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1. Muc dich

Tai liéu nay quy dinh chinh sach cuia Van
phong cong nhan chat lwong (Vin phong
CNCL) vé yéu cau tham gia thir nghiém thanh
thao (PT) cho céc t6 chirc ding ky va dd duoc
cong nhan nham gitip kiém soat ning lyc ki
thuat cua céc td chire duoc cong nhan va dam
bao pht hop theo yéu cau cua cac t6 chirc qudc
té vé cong nhan.

2. Pham vi

Quy dinh nay ap dung cho cac Phong thu
nghiém, hi¢u chuén, xét nghiém y té, to churc
san xuit chit chuin, t6 chtc cung cép thir
nghi¢m thanh thao, td chire giam dinh (goi
chung 14 t6 chirc danh gia sy phi hop - CABs)
khi trong hoat dong co6 thuc hién phép do/hi¢u
chuén, th.

Quy dinh nay ciing ap dung cho céac to chirc
CABs khac khi c6 thuc hién phép do, thur.

Luu y: Van phong CNCL khéng yéu cau t6
chtrc giam dinh phai tham gia PT, trir khi t6
chire giam dinh tu thuc hién cac phep do, thu
ma két qua do, thir co anh hu’orng truc tiép
hodc/va mang tinh quyét dinh dén két qua
giam dinh hodc quy dinh PT 1a do co quan
quan 1y dua ra. Quy dinh cu thé vé& hoat
dong/linh vuc giam dinh c6 yéu cu PT duoc
quy dinh trong ARI 02

3. Tai liéu vién din
ILAC- P9:06/2014: Chinh sach cua ILAC vé
tham gia thur nghiém thanh thao.

4. Thuat ngir va dinh nghia

4.1. Thir nghi€ém thanh thao (PT) (TCVN
ISO/IEC 17025:2017 diéu 3.5):

Thir nghiém thanh thao

Panh gia viéc thuc hién CI;Ia cac bén tham gia
theo tiéu chi da duoc thiét 1ap thong qua so
sanh lién phong (4.2).

4.2 So sanh lién phong (ILC)
(TCVN ISO/IEC 17025:2017 diéu 3.3)

1. Purpose

This document provides BoA policy for
participation in proficiency testing activities
of the conformity assessment bodies (CABs)
who are applying for accreditation or have
been accredited by BoA. The purpose of this
policy is to assure the technical competence of
accredited CABs and to make sure the
compliance with requirements of internatioanl
accrediation organisation

2. Scope

This  document applies for testing,
calibaration, medical laboratories, reference
matereal producer (RMPs), proficiency
testing providers (PTs), inspection bodies and
other CABs where
mesurement/calibration/testing is involved.

This document also applies for other CABs
when CABs poseses
measurement/testing/calibration

Note: BoA normally does not require the
inspection bodies (IBs) to participate in PT
program, except the IBs do the testing
themselve and those testing activities that
directrly affect and determine the inspection
result or when the PTs are required by
regulators. The types of inspection required
PT are specified in ARI 02

3. Reference document

ILAC- P9:06/2014: 1ILAC Policy for
Participation  in  Proficiency  Testing
Activities.

4. Terms and Definitions

4.1 Proficiency Testing (PT) (TCVN
ISO/IEC 17025:2017 clause 3.5):
proficiency testing

evaluation of participant performance against
pre-established  criteria by means of
interlaboratory comparisons (4.2)

4.2 Interlaboratoy Comparision (ILC)
(TCVN ISO/IEC 17025:2017 clause 3.3):
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Viéc to chuc, thue hién va danh gia cac phép
do hodc phép thir trén cung dbi twong hodc
trén d6i tuong trong tu nhau boi hai hay nhiéu
phong thi nghiém theo nhimg diéu kién dinh
trude.

4.2 Gia tri bat thuwong/so lac

(Dua trén TCVN ISO/IEC 17043:2011 diéu
3.5)

Quan tric trong mot tap hop dir liéu c6 su
khong nhit quan voi cac sb 1iéu con lai cia tap
hop.

Chu thich: Mot gia tri bat thuong c6 thé co
ngudn gde tir mot tap hop khac hoic 1a két qua
cua viéc ghi chép khong chinh xac hay mot sai
s6 tong khac.

4.3 Ky¥ thuat do

(Dwa trén EA-4/18:2010 diéu 2)

Tién hanh do/hi¢u chuan, th d6i véi dai
lwong do ctua mau do/thir str dung thiét bi do
v6i k§ thuat nhat dinh (vi du ICP-MS, D
cung Rockwell, PCR, Microscopy, Po luc).

5. Chinh sich tham gia thir nghiém thanh
thao

5.1 Quy dinh chung

Thur nghiém thanh thao (PT) la mdt cong cu
quan trong nham chimg minh ning luc k§
thuat cia CABs va gitp CABs duy tri va kiém
soat hiéu luc cta phép do, thtr. Van phong
CNCL quy dinh chinh sach PT trong d6 quy
dinh rd yéu cau tham gia PT, vi¢c lap ké hoach
PT, lya chon cac chuong trinh PT va yéu cau
xir 1y két qua sau khi tham gia PT.

5.2 Yéu ciu tham gia PT

5.2.1 Céc to chic DGSPH trude khi duge
danh gia cong nhan 1an dau phai it nhat tham
gia 01 chuong trinh PT cho linh vuc xin cong
nhan. Chuong trinh PT tham gia phai lién
quan dén ddi twong, ky thuat dé nghi cong
nhan.

Riéng d6i v6i phong do luong, hiéu chuan co
the tuan thu yéu cau nay theo quy dinh tai di€u
524

Organization, performance and evaluation of
measurements or tests on the same or similar
items by two or more laboratories in
accordance with predetermined conditions.

4.2 Outliner (TCVN ISO/IEC 17043:2011
clause 3.5 (modified)

Observation in a set of data that appears to be
inconsistent with the remainder of that set.

NOTE An outlier can originate from a
different population or be the result of an
incorrect recording or other gross error.

4.3 Measurement Technique
(EA-4/18:2010 clause 2- (modified)

The  process of  testing/measurement
calibrating/ identifying the property to present
the sample to the measuring device. (e.g. ICP-
MS, Rockwell Hardness, PCR, Microscopy,
Force Measurement)

5. Policy for participation in PT program
5.1 General requirements

Proficiency testing (PT) is an important tool to
demonstrate the technical competence of
CABs and to help CABs maintain and control
the wvalidity of the test. The Bureau of
Accreditation (BoA) specifies a BoA PT
policy that includes the requirements for
participation in PT, planning for PT, selection
of PT programs, and requirements for
corrective actions (if any) after participating in
PT.

5.2 Requirements for participation in PT
program

5.2.1 Conformtiy assessment bodies (CABs)
prior to gaining accreditation shall participate
in at least 01 PT program for the field applied
for accreditation. The PT program must be

related to the measurement technique,
property, product to be applied for
accreditation.

For calibration labs, they can comply with this
requirement as specified in clause 5.2.4 .
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Chu thich: Trong linh vuc y té, chuong trinh
PT thuong duogc goi la cac chuong trinh ngoai
kiém (EQAS)

5.2.2 Trong thoi han 3 nam cua chu ky cong
nhan t6 chac PGSPH duoc cong nhan phai
tham gia it nhat 01 chuong trinh PT cho linh
vuc dugc cong nhan. Chuong trinh PT tham
gia phai lién quan dén dbi tuong, k¥ thuat
dugc cong nhan . Viéc lya chon tham gia
chuong trinh PT cu thé can theo cach thirc tiép
can duge néu trong Phuy lyc “Hudng dan xay
dung ké hoach PT”

5.2.3 Cac CABs dugc cong nhan phai co trach
nhiém va nghia vy tham gia cac chuong trinh
PT c6 lién quan dén linh vuc d3 duoc cong
nhan do Vin phong CNCL lam dau mbi

5.2.4 Truong hop khong cé cac chuong trinh
PT ma CABs c6 thé tiép can dugc, Vian phong
CNCL chip nhan CABs tham gia theo cach
thirc sau:

- Péi voi phong do ludng, hiéu chuin, Vin
phong CNCL s€ thuc hién mdt cuoc danh gia
do luong trude hodc trong cudc danh gia tai
chd.

Cha thich:

1. Quy dinh danh gida do luong chi ap
dung khi Vian phong CNCL tiép can
duoc ngudn mau chuan (artifact) thich
hop phuc vu danh gia do luong
Quy dinh déanh gia do luong khong ap
dung cho cac phong do luong, hi¢u
chuan thudc Vién Po luong Vigt nam.

- Céc CABs khac phai tham gia chuong trinh
so sanh lién phong (ILC)

Khi thue hién so sanh lién phong phai so sanh
vo1 phong thi nghi¢m khac da dugc cong nhan
theo tiéu chuan ISO/IEC 17025:2017 ctia BoA
hoic té chirc cong nhan khac 1 thanh vién ky
thoa udc thira nhan 1an nhau quéc té va/hodc
khu vuc nhu ILAC, APAC MRA.

Luuy:
Khi thue hién ILC can chon 1 PTN c¢6 nang
luc do luong cao hon (tuc c6 d khong dam

Note: In the medical field, PT programs are
often referred to as external quality assurance
programs (EQAS)

5.2.2 Within 3 years of the accreditation cycle,
the accredited CABs shall participate in at
least 01 PT program for the accredited field.
The PT programs must be relevant to
accreditation scope in terms of measurement
technique, property and product. The selection
to participate in a particular PT program
should follow the approach outlined in
Appendix “Guidance on developing a PT
plan”

5.2.3 Accredited CABs shall have the
responsibility and obligation to participate in
the PT programs coordinated by BoA which
are relevant to their scope of accreditation.

524 Where there are no PT programs
accessible by CABs, BoA accepts that CABs
to have alternative ways as follows:

- For calibration labs, BoA will conduct a
metrological audit before or during the on-site
assessment.

Note:

1. The metrological audit only applies when
BoA can access to an appropriate artifacts.

2. The metrological audit does not apply to
calibration laboratories under the Vietnam
Metrology Institute.

- Other CABs shall participate in an
interlaboratory comparison (ILC) program.
When using interlaboratory comparison, it
must be made with another laboratory which
is accredited to ISO/IEC 17025:2017 by BoA
or other accreditation bodies that are
signatory to an international mutual
recognition agreement and/ or region like
ILAC, APAC MRA.

Note:

Under such schemes, one of the participants
may be considered to operate at a higher
metrological level (i.e. lower measurement
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bdo do nho hon) st dung phuong phdp tham
chiéu, sir dung thiét bi hién dai hon hoic da
duoc khang dinh nang lyc thong qua tham gia
chuong trinh PT quéc té. Két qua ciia PTN nay
duoc coi 1a gi tri quy chiéu.

Chu thich: Chuong trinh ILC dugc xay dung
c6 thé voi cac muc dich:
- Dé danh gia dic tinh cua phu:ong phap
- Dé x4c dinh tinh chit mAu chuin
- Pé so sanh giita 2 hodc nhiéu hon
CABs va dugc CABs tu to churc; v.v

5.3 Yéu ciu xay dung ké hoach tham gia PT
ciua CABs

Dinh ky CABs phai 1ap ké hoach tham gia PT.
Ké hoach nay phai dugc xdy dung phu hop
theo pham vi dugc cong nhan.

K¢é hoach tham gia PT phai néu rd cac chuong
trinh PT s& tham du voi ky thuat cung déi
tuong do/hi¢u chuén, th.

Xem thém phuy luc 1 (phu luc tham khao) vé
huéng din xay dung ké hoach tham gia PT cho
CABs.

5.4 Yéu ciu xir Iy két qua sau PT

Vi cac CABs da dugc cong nhan khi ¢6 tham
gia chuong trinh thtr nghi¢ém thanh thao (PT)
va so sanh lién phong (ILC) va c6 két qua la
gia tri bat thuong (sd lac) thi CABs c6 trach
nhiém tim hiéu nguyén nhan va thyc hién cac
hanh dong khic phuc (HDKP).

Truong hop CABs ¢6 02 1an bj s6 lac lién tiép
cua cung mot ky thuat do, thir cho cung mot
dai luong (tham sb) do thir va trén cung dbi
tugng (san pham) do, thir thi CABs phai gt
bao cdo viée thuc hién cac HPKP sb lac cho
Vian phong CNCL. Trén co s¢ xem xét HDKP
ctia CABs, Vian phong CNCL c6 thé thuc hién
mot trong cac bién phap sau:

uncertainty), due to the use of reference
methodology

and more advanced equipment, etc., or
through confirmation of its own performance
through satisfactory participation in a
recognized  interlaboratory = comparison
scheme. Its results are considered to be the
assigned values in such comparisons and it
may act as an advisory or mentor laboratory to

the other participants comparing split-sample
data with it.

Note: The ILC program can be developed for
the following purposes:

- To evaluate the performance characteristics
of a method

- To characterise a reference material;

- To compare results of two or more CABs on
their own initiative etc.

5.3 Requirements to develop a plan to
participate in PT by CABs

Periodically CABs shall plan to participate in
PT. This plan shall be developed in
accordance with the scope of accreditation.

The PT participation plan shall clearly state
what PT programs that are planned to
participate and clearly specify the techniques,
property, and products of that PT program in
the plan.

See also Appendix 1 (informative appendix)
for guidance on developing a PT plan for
CABs.

5.4 Requirements to review the PT results

For CABs that have been accredited when
they participate in the PT and/or
interlaboratory comparison (ILC) and have an
outlier , it is the responsibility of the CABs to
find out the cause of the problem and
implement the corrective actions.

In case CABs have performed 02 consecutive
PTs with outliners for same measurement
technique, same property (parameter) and on
same object (product), then CABs are required
to send a report on the corrective actions for
outliners to BoA. Based on the BoA review of
CABs corrective actions reports, BoA can
take one of the following measures:
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+ Pé nghi CABs xem xét lai phan tich nguyén
nhan va/hodc hanh dong khéc phuc ddi voi
viée 6 sd lac; hodc

+ Yéu cau CABs tham gia thém cac chuong
trinh PT va/hodc ILC thich hop dé khing dinh
hi¢u lyc ctia hanh dong khéc phuc cua CABs
sau khi da xu ly s6 lac; hodc

+ Van phong CNCL thyc hién mot cudc danh
gia dot xuat dé khang dinh CABs van tiép tuc
duy tri dugc tinh chinh xac va hi¢u lyc cua
phép do/thtr da dugc cong nhan,;

+ Dinh chi/ huy bo mot phan hodc toan
bo pham vi da dugc cong nhan.

CABs phai luu giit cac két qua cua tit ca
chuong trinh PT d4 tham gia. HO so nay 1a
mot phan duge xem xét trong cudc danh gia
hang nam cta Van phong CNCL. Hang nim
trong cudc danh gia dinh ky, CABs phai bao
c40 vé tinh hinh tham gia PT theo biéu mau
AFL 01.06 va ndp cho doan danh gia.
Trong cudc danh gia lién quan dén PT, doan
danh gia ctia Van phong CNCL s& xem xét cac
ndi dung:
- Ké hoach PT cua CABs ¢6 hiéu luc va
phu hop v6i pham vi duge cong nhan
- Viécxur Iy két qua tham gia PT dic biét
khi CABs ¢6 sd lac c6 theo quy dinh
khong

5.5 Yéu cau khi lya chon chwong trinh PT
Cac chuong trinh PT dugc Van phong CNCL
chap nhan:

+  Chuong trinh do Van phong CNCL
lam dau moi;

+ Chuong trinh do céc t6 chie qubc té va
khu vuec t6 chuc;
+ Céc chuong trinh PT ma nha cung cép

PT dugc cong nhan theo ISO/IEC 17043,
hodc tuong duong.

Chu thich: Dé hiéu thém vé nguyén tic lya
chon va str dung chuong trinh PT thich hop c6
thé tham khao thém trong phu luc C cua Tiéu
chuan TCVN ISO/IEC 17043:2011

Thong tin vé& cac t6 chuc cung cip PT duoc
Vin phong CNCL khuyén nghi xem tai
http://boa.gov.vn

+ Request CABs to review the cause analysis
and/or corrective actions plan in eliminating
the outliners; or

+ Request CABs to participate in additional
PT program and/or ILC programs as
appropriate to confirm the effectiveness of the
CABs' corrective actions plan; or

+ BoA conducts a follow up assessment to
confirm that the CABs continue to maintain
the validity of the measurement/test results
under accreditation;

+ Suspend/withdraw part or all of the
accreditation scope.

CABs shall keep records of all participating
PT programs. This record will be checked and
reviewed by BoA assessment team in an
onsite assessment. Annually during the
periodic assessment, CABs are required to
have a report on PT participation by fill in the
form AFL 01.06 and submit it to the
asseessment team.

During the assessment, BoA assessment team
will consider the following:

- whether CABs PT plans are effective and
relevant to the scope of accreditation

- whether CABs handle with outliners in
accordance with requirements of this PT
policy.

5.5 Requirements for selecting a PT
Program

PT programs accepted by the BoA:
+ The PT programs coordinated by BoA;

+ The PT Programs organized by
international and/or regional accreditation
organizations;

+The PT programs provided by PT
Providers who are accredited to ISO/IEC
17043, or equivalent.

Note: To understand more about the
principles of selection and use of appropriate
PT programs, please refer to Appendix C of
ISO/IEC 17043:2011.
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5.6 Bao mat

Toan bd cac thong tin nhan dugc vé viéc tham
gia cua CABs cho cac chuong trinh PT duoc
bao mat. Thong tin d6 c¢6 thé dugc thong bao
cho CGDG Van phong CNCL, thanh vién Hoi
dong cong nhén va cac chuyén gia danh gia
dong dang cia to chirc cong nhan quéc té
APAC. Tét ca nhiing nguoi nay déu ky cam
két bao mat

Thu muc tai liéu tham khao

1. TCVN ISO/IEC 17025: 2017

Yéuqcﬁu chung cho phong thur nghiém va hi¢u
chuan

2. TCVN ISO 15189:2012

Phong xét nghiém y té- Yéu cau vé chét luong
va nang luc

3. TCVN ISO 17034 2016

Yéu ciu chung vé nang lyc ctia nha san xudt
mau chudn

4. TCVN ISO 17043: 2010

Danh gia sy phil hop- Yéu ciu chung cho thir
nghiém thanh thao

5. ILAC P9:06/2014

Chinh sach ctia ILAC vé tham gia PT

6. ILAC G27:2017

Hudng dan vé do khi thyc hién 1a mot phan
cua qua trinh gidm dinh

7. EA-4/18:2010

Hudng dan vé mic d6 va tin suat tham gia thir
nghiém thanh thao

8. TCVN ISO/IEC 17020:2012

banh gia sy phu hop- Yéu cau cho hoat dong
cho cac loai hinh cua t6 chure giam dinh.

9. ARI 02 Lan ban hanh 3.00, Ngay ban hanh
02/01/2020)

Yéu cau bo sung cho hoat dong cong nhan
giam dinh

Information on PT providers recommended
by BoA is available at http://boa.gov.vn

5.6 Confidential

All information received about CABs'
participation in PT programs are confidential.
Such information may be communicated to
BoA assessment team, members of the
Accreditation Council and to the APAC peer
evaluators. All of these people signed a
confidentiality agreement

Biobibliography

1. ISO/IEC 17025: 2017

General Requirements for the Competence of
Testing and Calibration Laboratories

2. ISO 15189:2012
Medical Laboratories-
Quality and Competence
3. ISO 17034 :2016
General Requirements for the competence of
reference material producers

4. ISO 17043: 2010

Conformity Assessment-
requirements for proficiency testing
5. ILAC P9:06/2014

ILAC Policy for participation in Proficiency
testing activities

6. ILAC G27:2017

Guidance on measurement performed as part
of an inspection process

7. EA-4/18:2010

Gdance on the level and frequency of
proficiency testing participation

8. ISO/IEC 17020:2012

Conformtiy Assessment- Requirements for
the operation of various types of bodies
performing inspection

9. ARI 02 Issue 3.00 (Ban hanh 02/01/2020)
the

Requirements for

General

Supplementary ~ Requirements  for

Accreditation of Inspection Bodies

AR 05

LAn ban hanh/ Issued No: 01.22

Trang/ Page: 8 /10



Quy dinh vé chinh sich tham gia thir nghiém thanh thao

Policy for Particiaption in Proficiency Testing Activities

Phu luc/Appendix- Huéng din xay dung Ké hoach PT/
Guidance on developing a PT Plan
(Tham khao/Informative)

PT 1a mot phan théng nhét trong cic hoat
dong cua CABs nham kiém soat hiéu luc cua
Kkét qua do/thtr . PT 1a mot cong cu kiém soat
chat luong nham chimg minh ning luc va tinh
tuong dong két qua do/thtr cia CABs. Viéc
xay dung chuong trinh PT can bao gém 2 ndi
dung- lya chon tham gia chuong trinh PT phu
hop cho nhom k¥ thuat do/thur, véi cac gia tri
can do ctia san pham/ hodc nhom san pham
cu thé; va xac dinh tan suét tham gia ddi véi
chuong trinh PT ma CABs da lya chon.

Mot cach 1y tuéng CABs co thé tham gia
chuong trinh PT cho moi k¥ thuat do/thu, voi
cac gia tri/tham s6 do cua cac ddi tuong
do/thtr (san pham) ma CABs duoc cong nhén.
Tuy vay diéu nay 1a khong thuc té do khong
kha thi va tén kém. Do vay trong thuc té
CABs cin xac dinh cac nhom k¥ thuét do/thur,
cac gia tri can do, cho mdt san phém/ hoiac
nhom san phém cu thé va thuc hién PT cho
nhém nay. Cach thirc nay vira dam bao vé ky
thuat vira mang tinh kinh té, kha thi.
Khi xac dinh nhém dé thyc hién PT nén di
theo tiép can véi trinh tyr sau:

- Luya chon k¥ thuat do/thur

- Lua chon gié tri/tham sb do

- Lua chon san phAm/nhém san pham

Khi két hop dugc mot nhom dé thuc hién
tham gia PT thi thuong s& gdm mot ki thuat
do/thtr; véi mot hodc nhidu gia tri/tham s6 do
va tng dung duoc cho mot s san phim néu
chung twong dong vé ban chat do/thr.

Khi x4y dung ké hoach PT, nén can nhic dén
cac khia canh sau :

a) Viéc st dung cac bi¢n phap QA khac
(ngoai PT) ma CABs dang ap dung
nhu:

- Viéc st dung CRMs

Proficiency testing (PT) is, for a CAB, an
integral part of the monitoring of the validity
of its measurement and testing results. PT
is one of the quality control approaches that
can be used to provide objective evidence to
demonstrate the capbility and comparability
of test/measurement results of CABs. The
development of a PT paticipation plan should
include two contents- selection to participate
in the appropriate PT program for the
technique, property/parametor for a product
or a group of products.; and determine the
frequency of participation for the PT program
selected by the CABs.

Ideally a CAB would participate in a specific
PT for every measurement technique it uses
and for every property measured in every
product.

However it is acknowledged that this is
unlikely to be feasible, both logistically and
economically. Therefore in reality CABs
should 1identify groups of sets of
measurement techniques, properties and
products. This approach is both technically
and economically feasible.

When determining the group for PT
participation, the following steps should be
taken:

- Selection of test/measurement techniques

- Selection of measurement property
/parameters

- Selection of product/group of products
When defining a group for PT participation
that normally include a measurement
technique, with one or more
properties/parameters for a product or group
of diferent products if they are of equivelent
nature.

When developing a PT plan, the following
aspects should be considered:

a) The use of other QA (other than PT)
such as:
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Quy dinh vé chinh sach tham gia thir nghiém thanh thao
Policy for Particiaption in Proficiency Testing Activities

So sanh cac phép do/thtr véi cac ky
thuat do/thtr khac nhau

Céc bién phap khac dang sir dung nhu
tham gia so sanh lién phong, kiém
soat thong qua cac mau mu v.v.

Murc d6 rui ro gap phai:

S6 luong phép do/thit CABs dang
thuc hién

Sy thay ddi can bo ky thuat do/thir
Kinh nghiém va hiéu biét ciia can bo
ky thuat (nang luc can bd ky thuat)
Sy 6n dinh/khéng o6n dinh cua k¥
thuat do/thtr sir dung

Céc yéu cau clia co quan chirc ning.

b)

The use of CRMs

Comparison of analysis by different
techniques

Other measures such as Laboratory
Comparisons,  Analysis on blind
samples within the laboratory etc.

The level of risks involved:

Number of tests/ calibrations/
measurements undertaken

Turnover of technical staff
Experience of
technical staff

and knowledge

Known stability/instability of the
measurement technique;
Any requirements of regulators
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