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To be discussed
Research ethics Milestone.

What is Laboratory?

What is Ethics?

What is Laboratory Ethics?

What is accreditation?

What is GLP?

Why should we do ethical research?

What is the relationship between accreditation and ethics and GLP?

GLP in use!
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Research Ethics Milestones

Events Ethics Milestones

*Syphilis Study Begins

*The Nazi Experiments

*Human Radiation Experiments 

Declaration of Helsinki 1964 

*The  Thalidomide Tragedy

Amendments to the Food, Drug, 

Cosmetic Act 1962 

*Milgram Study

Nuremberg Code 1947

Adopted from Dr Siahi lecture on GLP
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Events Ethics Milestones
*The Beecher Article 1966

*The Syphilis Study Expose The Belmont Report 1979

Consolidated HHS/FDA Regulations 1981

CIOMS Guidelines 1982

Common Rule 1991

National Bio- Ethics Advisory Committee

Research Ethics Milestones
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Laboratory Definition
A building, part of a building, or other place equipped to conduct
scientific experiments, tests, investigations, etc., or to manufactur
e chemicals, medicines, or the like. http://www.dictionary.com/browse/laboratory

Place and 
environment 

Equipment Activity

HUMAN
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Laboratory Definition: human

HUMAN

Qualifications 

Trainings and 
experience 

Competence 

Ethical 
Approach 
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Types of Lab
Medical labs

Metrology labs

Accredited Labs

Governmental labs
Forensic labs

Reference labs

 Research labs
 Academia 
 Non academia
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What is “Ethics” 

The discipline dealing with, what is good and bad and with moral duty and 
obligation 

A set of moral principles 

A theory or system of moral values 

The principles of conduct governing an individual or a group 

A guiding philosophy 

A consciousness of moral importance 

A set of moral issues or aspects (as rightness)
Webster’s online dictionary 
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Personal reputation 

Organization business reputation 

Enrich work life 
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Data integrity: 

The overall completeness, accuracy and consistency of data
◦ Data of known and documented quality

◦ Representative, Comparable and Complete

◦ Defensible and Usable for its intended purpose, the first time. 
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What is accreditation
International Organization for Standardization/International Electrotechnical Commission 
(ISO/IEC) 17025 :

General requirements for the competence of testing and 
calibration laboratories
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European Accreditation Cooperation (EA)

The Asia Pacific Laboratory Accreditation Cooperation (APLAC)

Southern Africa Accreditation Cooperation (SADCA)

Inter-American Accreditation Cooperation (IAAC)

International Laboratory Accreditation Cooperation (ILAC) 

Regional 
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The ANSI-ASQ National Accreditation Board and their recent
acquisitions of L-A-B and ASCLD-LAB which are now both
[http://www.anab.org/ ANAB]

The American Association for Laboratory Accreditation (A2LA)

Perry Johnson Laboratory Accreditation (PJLA)

American Industrial Hygiene Association

International Accreditation Service, Inc. (IAS)

National Voluntary Laboratory Accreditation Program (NVLAP) -
technically part of the US government and only accredits a few
narrow disciplines
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 They require detailed
documentation in order to provide
legally defensible laboratory data.

 Compliance with the
requirements also enables the user
or reviewer to track each step of the
laboratory process in order to
assure that data are reproducible.
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Competency 
Repeatability

Accuracy
Consistency
Compliance



During these inspections the following events of non-compliance were found:

● Careless experimentation.

● Inaccurate analysis and reporting.

● Non-adherence to protocols.

● Data not subjected to periodic critical review.

● All available data not analyzed.

● Untrained, unqualified personnel.

● Improper laboratory procedures and animal care.

● Contract studies improperly monitored.
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A quality system of management controls for research laboratories and
organizations to try to ensure:

and integrity of chemical (including pharmaceuticals) non-clinical safety
tests; from physio-chemical properties through acute to chronic toxicity
tests.
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What is GLP

Good Laboratory Practice
(GLP) embodies a set of
principles that provides a
framework within which
laboratory studies are
planned, performed,
monitored, recorded,
reported and archived.
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GLP
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Quality assurance program:

A defined system, including personnel, which is independent of
study conduct and is designed to assure test facility
management of compliance with these Principles of Good
Laboratory Practice.
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Personnel:
Qualification of personnel (sponsor, manager (experiment and

test facility), study director, quality assurance expert).

Facility:
Qualification of facilities (e.g., bioanalytical/analytical testing

facilities)
Qualification and validation of apparatus (equipment, computers,

or computerized systems).
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Documents:
 Standard operating procedures .
 Performance of the study and reporting of study results .
 Storage and retention of records .
 Documentation and maintenance of records.

Materials:
 Qualification and validation of materials, and reagents, test and reference items
 Storage and retention of records and materials.
 Handling.



Unintentional:
Through ignorance or lack of communication.

Intentional:
with minor impact on public health or 
environment 
jeopardizes public health.
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The Intentional misrepresentation of lab data to hide known or
potential problems.

The Intentional recording or reporting of incorrect information.

An Intentional gross deviation from method specified analytical
practices, combined with the intent to conceal the deviation.
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Fraudulent data puts public health at risk (including you and 
your family).

Others watch your fraudulent procedures and will imitate 
your techniques.

Regulatory agencies ALSO watch your fraudulent procedures 
will be happy to give you free room and board for about 5 
years.
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Laboratories must have a quality system that
will enable any user to follow the traceable flow
of the work performed.
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Mentoring and training
The internal flow includes:

The staffing and training files of each person performing the analysis
with evidence of proper experience and education capabilities.

Procedures written to instruct the analysts.

Receipt and traceability of all materials.

Documented calibration of instrumentation.

Control of data documentation and archives.
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Mentoring and training

And

Staff that understand the importance of 
utilizing ethical decisions throughout the 

test process.
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Fraud
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Who? 

Ethics Committees and 
Review Boards

Community and 
Advocates

Researchers and 
Sponsors

Ethical 
Research
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Cleanliness and Safety Broadcast Pride in a Lab’s Work

Keep the Lab Area Clean!

Organize All Reagents and Equipment!

Use Proper Safety Equipment!

Keep Adequate Documentation!
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Not a “How To” but a ‘How Not To” 
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Ethics will work when
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Management must support this concept 
not only during training but also in daily 

communication to employees. 

Ethics will work when
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