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1.0 INTRODUCTION

Ethics deals with the conduct and
relationships between people in order to
ensure that such relationships afford people a
decent life. Professional ethics presents
criteria for professional conduct to ensure
attainment of a shared goal by a professional
group. The shared goal of a professional
group in laboratory testing is to create a
situation that inspires confidence and to
maintain that confidence. A situation that
inspires confidence is one in which the
information provided by the laboratory can
be relied upon to be relevant and credible.
Ethical conduct in laboratory testing work
means conduct that ensures that a situation

inspiring confidence is maintained.
2.0 PURPOSE

Definition of ISRAC’s requirements in
respect of ethics, from accredited

organizations.
3.0 SCOPE

This procedure provides examples of ethical
solutions to problems that arise in
laboratories from time to time, and specifies
the requirements of the standard that are
binding on accredited laboratories, as well as

ISRAC’s stand on ethics in testing.

Nan 1.0
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4.0 APPLICABLE DOCUMENTS

4.1

4.2

4.3

4.4

4.5

4.6

4.7

4.8

ISO/IEC 17025: General Requirements
for the Competence of Testing and
Calibration Laboratories.

ISO 15189: Medical Laboratories —
Requirements for Quality and
Competence.

ISO/IEC 17020: Conformity
assessment -- Requirements for the
operation of various types of bodies
performing inspection.

ISO/IEC 17043: Conformity
assessment — General requirements for
proficiency testing.

ISO 17034: General requirements for
the competence of reference material
producers.

OECD Series on principles of Good
Laboratory Practice and compliance
monitoring.
EMA/INS/GCP/532137/2010,
Reflection paper for laboratories that
perform the analysis or evaluation of
clinical trial samples.

Procedure number 1-000008: Service
Agreements Review, Tenders or
Contracts in Testing and Calibration

Laboratories.
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4.9 Procedure number 1-000012:
Expression of Opinion and
Interpretation of Test and Inspection
Results

Procedure number 2-671001:

Surveillance of Accredited

4.10

Organizations
Procedure number 1-000020: GLP
Manual.

411

5.0 DEFINITIONS

5.1 Ethics
The philosophy of morality is also called
ethics, a branch of philosophy that
addresses questions such as ‘what is proper
thing to do?” And ‘what is moral virtue?’.
Morality is an accepted set of rules of
behavior in a society and culture. Ethics is
an area of knowledge that offers a critique
of morality, and presents a set of rules of
behavior, some of which are alternatives to

the moral code of conduct.

6.0 RESPONSIBILITY

6.1 Accredited laboratories are responsible
for implementing this procedure
throughout the full range of their
activities, whether they are accredited

or not.
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6.2

7.0

7.1

ISRAC’s assessors are responsible for
inspecting the implementation of the

procedure in accredited laboratories.
METHOD

Ethics and integrity in a testing

organization

Problems of ethics and integrity in a testing

organization accredited/ recognized under

the standards specified in section 4 of this

procedure are liable to arise in different

situations. Below are a number of examples:

711

7.1.2

In order to provide the results of
water tests in a short time frame,
the sampling may be performed at
a specific time (at a distance of 4
hours’ drive from the laboratory);
on the form it states that the
sample arrived after an hour and a
half (not by air) in order to include
the sample in the work of that day.

Laboratories that receive
“expensive” products for testing
(mainly specialty consumer goods,
such as exotic fruits or cosmetic
products) — there may be a
problem of the sample quantity
taken for testing, especially in
cases where the “remnant” is

distributed among the employees.
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7.1.3

7.14

7.15

Competition for tests/ test tenders
in the field of food microbiology
led to an astonishing reduction in
prices! The cost of the testing was
less than the cost of a

microbiological plate for testing.

There are cases in which a specific
test is necessary, and the results
indicate that the product should be
rejected; the customer
subsequently requests another less
sensitive test. The product
“passes” the second test. In this
case, when each test certificate is
furnished separately, this can lead
to averting of the product's
justified rejection.

A laboratory received work from a
customer that wants to work with
an accredited testing organization.
The contract review did not bring
to the customer's attention that the
tests that it has ordered (or some
of them) are not accredited. The
testing organization subsequently
issued a test certificate that was
not in the laboratory's scope of

accreditation.

MP 725 DXIIDN/MPIT2 HY MINN
NN NI OV NP DINNA
MY 1NMNHN NINYN DN NTNND
NNON MIYN NI NP>TIAN
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P02 .THOMN PTIA X DY TIAYY
¥ MPYN NYTY N2IN XD AHIND
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7.14

7.15
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7.1.6

7.1.7

7.18

7.1.9

7.1.10

Performing of non-representative
sampling in the field (for example:
ignoring “boulders” in tests of

subbases and meshes for roads).

An employee is signed on

laboratory results while on leave.

Publishing of accreditation for all
testing when the organization is

accredited for specific methods.

A laboratory tests concrete that
arrives at a construction site in a
cement mixer. As the laboratory
vehicle exits the site after having
taken the samples, the driver
notices in his rearview mirror that
the driver of the cement mixer and
his assistant are inserting a water
hose into the cement mixer in
order to ease the operation of the
pump. Obviously, the concrete
will be thinner and not of the

desired strength.

A sample to be tested for BOD
was brought to the laboratory
without refrigeration, and after 15
hours, not 6 as required. To ignore
this and perform the test? To test
and to mention the
nonconformity? Not to perform

NLYA MINMN XD NNIT NN
1D MNOYNN NINTY)
(DX¢255 MNYM DYsN MP 7112

Y2 DTV MXRXIN DY DINN T2
VN1 MNY

IUNI 971 )9INA NONDNN DIDID
MLV YINAT THOIN NIND
) plapiNdalv)

71732 INND YINN PV NP2 NTIVND
D720 207 NN NYA DAY DY
,INDYTN NNdYPY AINND INNRAN

I 9 YNNNN MNIA XM PNIAN

D0 1Y DIDNIN N YWD
ARWNN NOWA DY HPNY T HDAYO
NDY D57 9N M 13 PLIAVY IO
2N PN

N7V NN BOD NPYT20 NONTH
6 NOY MyV 15 INNDY NP NO

NN ¥Y¥I2) DOYNND DR .WITID

NN PO Y8ID ONRN NPYTAN
WTINDY DD YNID KD DN 1NN
NNY

7.1.6

7.1.7

7.18

7.19

7.1.10
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7.1.11

7.1.12

the test at all and to inform the

customer?

A calibration laboratory calibrated
a device and discovered that it was
out of tolerance. The
nonconformity was significant by
all accounts. The laboratory
noticed the reason: the device
suffered from major wear and tear,
and in effect, its readings could
not be relied upon in the future.
The laboratory mentioned this to
the customer. The customer
demanded that the certificate
contain only calibration and the
date of the next calibration in two
years’ time. The laboratory
explained to the customer that this
was baseless. The customer
threatened not to pay the
laboratory and not to refer orders
to it in the future. The customer
claimed that everyone (calibration
laboratories) sets a date that suits

the customer.

A customer brings in a quantity of
parts (in a plastic bag) and asks the
laboratory to sample 10 specimens
from it. The laboratory performs
the sampling, and in the report

NN PYOIN NO»D 5P NTIVN
N2YTY NOIND ,N2N20N X NN NINY
N2>0NY NYNIAN NTAVNN .NMIYTN 53D
L2V OND PYOINHY TO2 NNIW)
PIINP DY TINDY 110 KD NWYNY
.MPOY NNY NN NTAYNN . PNYa
9151 NTIYNA D190 WAT MPOHN
DMV TV XA DD TN NP
NINY NYIAPY MPIY NPI0N NTIYHN
2y O»N MPYN D02 DD NION
TN NNAND XD DOV KD NTIYNN
(5P MITAVN) DNOW WO . TNYI
MPOY DIRNNY TN DOYP

(M>pwa) OPYN DY MND NN MPY
10 DN DD NTAVHNIN YPI
NN, NVT DTN TN

NINY PNTN IDN NX NITA NV
MM 8-Y N2 DNN ,DINNNNN
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7.1.13

mentions and provides details of
the sampling plan and the findings,
namely that 8 of the sample
specimens were found to be in
good order and 2 specimens were
rejected. The customer pays and
receives the delivery and the
report. Several days later, the
customer brings in the 8
specimens found to be in good
order in the sample (without the
customer telling the laboratory
that, but the laboratory identifies
the specimens that were sampled)
and requests that they be tested
and a report issued in respect of
them.

In an amniotic fluid test, a couple
wanted to identify a specific
mutation that causes a hereditary
disease, passed through the
mother's family (a disease that is
not manifest immediately at birth,
but that causes major suffering,
severe disability and a reduced life
expectancy). In the test, the
laboratory found that the fetus
actually suffers from a different
genetic disease (that the couple did
not ask to test, but that is routinely

TN 255 MPPN INSNI MITIV
NN D2PM OOWN MPON .M
DD’ 9901 NIAYD NYTM MOYNN
PPN INYDMIY MTNN 8 NN NN
T2 9¥ MNTH MPONY »a2n) DXTNI
NN NN NTAVHN TR ,NTIYND
DPTAD WP (NITIV MTNN
.02 MT NN

NPT N N2 IWPOA POV M NPYTIA
2NN NNINN NN MNVIN SV
DNN NNAVYNI NIWYY ,TPNYIIN

DY TN NV NN NPNRY NONN)
NYP MDY ,17 5205 NN TN ,NTON
N¥DI NPT .(DMNN NOMN NP
OV NYNNI XPNT NN YNV
DIN ,NMNP>TA NN VP NOV) NINNK
NTAYNN DY NN NNRYN PON NN
NOIND L(MYTN NOXN2 NPT PN
D) DYIDN DMIPNIY MYPNI
YD
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7.1.13.1

7.1.13.2

7.1.14

tested by the laboratory, and that
was therefore accidentally tested),
which causes deafness, and in

some cases, blindness as well.

Should the laboratory inform the

parents?

Should the laboratory tell them
outright that in a “superfluous”
test a different defect was found,
or try to persuade them to perform
additional tests, including the test
whose results are already known

to the laboratory?

A laboratory manager is
approached by a 30 year old man
who asks to perform “privately”,
not through the healthcare fund
“every test possible” to diagnose
sexually transmitted diseases. The
man explains that it is important
for him to be tested because “he
partied” without taking suitable
precautions while holidaying in
Thailand, and he wants to be sure
that he won't infect his partner
with anything, because, although
she is “very liberal minded”, were
he to infect her, she would never
forgive him... It is important to
him to be tested quickly (so that he

10709 NTY NTAaynn by onn 7.1.13.1

NPYTIaW MY 0NY MY oxn 7.1.13.2
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7.1.15

can “return to activity” as soon as
possible), and being discreet is
also vital to him. The regulations
in israel require notification of the
health ministry in any instance of a
positive result in tests for
communicable diseases (including
sexually-transmitted diseases), so
that the ministry can conduct an
epidemiological investigation to
ensure that anyone who is infected
and infects others, receives
treatment. The obligation to report
applies both to the laboratory and
to the physician (who will
prescribe treatment for anyone
who tests positive). He
understands from the customer
that there is a strong likelihood of
him testing positive. What will the
laboratory manager decide to do?

A customer asks the laboratory to
report nonconforming results in a
separate results report from the
good results. There is no evidence
whatsoever of a link between the
reports and their being part of one
set of results from a single

comprehensive order.

MpPATH MONN DY NPYT2a MIAYN
TIVHNY TN DY (10122 PR MONNDY)
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MY DNV DIWPY) XNIN DY )M

P21 NI (NPYT22 521N R¥IY
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N0 .NMIA NPIAPN NIPNN NPITIAN

M TAVHN DN VDN

MXRXIN NNTD NTAVRNN YPIANn MPY
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P2 WPS MITY 53 PR .MPPNN
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7.1.16 A laboratory customer wants to
give a gift to the employees
performing a test for it. Does this
mean that the customer will get
preferential treatment in the
answers that it receives from the

laboratory?

7.2 What must the testing organization
(the laboratory) do in order to
ensure ethical conduct (that inspires

confidence) in the organization?

The testing organization’s management bears
the main responsibility for ensuring that its
employees do not fail in their endeavors.
Naturally, management that affords the
employee the opportunity to act in an ethical
manner does not guarantee that the employee
will indeed act in that manner. However, it
must enable honest people to conduct
themselves in an honest manner and
encourage them to do so. To this end, the
organization's management shall establish
and implement a policy, including:
Establishing a clear-cut policy on ethical
matters and instructing its employees
accordingly. Laboratory management must
explicitly discuss with its employees all the
examples presented in this procedure,
amongst others, and define with them how to

behave in each and every case.

Wy wpan ntavnn mpy 7.1.16
DND MY NPT DIXYNIND DX TAIYY
oM 9aP> NT MPOY 12TN MYNYN
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1129 ,NNYHIM NPPTN YIPN
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NYTIN NN YN IDINL .NNND T
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7.2.1

7.2.2

7.2.3

7124

7.2.5

7.2.6

Laboratory management must set a

personal example to its employees.

Management shall create a barrier
between customers and its testers
in order to avoid financial,
commercial and other pressures

liable to skew results.

Management must conduct a risk
analysis to find vulnerabilities
liable to cause ethical problems.
Management is subsequently duty
bound to take steps to prevent such
conduct.

Management shall drill and
instruct its employees in order to
inculcate the rules that apply to the

various functionaries.

Management shall allocate
suitable resources to enable
performance of the tests without

the need to cut corners.

Management shall create a
supportive atmosphere and back
employees, enabling them to admit
to mistakes and nonconformities,
and at the same time, it shall adopt
an uncompromising approach to

unethical behavior.

NONT INNY DTAVHN NOMIN DY
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7.2.7

7.2.8

7.29

7.2.10

7.2.11

Supervision of the laboratory
employees at each and every site is

mandatory.

Laboratory management shall
prevent, as far as possible, a
decision-making process by a lone

employee.

Unambiguous procedures must be
written that are not subject to
varied interpretation and variable

methods of implementation.

Exceptional scenarios must be
considered in advance and
unambiguous instruction provided
in how to proceed in such
situations. Every instruction must
be accompanied by practice drills

and oversight.

Management shall ensure learning
of lessons across-the-board from
unethical events, and shall update
employees and the procedures
accordingly. It is not suffice to say
that unethical behavior will lead to
dismissal because that does not
identify the unacceptable behavior
and does not prevent its
emergence to start with. Instead,

the organization’s management

952 T YY NPAY NTIYNN NN
NN NN
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DNNYN
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must identify types of behavior
that it deems unacceptable and

practice examples.
7.3 Ethical rules — highlights

Inspection bodies are bound by stringent
ethical requirements as well as by the
requirement of independence and
impartiality and integrity (as specified in the
ISO/IEC 17020 Standard, section 4 and
Appendix A). Laboratories are bound by
similar requirements (as specified in the
ISO/IEC 17025 Standard, section 4).

7.3.1 Every result reported by an
accredited organization must be
based on testing that was actually

performed.

7.3.2 Accredited bodies must state the
scope of their accreditation to the
customer at the time of the
contract review and/or signing of a
work agreement with it. The
accredited body must notify the
customer of any change in the
scope of its accreditation during
the period of the agreement should
the change have any implications

for compliance.

7.3.3 The contract review conducted

between the customer and the

oO»NON DYYYaY vyt 7.3

MNNND NPIIN MYIIT OXINND MPID NDNIN
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7.3.4

7.3.5

accredited organization shall
address, inter alia, the needs of the
customer and the use that shall be
made of the test certificate (such
as who will use the results and
what decisions are meant to be
taken on the basis of it).
Contingent on the consent and
cooperation of the customer under
the ISRAC policy on the subject
set out in procedure no. 1-000008,
published on the ISRAC website
in the publications/ procedures

section.

Procedures will be unambiguous
and clear-cut and will not conflict
with the employee’s activities.
This way, they will not cause

ethical problems for the employee.

Tests must be performed in a
manner that fully complies with
the provisions of the procedures
and/or the binding standards,
defined in advance and approved
by the organization's technical
management. Do not change a
procedure on the basis of a
customer demand that is not
ethically and/or technically

MNXNIN WHNY 23 1DD) NP>TIN
2y 92APNNY MINNIK MOVINN 1IN
NOPYI) NNOONA MMM ,()DI02
NPYTNRY DNNNA NIPON DY NYIVD
9901 N2 NVNIONN XYNI MWD
MVYIN 1NN DON9NN,1-000008
.DY9N) /0IDID NTN2

D>112) DMWY TN TN P OIOMN
ST2YN MY NPNDY 1NN X
SY NPNN NPYIY NI KD o2
TN

DNIN PPV 19INI MPOTa Y8aD W
IN/Y DYOMIN MINNN NN INIDNI
YN WAPIY ,DYNNN DIPNN
DY 1IDLN NOMNN YT DY IWINY
NYIT 9 DY DM NNYO PN ANIND
IN/ ) TPNN NPT NPRY MPY
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7.3.6

7.3.7

7.3.8

justified and that could mislead the

stakeholders.

Ensure that no employee of the
accredited body changes results
obtained from tests performed,
without clear and justified cause.
When a need to change a result
arises, a reasoned argument for the
need shall be provided and the
process documented, which will

be evidence-based.

Do not bow to any pressures
whatsoever from customers or
other stakeholders that are liable to
skew the result. Back the
employee in the face of any parties
applying pressure, so that the test
is properly conducted and provides
the correct result, even if it is not
the result that the customer

desires.

Where there is no choice but to
deviate from that stipulated in the
procedures and/or the standards,
notice must be provided thereof,
the implications made clear, and
the consent of the customer
obtained in advance. In addition,
the deviation and its significance
for the test certificate must be

G0N TN TR GN D NOPLIANY W
VAPNNY MNRKIN MY KD THONN
N0 795 VOW Y510 WY MPITIN
NNIYY TNN W UKD .NPTHIM N2
TONNN TN TNNN PN IRNIN
PRI DY DO R IWUN

T80 DNYHD DINNDY NNWNY PN
YN DXINN PAY 0¥ IN MIMPIN
M W .ARIND DX MOLND DINDY
DONMY’ DTN DMN DI TN NN
N MINID NPITAN DX DWW 1IN DY
NPN ON D) ,NN1DIN INIIND NN
MPON NN NNININ NIRNIND

NIND NON ONN PN 1AV 28N2

V> DMPNN IR D¥DNIN NYIAPN
mMoYWNN NN NANY 70 Dy wNnd
.MPON NNODN NN YRIN DAPN
7NN NTWY NN PNIAND W qONI
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7.3.9

7.3.10

7.3.11

made clear. This, in a manner that
shall be sufficiently clear also to
whoever was not party to the
agreement with the accredited

organization.

The accredited body must take
stringent care as to the location
and manner of the sampling, so
that it represents the whole from
which it was sampled, and so that
it can be accurately reproduced.
Where the accredited body does
not take responsibility for the
sampling upon itself, this shall be
clearly stated on the test

certificate.

The accredited organization shall
report in full all the relevant
information at its disposal, in order
to avoid the possibility of

misleading consumers.

An employee in an organization
accredited to express opinions and
interpretation of results must
address all the results and facts
known to him/her about the
opinion subject matter. Do not

ignore specific test results that do

TAPN JOINA TAPNY TROMN QNN DY
NIN MY TD DINTN 19N DI DY
TNYO 7P 117 DT NHN 90NN
PN I ANNI . PITHI UMY DN NN
NPINK INDNY DY HAPN THOIIN YN

NTIYNI NTIVN PINN 0T DY
2NN NPYTIAN

99 NN MNOYI NMIYT THOMN PIIND
2¥ MWD TYN Y0250 YTIIN
MYVLND MIYIRNN YINND TIN
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MIN NOY THDID IUN TNIND T2
DNMNND 2N, MNXIND NNWID NYT
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7.3.12

7.3.12.1

not support the opinion the

customer wants to receive.

An accredited organization
seeking to express an opinion and
provide interpretation must define
in advance in a procedure the
information that it needs in each
and every instance. An employee
representing it shall refrain from
expressing an opinion or
interpretation if part of the
information it requires is lacking.
In any event, proceed in
accordance with ISRAC policy in
this regard as stipulated in
procedure no. 1-000012, published
on ISRAC website in the

publications/ procedures section.

A laboratory that performs tests

and seeks to dispense advice

7.3.12.1.1 If the laboratory does not seek to

be recognized as an independent
third-party, such as, for example,
production plant laboratories,
there is nothing to prevent it
from performing tests and
dispensing advice at the same

time.

YT INN I THONY )ININ
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7.3.12.1.2

If, as stated in the ISO/IEC
17025 Standard, the laboratory
seeks to be recognized as an
independent third-party, the
laboratory must prove its
impartiality and that its
employees are free of undue
commercial, financial and other
pressures liable to influence their
judgment. Hence, a testing or
calibration laboratory,
recognized as an independent
third-party, shall not engage in
activity that jeopardizes its
judgment and integrity, in
performing the tests and the
calibrations.

Such laboratories shall have a
policy and procedures in place
that ensure that the laboratory’s
employees engaging in testing
and calibrations shall be
impartial and devoid of a conflict
of interest, and that ensure that
they are free of any pressures
liable to influence their judgment
in the course of their work. This
means that any person involved
in one or more of the following

activities:

ISO/IEC ypnadvmoynmna 7.3.12.1.2

nrnY nvpan nTaynn 17025
91 YNYA SYIOY TND NIOM
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IN NPT NTIVHY NN .DVIDY
NON YN OWILY TN NN ,OPD
NN NODNN MW PIDYN KD
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7.3.13

¢ Planning the testing or the

sampling
e Performing the testing
e Approving the testing

Cannot dispense advice to the
body for which the tests were

performed.

The organization must ensure that
there is no potential of a conflict
of interest in the workings of the
organization. Consequently, a
laboratory that constitutes part of
an organization performing
activities in addition to the testing
shall have arrangements in place
ensuring that departments that
have a conflict of interest vis a vis
the work of the laboratory (such as
the production department,
inspection department marketing
department) shall not adversely
influence the work of the
laboratory and its compliance with
the requirements of the
international standards for
testing/calibration or inspection

laboratories.

For example:
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e In NDT tests, the accredited 799110 MIND NDT mpr1aa e

organization shall declare that 2y DN NIYONY TN 7 NN
NPONM NP X2 NPYTAN MTIVN

NIV 1N KDY NN

the employee that does the
interpretation and signs the test
certificates shall not be the site
supervisor and shall not
dispense advice.

e Insoil tests, the accredited THOWN PINA YDIP TPTaL e
organization shall state that its MYV JYND KXY PT2IY 7 PN
employees will not perform MPYTA NYNN XN I NN MPD
inspections at a site where it

conducts tests.

8.0 DOCUMENTATION nyn 8.0
Not applicable. DWW ND
9.0 APPENDICES o'nooy 9.0
Not applicable. DWW N
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