits should be scheduled by the auditing NPPO or the authorized entity PPPO _ . o ' o
conducting the audit in advance (i.e. the date and time of the performing and gmprove ciarity. changing ‘unscheduled” to unannounced as this is
evaluation stage of the audit (section 11.3.2)). Non-periodic audits may be '
scheduled by an NPPO or an authorized entity as a result of certain circumstances Justificahtion - a:istoryIgfbnoncogform(;ties provides g clear rr]eason

i H H H y it H as to why an audit wou e conducted unannounced or without
E)Seee section 3). ll.l?]:r?r?(])eursll(;[:gttl)?/nas I(\lePgPOhIISr:OI;S g\l:v?]otg?ﬁ?gf\:mltles)’ an audit may be_ir_lg sclzeduled. An_ example of ‘nonconformities’ alone may be
unseheduled P misinterpreted or misunderstood.
Category : TECHNICAL

261 140 | Audits should be scheduled by the auditing NPPO or the authorized entity Korea, Republic of
conducting the audit in advance (i.e. the date and time of the performing and Ic?ferglfyc-'aéﬁygsm NTIVE
evaluation stage of the audit (section 11.3.2)). Non-periodic audits may be i
scheduled by an NPPO or an authorized entity as a result of certain circumstances
(see section 3). In some situations (e.g. nonconformities), an audit may be
unseheduledunannounced by a NPPO in its own territory.

262 140 | Audits should be scheduled by the auditing NPPO or the authorized entity Colombia - - _
conducting the audit in advance (i.e. the date and time of the performing and ;haeyssgf:;fhe{j”ufg’ Js SARE GO (G0, Temenneiies), e Enel:
evaluation stage of the audit (section 11.3.2)).- Unscheduled audits must be notified each time an audit will be performed. Notification of the
communicated by an NPPO or an authorized entity as a result of certain audit is required in order to the NPPO of exporting country can
circumstances (see section 3)002E.Nen-periodic-audits-may-be-scheduled-by-an coordinate logistics.

S . . TON DT - g | Category : SUBSTANTIVE

263 140 | Audits should be scheduled by the auditing NPPO or the authorized entity Australia . ) .
conducting the audit in advance (i.e. the date and time of the performing and i\;’:g:"icna;'?g‘a;ct;f;g‘i”}“t unschedulect’ could be misunderstood as
evaluation stage of the audit (section 11.3.2)). Non-periodic audits may be the audits can be done in a fashion that does not follow a calendar
scheduled by an NPPO or an authorized entity as a result of certain circumstances
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(see section 3). In some situations (e.g. nonconformities), an audit may be
unseheduledunannounced.

schedule and is more “ad hoc” and so the term “unannounced” is
proposed to clarify the meaning.
Category : EDITORIAL

conducting the audit in—in advance (i.e. the date and time of the performing and
evaluation stage of the audit {section-(see section 11.3.2)). Non-periodic audits may
be scheduled by an NPPO or an authorized entity as a result of certain
circumstances (see section 3). In some situations (e.g. nonconformities), an-aueit
audits may be unscheduled.

264 140 | Audits should be scheduled by the auditing NPPO or the authorized entity Australia

conducting the audit in advance (i.e. the date and time of the performing and Justification - a history of nonconformities provides a clear reason
. . . .. . as to why an audit would be conducted unannounced or without

evaluation stage of the audit (section 11.3.2)). Non-periodic audits may be being scheduled. An example of ‘nonconformities’ alone may be

scheduled by an NPPO or an authorized entity as a result of certain circumstances misinterpreted or misunderstood.

(see section 3). In some situations (e.g. history of nonconformities), an audit may Calageny & VLA

be unscheduled.

265 140 | Audits should be scheduled by the auditing NPPO or the authorized entity COSAVE _ N N
conducting the audit in advance (i.e. the date and time of the performing and #gscﬁgﬁsfltehif;gIqu?Zh%ﬁé?QIa:,nfnoc:ucnrézfjal IR
evaluation stage of the audit (section 11.3.2)). Non-periodic audits may be Category : TECHNICAL '
scheduled by an NPPO or an authorized entity as a result of certain circumstances
(see section 3). In some situations (e.g-. critical nonconformities), an audit may be
unscheduled. However unscheduled audit should be announced by the auditor in
advance.

266 140 | Audits should be scheduled by the auditing NPPO or the authorized entity Uruguay
conducting the audit in advance (i.e. the date and time of the performing and Jnscheduled audits may occur only for critical nonconformities.

. . . - . ext added to clarify that audits should be announced.
evaluation stage of the audit (section 11.3.2)). Non-periodic audits may be Category : TECHNICAL
scheduled by an NPPO or an authorized entity as a result of certain circumstances
(see section 3). In some situations (e.g. critical nonconformities), an audit may be
unscheduled. However unsheduled audits should be announced by the auditor in
advance
267 140 | Audits should be scheduled by the auditing NPPO or the authorized entity EPPO

Two changes proposed for consistency within the paragraph.

Blank deleted
Category : EDITORIAL

11.2 Preparing for an audit

notifications of non-compliance, records, a pre-audit questionnaire, relevant
standards, agreements, previous audit reports ard-and, if available, reports on
corrective actions implemented to address nonconformities;

268 141 11.2 Preparing for an audit United States of America
Suggest reframing the section to equally apply to both auditors
and auditees.
Category : TECHNICAL

269 143 | gather and review relevant information, such as manuals, procedures, work plans, European Union

More precise wording.
Category : EDITORIAL
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the principal contact persons for each party, the lead auditor, audit team members,
technical-experts-and ebserversif relevant the technical expert.

270 143 | gather and review relevant information, such as manuals, procedures, work plans, EPPO _
notifications of non-compliance, records, a pre-audit questionnaire, relevant 2:{:_(;5;3CI-SEDV}$§£A?L
standards, agreements, previous audit reports and-and, if available, reports on i
corrective actions implemented to address nonconformities;
271 145 | communicate with participants (which may include notifying auditees) and confirm European Union
their availability, finalize logistics arrangements and if relevant agree to the ?Stfgﬂﬁc'.sﬁoﬁgé?i
language in which the audit will be conducted; '
272 145 | communicate with participants (which may include notifying auditees) and confirm EPPO _
their availability, finalize logistics arrangements and if relevant agree to the ?;{:ng,a.sggﬁgjg}i
language in which the audit will be conducted; )
273 147 | confirm the roles and responsibilities of the participants during the audit, such as European Union
the principal contact persons for each party, the lead auditor, audit team members, LS S Rl GRS R e el ek
and, if relevant, the technical experts-ane-ebserversexperts. 2) Observers do not have any role or responsibilities.
Category : TECHNICAL
274 147 | confirm the roles and responsibilities of the participants during the audit, such as EPPO

1) More precise wording (please see paragraph 111).

2) Observers do not have any role or responsabilities.
Category : TECHNICAL

11.3 Undertaking

an audit

place during each stage may differ depending on the type of audit and what-is
being-atditedits scope. The three stages are set out below, along with examples of
activities that may be included.

275 149 | There are three stages involved in undertaking an audit. The activities that take European Union
place during each stage may differ depending on the type of audit and what-is '\C"‘;’;:giﬁﬁrf’ggﬁ%ggf'”g'
being-auditedits scope. The three stages are set out below, along with examples of '
activities that may be included.

276 149 | There are three stages involved in undertaking an audit. The activities that take EPPO

More appropriate wording.
Category : EDITORIAL

11.3.1 Initiation

277

158

informing participants about legat-requirements for confidentiality and data
protection.

PPPO
An auditing NPPO does not have ‘legal’ rights in another territory.
Category : TECHNICAL

11.3.2 Performin

and evaluation

278

159

11.3.2 Performing and evaluation

Viet Nam

It is necessary to add an Annex as a specific checklist to
determine the content of the assessment and to recognize "pass"
or "fail" in order to facilitate making recommendations for
remedial and implementation actions after the audit.

Category : SUBSTANTIVE

279

159

11.3.2 Perfermingand-eConductingvatuation

PPPO
Justification — The title does not clearly describe the stage and the
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points expanded under it. Additionally, a single word title is
preferred, for clarity of the step. Conducting is proposed as a
more simple and clear title or name for the step in the process.
Category : SUBSTANTIVE
. 159 111.3.22 Perferming-and-eConducting an Auditvatuatien Korea, Republic of
- conducting an audit is more proper
Category : SUBSTANTIVE
281 159 111.3.2 Performing-and-eConductvaluation Australia
- Justification - The title does not clearly describe the stage and the
points expanded under it. Additionally, a single word title is
preferred, for clarity of the step. Conduct is proposed as a more
simple and clear title or name for the step in the process
Category : EDITORIAL
282 164 | verifying whether facilities, instruments, machinery and equipment comply with COSAVE _ _ _ _ _
the relevant specifications and with the phytesanitary-requirements set by the @ EIelel i SO Wi el =y 1Pt reelemeEn s
.. Category : TECHNICAL
auditing NPPO;
283 164 | verifying whether facilities, instruments, machinery and equipment comply with Uruguay - - _
the relevant specifications and with the phytesanitary-requirements set by the 1@ E1elel i @ Wi ey 1Pt ieelemeEn s
... Category : TECHNICAL
auditing NPPO;
284 166 | investigating whether the system or procedure being audited is achieving the Costa Rica
expected phytosanitary edteomesobjetives; Category : EDITORIAL
285 166 | investigating whether the system or procedure being audited is achieving the <CIOSAVE A 4
: F . onsistency with paragrap
expected phytosanitary euteermesobjetives; Cateqgory : TECHNICAL
286 166 | investigating whether the system or procedure being audited is achieving the lCJruguav A 4
: R : . onsistency with paragrap
expected phytosanitary euteemesobjectives; Category : TECHNICAL
287 168 | identifying and informing the auditee of any findings during the audit and for European Uniond.
A A B, 2 3 HH R +hi ore precise wording.
e_ntltles authorized to audit informing th(_e auditing-responsible NPPO, within the Category : TECHNICAL
time frame agreed, of any nonconformities.
288 168 | identifying and informing the auditee of any findings during the audit and for EPPO g
A . A A Ao - T More precise wording.
responsible ] ;
entities authorized to audit informing the auditing-responsible NPPO, within the Category : TECHNICAL
time frame agreed, of any nonconformities.
11.3.3 Closure and reporting
289 170 | The activities of the auditor and auditee may-must include: China
Communication and negotiation between both parties is necessary
before completing the audit report by auditor
Category : TECHNICAL
290 175 | The audit report should be-always be produced and should include the purpose, European Union
scope, objectives and findings (conformities and nonconformities) of the audit. The DupliEEdion EEiiel
; : o Category : EDITORIAL
report should also draw conclusions based on analysis of the findings. If
nonconformities are identified, these conclusions should include the need for
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corrective actions and the assessment by the auditor of the action plan proposed by
the auditee (including the proposed timelines for implementation of these
corrective actions). In addition, the audit report may provide suggestions for
improving the effectiveness of the phytosanitary system or procedure, highlight
good practices, and provide useful feedback on phytosanitary regulations or
requirements.

291

175

The audit report should be always be produced and should include the purpose,
scope, objectives and findings (conformities and nonconformities) of the audit. The
report should also draw conclusions based on analysis of the findings. If
nonconformities are identified, these conclusions should include the need for
corrective actions and the assessment by the auditor of the action plan proposed by
the auditee (including the proposed timelines for implementation of these
corrective actions). In addition, the audit report may provide suggestions for
improving the effectiveness of the audited phytosanitary system or procedure,
highlight good practices, and provide useful feedback on phytosanitary regulations
or requirements.

European Union
More precise wording.
Category : EDITORIAL

292

175

The audit report should be always be produced and should include the purpose,
scope, objectives and findings (conformities and nonconformities) of the audit. The
report should also draw conclusions based on analysis of the findings. If
nonconformities are identified, these conclusions should include the need for
corrective actions and the assessment by the auditor of the action plan proposed by
the auditee (including the proposed timelines for implementation of these
corrective actions). In addition, the audit report may provide suggestions for
improving the effectiveness of the phytosanitary system or procedure, highlight
good practices, and provide useful feedback on phytosanitary regulations or
requirements. The final audit report should be provided to the NPPO upon request
(e.g. audits undertaken by an authorized entity or other NPPO).

PPPO

The proposed wording makes it clear that the authorized entity is
obliged to provide any audit reports to the NPPO upon request.
Category : TECHNICAL

293

175

The audit report should be always be produced and should include the purpose,
scope, objectives and findings (conformities and nonconformities) of the audit. The
report should also draw conclusions based on analysis of the findings. If
nonconformities are identified, these conclusions should include the need for
corrective actions and the assessment by the auditor of the action plan proposed by
the auditee (including the proposed timelines for implementation of these
corrective actions). In addition, the audit report may provide suggestions for
improving the effectiveness of the phytosanitary system or procedure, highlight
good practices, and provide useful feedback on phytosanitary regulations or
requirements.

Australia

As previously noted the term “observations” has been removed
from this version. If “observations” are generally understood as
being part of “findings”, no change is required. If this is not the
general understanding, propose that “observations” be reinstated
where it appeared in the original text, as they are an important
mechanism to identify issues and potential future issues.
Category : TECHNICAL
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294 175 | The audit report should be akaays-be-produced and should include the purpose, Australia L
scope, objectives and findings (conformities and nonconformities) of the audit. The ‘J:rfg's'lg?ts'ggc;ﬁzgThoe"fefthﬁr;empziied SIBRE] e B TRy £
report should also draw conclusions based on analysis of the findings. If Category : SUBSTANTIVE '
nonconformities are identified, these conclusions should include the need for
corrective actions and the assessment by the auditor of the action plan proposed by
the auditee (including the proposed timelines for implementation of these
corrective actions). In addition, the audit report may provide suggestions for
improving the effectiveness of the phytosanitary system or procedure, highlight
good practices, and provide useful feedback on phytosanitary regulations or
requirements.
295 175 | The audit report should be-always be produced and should include the purpose, EPPO .
scope, objectives and findings (conformities and nonconformities) of the audit. The bIEIRS PR TeiReHne)
report should also draw conclusions based on analysis of the findings. If Duplication deleted
nonconformities are identified, these conclusions should include the need for Category : EDITORIAL
corrective actions and the assessment by the auditor of the action plan proposed by
the auditee (including the proposed timelines for implementation of these
corrective actions). In addition, the audit report may provide suggestions for
improving the effectiveness of the audited phytosanitary system or procedure,
highlight good practices, and provide useful feedback on phytosanitary regulations
or requirements.
296 175 | The audit report should be always be produced and should include the purpose, Singapore _ _
scope, objectives and findings (conformities and nonconformities) of the audit. The :L‘;ngg‘;?eﬁfi‘tjy'?stgsn';:é ign;fgvci?jéoar?gﬁgilttrcelsglttt?:ttl'fgeNPPO
report should also draw conclusions based on analysis of the findings. If upon request.
nonconformities are identified, these conclusions should include the need for Category : SUBSTANTIVE
corrective actions and the assessment by the auditor of the action plan proposed by
the auditee (including the proposed timelines for implementation of these
corrective actions). In addition, the audit report may provide suggestions for
improving the effectiveness of the phytosanitary system or procedure, highlight
good practices, and provide useful feedback on phytosanitary regulations or
requirements
297 176 | Before finalizing the audit report and providing it to the auditee, additional PPPO _ _ _
information (e.g. comments, implemented corrective actions) received from m%rpprggifr?; C":’)cr’;‘rj];zgntrs'}?'e‘ggt;f_ﬂgl'(e?r:);:‘a:otthji:t“&'\i:°; should be
auditees or the NPPO (if the audit is undertaken by an authorized entity) should be also the NPPO.
considered. Details of any unresolved disputes related to the audit and its findings, Add the word g der it doeent
1 1 € word unresolved’, we consider | oesn't seem
should be clearly described in the report. appropriate to detail every dispute between the auditor/auditee
through the audit.
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Justification - Additional text to clarify the scope of the disputes to
be detailed in the report.
Category : TECHNICAL

information (e.g. comments, implemented corrective actions) received from
auditees should be
considered. Details of any disputes should be clearly described in the report.

298 176 | Before finalizing the audit report and providing it to the auditee, additional Australia - _ _
information (e.g. comments, implemented corrective actions) received from pustiication - S}‘ld'rzggft' text to clarify the scope of the disputes to
auditees should be considered. Details of any disputes related to the audit and its Category : TECHNICAL
findings, should be clearly described in the report.

299 176 | Before finalizing the audit report and providing it to the auditee, additional Singapore

Propose to include the sentence to make it clear that the auditor
should be incorporating comments/feedback from not just the
auditee bit also the NPPO.

Category : SUBSTANTIVE

A “critical nonconformity” is a nonconformity that immediately compromises the
integrity-reliability or effectiveness of the auditing NPPO>s-elements of the
phytosanitary system e+its-elements-being audited and that requires a rapid
corrective action to be identified and #mplementedimplemented within a specified
time frame.

12. Types of nonconformity
300 177 12. Types of nonconformity United States of America
Suggest using types and language for non-conformities described
in ISPM 45.
Category : SUBSTANTIVE
301 179 | A “critical nonconformity” is a nonconformity that immediately compromises the European Union . _
integrity-reliability or effectiveness of the auditing NPPO’s-elements of the Flgtre‘?ft‘;ﬂf]arganmgp pbabai and better wording (the term
phytosanitary system e+its-elements-being audited and that requires a rapid Category : TECHNICAL
corrective action to be identified and implementedimplemented within a specified
time frame.
302 179 | A “critical nonconformity” is a nonconformity that immediately compromises the PPP? " | ] - )
. : e 5 : . Justification — Additional text to refer to the requirements of an
mteg_rlty of th.e audltmg_ NPPQ S phyto§an1t2{ry SySten? or its elements apd that Auditor, when the Auditor is an entity authorized by an NPPO to
requires a rapid corrective action to be identified and implemented. As in 4.3.1 conduct audits in its behalf.
critical nonconformities should be immediately reported to the auditing NPPO. Category : TECHNICAL
303 179 | A “critical nonconformity” is a nonconformity that immediately compromises the AUS‘;“a“a i | ] - )
. : e 5 : . Justification — Additional text to refer to the requirements of an
mteg_rlty of th.e audltmg_ NPPQ S phyto§an1t2{ry SySten? or its elements apd that Auditor, when the Auditor is an entity authorized by an NPPO to
requires a rapid corrective action to be identified and implemented. As in 4.3.1 conduct audits on its behalf.
critical nonconformities should be immediately reported to the auditing NPPO. Category : TECHNICAL
304 179 | A “critical nonconformity” is a nonconformity that immediately compromises the COSAVE _ _ _
integrity of the auditing-NPPO’s phytosanitary system or its elements and that Deleted to avoid confusion what NPPO is referred to.
" . ? . . PP . Category : TECHNICAL
requires a rapid corrective action to be identified and implemented.
305 179 EPPO

For ease of reading, more precision and better wording (the term
‘integrity’ has multiple meanings).
Category : TECHNICAL
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306 179 | A “critical nonconformity” is a nonconformity that immediately compromises the Uruguay _ _ _
integrity of the auditing NPPO’s phytosanitary system or its elements and that Deleted to avoid confusion what NPPO is referred to.
. . ? . . PP . Category : TECHNICAL
requires a rapid corrective action to be identified and implemented.
307 180 | A “non-critical nonconformity” is a nonconformity that does not directly or EuropeanfUnign ab ding (th
: : : : : A : b For ease of reading, more precision and better wording (the term
|mmed,|ately compromise the mtegn%wellabllltv or effectlvenes§ of the_audm% \integrity’ has multiple meanings) and correction of an error
NPPO’s-elements of the phytosanitary system erits-elements-being audited and (“auditing” to be replaced with “audited”).
that is therefore not considered a critical nonconformity by the NPPO. A non- Category : TECHNICAL
critical nonconformity requires corrective actions to be taken within a specified
time frame.
308 180 | A “non-critical nonconformity” is a nonconformity that does not directly or COSAVE
A A : A A ReA > : See comment of paragraph 176
immediately compromise the integrity of the auditing-NPPO’s phytosanitary :
. . . .. . Category : TECHNICAL
system or its elements and that is therefore not considered a critical nonconformity
by the NPPO. A non-critical nonconformity requires corrective actions to be taken
within a specified time frame.
309 180 | A “non-critical nonconformity” is a nonconformity that does not directly or EPPO  read db -
: : : f : sl : ies For ease of reading, more precision and better wording (the term
|mmed’|ately compromise the Megmyrellabllltv or effectlvenes_s of the_audmgg integrity’ has multiple meanings) and correction of an error
%elements of the phytosanltz_ir_y system er—ﬂ%e_lemen%srbemg audited and (“auditing” to be replaced with “audited”).
that is therefore not considered a critical nonconformity by the NPPO. A non- Category : TECHNICAL
critical nonconformity requires corrective actions to be taken within a specified
time frame.
310 180 | A “non-critical nonconformity” is a nonconformity that does not directly or Uruguay
2 2 : 3 3 o > : See comment of paragraph 176
immediately compromise the integrity of the auditing-NPPO’s phytosanitary :
. X . i . Category : TECHNICAL
system or its elements and that is therefore not considered a critical nonconformity
by the NPPO. A non-critical nonconformity requires corrective actions to be taken
within a specified time frame.
13. Follow-up of nonconformity
311 181 1 13.  Fellew-up-Implementation of rencenfermitycorrective action PPPO
clarify the intention of the para
Category : EDITORIAL
312 181 | 13, of Singapore
Proposed to change the title to Implementation of corrective
actions to better suited for the follow up on the content of the
follow up paragraph.
Category : SUBSTANTIVE
313 182 | FoHew-up-sheuld-takeplace-H-If the audit repert-identifies that corrective actions PPPO ) . . o
are needed, confirmation that these corrective actions have been undertaken should REIBIEE Rl ON-Up O CRITTEEE S EEHES Wl e iMmEiom (ks e
. - ; - . . corrective actions have been undertaken’ which is the point of
be optaln_ed by the_a_udlt_or. These correctlve_actlons_should be |_rr_1plemented within following-up. Also remove ‘report’ to be less prescriptive on the
the timelines identified in the report and their effectiveness verified. process (corrective actions might be undertaken before or after
the report is finalised).
Category : EDITORIAL
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314

182

if the audit identifies that corrective actions are
needed.
These corrective actions should be implemented
within the timelines identified in the report and their effectiveness verified.

Singapore
Supportive of NZ's comment to amend the paragraph as such.
Category : SUBSTANTIVE

315

183

Potential implementation issues

European Union

Guidance from other accepted normative documents (for example,
ISO 19011:2018 “Guidelines for auditing management systems”)
would be helpful, for example, to produce check lists.

The ISO Guidelines also mentions more points that could give
further guidance for this standard, such as:

- determining the authorization for conducting the audit,

- agreement on observers and/or necessity for interpreters and/or
accompanying officials, support team etc.

- determining the feasibility of the audit etc.

Guideline for sampling would also be important as samples taken
should have statistical relevance (reference to paragraph 6.4.6
and appendix B3.3 of ISO 19011 could be considered)

Category : TECHNICAL

316

183

Potential implementation issues

PPPO

The need for supporting guidance material for implementation of
this ISPM was highlighted by the EWG and so is reiterated here.
The following are submitted for consideration.

. Guidance related to implementation of this ISPM within
an NPPO (from a practical/operational sense) is suggested

. Guidance or additional support to aid understanding of
the terminology used as some of the terms will not be those used
in NPPOs currently and may benefit from further clarification.

. As this draft refers to an “Audit Framework” development
of a template document for use by members may be beneficial.
Category : TECHNICAL

317

183

Potential implementation issues

Australia

The need for supporting guidance material for implementation of
this ISPM was highlighted by the EWG and so is reiterated here.
The following are submitted for consideration.

. Guidance related to implementation of this ISPM within
an NPPO (from a practical/operational sense)

. Guidance or additional support to aid understanding of
the terminology used as some of the terms will not be those used
in NPPOs currently and may benefit from further clarification e.g.,
conformity and findings.
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. As this draft refers to an “Audit Framework” development
of a template document for use by members may be beneficial.

. Guidance related to implementation of this ISPM and the
conduct of remote audit
Category : TECHNICAL

318

183

Potential implementation issues

EPPO

Guidance from other accepted normative documents (for example,
ISO 19011:2018 “Guidelines for auditing management systems”)
would be helpful, for example, to produce check lists.

The ISO Guidelines also mentions more points that could give
further guidance for this standard, such as:

- determining the authorization for conducting the audit,

- agreement on observers and/or necessity for interpreters and/or
accompanying officials, support team etc.

- determining the feasibility of the audit etc.

Guideline for sampling would also be important as samples taken
should have statistical relevance (reference to paragraph 6.4.6
and appendix B3.3 of ISO 19011 could be considered).

Category : TECHNICAL

319

184

This section is not part of the standard. The Standards Committee in May 2016 requested
the Secretariat to gather information on any potential implementation issues related to this
draft. Please provide details of potential implementation issues and proposals on how to
address them.

Colombia

We agree with the comment proposed by Ecuador at the IPPC
workshop to include ISPM 14 and that training be provided to the
personnel that perform the audits.ISPM 14 contains information
on audits of systems approaches to ensure compliance with
phytosanitary measures agreed between countries.

It is important that personnel performing the audits will be
trained.

Category : SUBSTANTIVE
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