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Introduction - What is BIVDA?

The British In Vitro Diagnostics Association (BIVDA)
was established in London in February 1992 as
the national industry association for companies
with major involvement and interest in the In Vitro
Diagnostics (IVD) industry. BIVDA also represents
the interests of the IVD industry in the UK as a
member of the MedTech Europe (MTE), which in
turn represents the IVD industry in Europe.

BIVDA is governed by an Executive Board
comprising of 12 elected representatives, the Chief
Executive (Doris-Ann Williams MBE), Chairs of the
Corporate Members Groups for the ACB and IBMS,
and the BIVDA representative on the MedTech
Europe Board. Elected representatives serve a term
of 3 years, but can be put up for re-election.

The aims of BIVDA are encompassed in its mission
statement:

“To promote the role of IVD in healthcare

and to meet the needs of the UK Diagnostics
Industry through representation and professional
services”.

BIVDA puts the mission statement into action by
promoting members’ interests in a variety of ways:

@ Raising awareness with the healthcare
professions, general public, and politicians (of
the role that IVD can play in better healthcare
management).

@ Identifying the key issues facing the industry and
providing a national platform for their discussion.
Where appropriate, taking action on behalf of the
industry for its collective benefit.

@ Influencing UK Government, Institutional Bodies
and Professional Associations.

@ Representing UK views to European legislators
and European industry as a whole, via MTE and
taking an active role in their working parties.

@ Facilitating UK IVD exports by identifying and
acting to reduce barriers to trade, and seeking
government support for overseas trade initiatives
and exhibitions.

@ Co-ordinating independent, accurate Market Data
Surveys.

@ Exploring opportunities for IVD in primary
healthcare within the NHS.

@ Promoting communication and co-operation
between members in establishing and
maintaining ethical principles and practices
voluntarily agreed upon.

@ Supplying an efficient information and commercial
support service.

@ Specifically providing assistance and support for
start-up and small trading companies.

@ Bringing other interested bodies to a common
forum.

BIVDA represents the interest of the UK In Vitro
Diagnostic (IVD) industry to various stakeholders
including British governmental agencies, healthcare
professionals who use or rely on our products,
patient groups and the general public.

BIVDA believes that high quality, cost-effective
IVD medical devices and related services can
make a significant contribution to the safety and
wellbeing of patients and the improvement of
healthcare systems.

BIVDA’s members recognise that compliance with
applicable laws and regulations and adherence

to ethical standards are both an obligation and a
critical step to the achievement of these goals and
can enhance the reputation and success of the
IVD industry.

This Code of Ethical Business Practice (hereafter
“Code”) is intended to provide guidance on the
interactions of BIVDA members with individuals

or entities that purchase, lease, recommend, use,
arrange for the purchase or lease of, or prescribe
members’ IVD medical devices (“healthcare
professionals”) in the UK and, generally, elsewhere.

There are many forms of interactions between
BIVDA members and healthcare professionals that
advance medical science or improve patient care,
including:

@ Advancement of Medical Technology:
The development of innovative medical devices
and improving existing products are often
the result of collaborative processes between
members and healthcare professionals.
Innovation and creativity are essential to the
development and evolution of IVDs, often
occurring outside the facilities of member
companies.



@ Safe and Effective Use of IVDs: The safe and
effective use of medical technology often requires
members to offer healthcare professionals
appropriate instruction, education, training,
service and technical support. Regulators may
also require this type of training as a condition of
product approval.

@ Research and Education: Members’ support
of bona fide medical research, education, and
enhancement of professional skills contribute
amongst others to patient safety and increases
access to new technology.

BIVDA members recognise that adherence to
ethical standards and compliance with applicable
laws are critical to the industry’s ability to continue
its collaboration with healthcare professionals.
Members should encourage ethical business
practices and socially responsible industry conduct
related to their interactions with healthcare
professionals. Members should also respect the
obligation of healthcare professionals to make
independent decisions regarding treatment.

This Code sets out the standards appropriate

to various types of relationships with healthcare
professionals. This Code is not intended to
supplant or supersede UK law, regulations or
professional codes (including company codes)
that may impose particular requirements upon
members or healthcare professionals who
engage in certain activities in those countries.
All members should independently ascertain that
their interactions with healthcare professionals
comply with all current national law, regulations
and professional codes.

The Code represents an act of self discipline. BIVDA
members should also acknowledge that the Code

is to be applied in the spirit, as well as in the letter.
Any non-member involved in the IVD industry within
the UK is invited to accept and observe the Code,
because it is considered that high ethical standards
should be followed throughout the whole industry

if it is to maintain the confidence of all the interests
which it serves.

BIVDA members should ensure all relevant
employees (such as sales & marketing, customer
service, technical support and service engineers) are
aware of the Code and their obligations in complying
with it.



General - Adoption of the MedTech Europe Code

BIVDA is a member of MedTech Europe (MTE),

the only European trade association representing
the medical technology industry from diagnosis

to cure. MTE represents In-Vitro Diagnostics and
Medical Devices manufacturers operating in Europe.
MTE’s mission is to promote a balanced policy
environment that enables the medical technology
industry to meet the growing healthcare needs and
expectations of its stakeholders.

MTE have published the MedTech Europe Code
of Ethical Business Practice 2015, and in 2019
amended this document by the addition of
Questions & Answers. BIVDA has adopted the MTE
Code as binding on its members. BIVDA’s own
Code is intended as an accessible summary of the
MTE Code, with some specific guidance on
interpretation and application in the UK context.
Updates as published by MTE on their website will
be automatically adopted into the BIVDA Code
unless specified otherwise.




Part A — Interactions with Healthcare Profession

The MedTech Europe Code covers the following Chapter 3: Company Events

areas as per the Code’s contents: 1. General Principles

INTRODUCTION. 2. Product and Procedure Training
and Education Events

3. Sales, Promotional and
Other Business Meetings

- Promoting an Ethical Industry

- Key Legislation

- Aims and Principles of the Code

- Interpreting the Code

- Administering the Code

- Implementation and Transition Period

Chapter 4: Grants and Charitable Donations
1. General Principles
2. Charitable Donations
3. Educational Grants

Part 1: Guidelines on the Interactions with 4. Research Grants
Health'carle Professionals and Healthcare Chapter 5: Arrangements with Consultants
Organisations el
1. General Principles
Chapter 1: General Criteria for Events 2. Criteria for genuine consulting

Chapter 2: Third Party Organised Educational Events arrangements
3. Remuneration and Fair Market Value

1. Third Party Organised 4. Disclosure and Transparency
Educational Conferences

2. Third Party Organised Procedure Training Chapter 6: Research

3. Transition Period: Support of Individual https://www.medtecheurope.org/wp-content/
Healthcare Professionals to Third Party uploads/2017/06/2020_MTE_MedTech-Europe-
Organised Educational Events Code-of-Ethical-Business-Practice-QA-DG.pdf

https://www.medtecheurope.org/wp-content/
uploads/2017/06/MedTech-Europe-Compliance-
Panel-Internal-Procedural-Rules.pdf



The following practical guidelines are designed to
ensure that neither BIVDA staff nor BIVDA corporate
members knowingly or wilfully enter into any activity
which might violate the competition laws of the
European Union, with particular emphasis on
conduct at BIVDA meetings.

I. Article 81(1) EC Treaty

Article 81(1) of the EC Treaty prohibits agreements
between companies and decisions by associations
of companies which have as their object or effect
the restriction of distortion of competition within
the European Union. The concept of “agreement”
and “decision” is very broad, and will include tacit
agreements and passive acceptance of anti-
competitive conduct.

If these rules are not complied with, whether

at formal BIVDA meetings or at more informal
gatherings, your company may be at risk from
significant fines — up to 10% of total world-wide
annual sales.

The following points are given as examples.

Il. Basic Do’s and Dont’s

DON’T AGREE with your competitors or anyone else:

@ To fix the prices of your products or conditions
of sale.

@ To limit your production, agree production
quotas, or otherwise limit the supply of any
product reaching the market.

@ To divide up the market or sources of supply,
either geographically or by class of customer.

@ To blacklist or boycott customers, competitors or
suppliers.

@ To limit or control your investments or technical
developments in the market.

@ To bid or not to bid for a contract, or the terms of
any such bid.

DON'T DISCUSS OR EXCHANGE INFORMATION
with your competitors on any subject relating to the
issues mentioned above. In other words, DO NOT
have formal or informal discussions on the following:

@ Individual company prices, price changes, terms
of sales, etc.

@ Industry pricing policies, price levels, price
changes, etc.

Part B — Competition Law Compliance Guidelines

@ Price differentials, price mark-ups, discounts,
allowances, credit terms.

@ Costs of production or distribution, cost
accounting formulas, methods of computing
costs.

@ Individual company figures on sources of supply,
costs, production, inventories, sales, etc.

@ Information as to future plans of individual
companies concerning technology, investments,
or the design, production, distribution or
marketing of particular products including
proposed territories or customers.

@ Matters relating to individual suppliers or
customers, particularly in respect of any action
that might have the effect of excluding them from
the market.

@ Matters which would otherwise be regarded as
currently confidential to your company.

CONDUCT AT BIVDA MEETINGS is particularly
important. By virtue of your membership, you accept
BIVDA'’s rules and Code. Consequently, if BIVDA
engages in any anti-competitive behaviour, even
unwittingly, members can be held liable for such
conduct.

@ BIVDA seeks to ensure that draft agendas
are checked on issues which could raise EU
competition law concerns. BIVDA members
should not hesitate, however, to seek legal advice
on any given topic.

@ If during an BIVDA meeting, discussions are
held on any of the competition-sensitive matters
listed in this document, individual members
may request that the Chairman suspend and
postpone the debate for as long as it takes to
obtain legal advice on the matter.

@ Members may alternatively feel free to refrain
from participating in discussions on the particular
agenda point.

@ The individual member should make sure that his/
her objection and departure from the meeting are
recorded in the minutes.

@ Individual members should react in the same way
if attempts are made to debate clearly improper
topics such as price-fixing or marketsharing.



l. Promotion

The companies that are members of BIVDA
undertake to ensure that they observe the following
principles in promoting their company and it’s
products to their customers:

@ The products or services of other companies
should not be disparaged, either directly or by
implication, unless in the context of independent
publications in the public domain.

@ The clinical and scientific opinions of the medical
and allied professions should not be disparaged
either directly or by implication.

@ Methods of promotion must never be such as to
bring discredit upon, or reduce confidence in the
IVD industry.

Il. Diagnostic industry representatives

Note: The term representative is used hereafter
within this Code to apply to all employees of BIVDA
members and not just to those engaged in direct
sales activities

@ Diagnostic representatives must be adequately
trained and possess sufficient technical
knowledge to present information on the
company’s products in an accurate and
responsible manner.

Those who feel that the actions of a member
company violate this Code should contact the Chief
Executive Officer (CEO) of BIVDA.

If the complaint is clearly set out and supported
by explanatory documents, the CEO shall submit
the complaint as soon as possible to the BIVDA
Executive Committee (with exclusion of any
individuals in direct competition with, or employed
by, or with a direct interest in one of the parties
involved). The CEO will ensure that they receive
evidence from all parties involved in the complaint.
The Executive Committee will investigate the
complaint and advise the parties

involved of the outcome.

If the decision and any recommendations from the
Executive Committee are not accepted then the
dispute shall be taken to an independent council
formed by BIVDA. The party requesting this will be
required to place a deposit with BIVDA to cover
any costs incurred.

Part C — Commercial Activities

@ Diagnostics representatives should at all times
maintain a high standard of ethical conduct in the
discharge of their duties.

@ The requirements of the Code which aims at
accuracy, fairness, balance and good taste apply
to all representations as well as printed material.

@ Unfair or misleading comparisons, or
comparisons implying product performance
advantage which is not factually justified, must be
avoided by diagnostics representatives.

@ Diagnostics representatives must not employ any
inducement or subterfuge to gain an interview.
No payment of a fee should be made for the
grant of an interview.

@ Diagnostics representatives must endeavour
to ensure that the frequency, timing and
duration of calls on pathology laboratories, or
on hospitals, together with the manner in which
they are made, are conducted in a reasonable
manner. The wishes of an individual customer,
or an arrangement in force at any particular
establishment, must be observed by diagnostics
representatives.

@ Diagnostics representatives must take adequate
precautions to ensure the security of diagnostic
products in their possession.

Part D — Compliance

The Council shall consist of five members, namely:-

@ An independent Chairman, such as the President
of BIVDA or a past President.

@ A representative from the professional association
associated with the market sector from which a
product complaint arises.

@ A representative from another trade association.

@ Two nominees from the BIVDA Executive
Committee appointed by the Committee.

On the basis of the advice of the Council, the
Executive Committee of BIVDA will decide on any
action to be taken. If the complaint is well founded,
the Executive Committee will seek to secure the
assurance of the company in question that they will
institute immediate action and observe the Code in
future. In extreme cases, it may mean the expulsion
of the company from membership of BIVDA.

The CEO of BIVDA will inform in writing all parties
to the complaint of the final decision and the action
to be taken.
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