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As ratified by the SAMED Board on 22 July 2009

PART C: DEALING WITH INFRINGEMENTS OF THE CODE

The overall goal of this procedure is to ensure a complaint-handling process that enjoys
public confidence and Member support, and which is effective, lawful and efficient and
not a cost-burden for SAMED.

25. Constitution of the Ethics Committee
25.1 Chairperson

25.1.1The SAMED Board will appoint an independent chairperson of the Ethics
Committee for a period as determined by the Board.

25.1.2 The Chairperson will be responsible to ensure that all complaints and hearings
are dealt with speedily and fairly and will be the custodian of the process, ensuring that
both the principles of administrative justice, as well as the substance of this code, is
preserved and promoted.

25.2 Ethics Committee

25.2.1 The SAMED Board will appoint, from amongst a pool of suitably qualified and
experienced persons within the device industry, at least two, but not more than four
persons to, along with the chairperson, constitute the Ethics Committee.

25.2.2 The pool of suitably qualified persons will be appointed for a period as determined
by the SAMED Board and may include employees of companies who are suitably
experienced in regulatory affairs, marketing practices, sales practices, law or any other
field of relevance to the subject-matter of this Code.

25.2.3 The composition of the Ethics Committee may differ from case to case,
depending on the matter at hand and the potential for conflicts of interest, in which
analysis the Secretariat will play a key role throughout the complaint screening process.

25.2.4 All Members of the Ethics committee must sign a private and confidential / non-
disclosure document and must keep all details relating to the complaint at hand in the
strictest confidence, unless the parties agree to specified disclosures.
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25.3 Role of the Secretariat and COO

25.3.1 The COO will fulfil a secretariat function in relation to handling infringements of
the Code, including the functions outlined below.

25.3.2 The COO must be present at all hearings, but will not have voting rights and will
not participate in the post-hearing deliberations of the Ethics Committee.

26. Lodging a complaint

26.1 Any SAMED Member, customer or regulatory body may lodge a complaint upon
payment of the stipulated non-recoverable fee, set annually by the SAMED Board, and
on completion of the prescribed forms.

26.2 The prescribed complaint form has to reveal the following and has to be lodged at
SAMED’s official place of business:

26.2.1. Name and contact details of complainant (including a named person who will
represent the complainant and who could provide further information, if requested).

26.2.2. Company of complainant, and, if applicable, representative body of complainant

26.2.3. Field of business of complainant (manufacturer, distributor, doctor, private
hospital, etc)

26.2.4. Name of alleged infringing company

26.2.5. Field in which infringement has occurred (e.g. insulin pumps, orthopedic
implants, wound care, etc)

26.2.6. Circumstances of the infringement (what, when, where, how)
26.2.7. Clause(s) within the Code that has allegedly been infringed

26.2.8. Indication of the proof substantiating such complaint. Due to the fact that the
case may go further into legal processes, and the right to challenge allegations and
provide counter-arguments, no anonymous complaints may be received.

26.3 The COO will acknowledge receipt of the complaint within 7 days1[1] of its receipt
and will within 7 days thereafter convene a meeting with the Chairperson of the Ethics
Committee to inform him or her of the fact that a complaint has been received and the
nature of the complaint.
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27. Conciliation

27.1 The COO will facilitate a process aimed at securing an informal resolution of the
complaint, through the process outlined below.

27.2 The COO will:
27.2.1 inform the respondent that a complaint has been received,;

27.2.2 forward a summary of the complaint to the respondent, copying the complainant
in such correspondence; and

27.2.3 urge the parties to convene as soon as possible, offering to facilitate such a
meeting with or without the chairperson of the Ethics Committee, if the parties so wish, in
order to resolve the matter.

27.3 Any resolution to the matter has to be made in writing, and forwarded to the COO in
order to close the file on the complaint. A resolution may, for example, entail an
acknowledgement that the complaint is not substantiated, that the complaint is based on
factual inaccuracies or a misunderstanding, an acknowledgement that the conduct does
violate the Code, or parts thereof, or an agreement that the conduct will be modified or
ceased.

27.4 Should the parties fail to reach an agreement within 14 days of being informed of
the nature of the complaint in terms of paragraph 27.2, the complaint will proceed to a
hearing.

27.5 All information relating to the complaint and the resolution thereof will be
confidential, unless the parties agree to the disclosure of specific details, e.g. an
agreement that a particular practice will be stopped.

28. Pre-hearing procedure

28.1 Within 7 days of a failed conciliation, the COO and chairperson will convene and
decide whether the complaint is valid or invalid (i.e. frivolous, vexatious or malicious).
Should a complaint be found to be invalid, the complainant will have no claim to recover
the fee for lodging a complaint. Both parties will be informed of the outcome and be
informed that an Ethics Committee will be appointed and will convene.

28.2 The Board will appoint an Ethics Committee within 7 days of being informed that
the complaint has been found to be valid.

28.3 Within 21 days of a complaint being found valid, the Chairperson, with the
assistance of the COO will convene the Ethics Committee for a hearing of the complaint.
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28.4 All communication to both the complainant and the respondent will be in writing on
an official SAMED letterhead and will emanate from the SAMED office.

28.5 All correspondence will be held in confidence and no Member of the Ethics
Committee may enter into discussion or correspondence with either the complainant or
the respondent.

28.6 The COO will inform both parties of the date of the hearing, and provide both
parties with a summary of the complaint, as well as any documentation or information
made available prior to the hearing. The Ethics Committee will receive copies of the
same information.

29. Atthe Hearing

29.1 Both parties have the right to be present at the hearing and to choose an employee
to represent them. Although a party may choose to have legal representation, it is
preferable for the matter to be resolved without formal legal representation.

29.2 Should any party so request and provide substantiation for such a request, the
hearing may, in the absolute discretion of the Ethics Committee be conducted in camera.

29.3 The complainant has the right to present the complaint to the Ethics Committee.
29.4 The respondent has the right to present the case in response to the complaint.

29.5 Both parties have the right to present evidence through oral statements or
witness testimony, or to hand other evidence to the Ethics Committee and the other
party has the opportunity to respond to such evidence being presented.

29.6 The Ethics Committee may ask questions during the presentation of either party's
case and/or question witnesses or request for additional information or the substantiation
of information.

29.7 The Ethics Committee may in its discretion call any person as an expert, to present
evidence in person or in writing.

29.8 The Ethics Committee will attempt to conclude the hearing within one working day,
but the Ethics Committee may adjourn a hearing on the substantiated request of either
party, or in its sole discretion, whether to obtain more information or to ensure a fair
hearing.

29.9 The Ethics Committee may determine its own procedure and the timeframes
stipulated in this Code may be deviated from if the circumstance so dictate.
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30. After the hearing

30.1 The Ethics Committee must make a substantiated finding within 7 days after the
hearing, and must provide such finding and the reasons for the finding in writing to the
COO, who will provide a copy of the finding to both parties.

30.2 The Ethics Committee will reach its finding by consensus, failing which the
Committee will vote on the matter, and, in the case of a draw the chairperson will have
the casting vote.

30.3 The confidentiality referred to in this Chapter of the Code does not extend to the
COO / Secretariat making a brief summary of the facts of the case and the finding, as
such findings then become examples of violations, or conduct acceptable under the
Code.

30.4 In cases of extreme and/or repeat violations of the Code, the confidentiality rights of
the respondent will give way to the public interest, in ensuring that such violations do not
occur again, or that patients or clients are protected.

31. Costs

31.1 Each party will bear its own costs, and no costs will be recoverable from the other
party.

31.2 Member companies whose employees are nominated will bear the costs of such
employees participating in the Ethics Committee (e.g. time off at work and travel to the
hearing).

31.3 SAMED will cover all costs relating to the venue and refreshments required to
conduct a proper hearing.

31.4 A reasonable honorarium may be paid to any expert asked by the Ethics
Committee to provide additional information to the Committee, in consultation with the
SAMED COO and SAMED Chairperson.

31.5 The chairperson of the Ethics Committee will be remunerated at a fee negotiated
between the Board and the person to be appointed by the Board.

31.6 All fines imposed in terms of this Code will be dedicated to activities relating to the
Code, i.e. the costs associated with hearings, education campaigns, etc.

31.7 Members who terminate their Membership of SAMED prior to, during, or after the
initiation of an investigation, the hearing or an appeal, shall still be liable for payment of
any costs incurred during the process.
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32.1 Should the Ethics Committee find that the Member has breached the Code the
Ethics Committee may impose the following sanction on the Member, which sanctions
may be imposed together or as a single sanction and parties may, during the hearing,
make submissions as to whether a sanction should be imposed, and the
appropriateness and proportionality of such a sanction:

32. Sanctions

32.1.1 Instructing the Member to immediately cease the specific conduct;
32.1.2 A letter of censure and an order to comply with the Code;

32.1.3 A fine, the sum of which as may be considered appropriate by the Ethics
Committee in the circumstances depending on inter alia, the gravity of the offence, its
impact on patients, doctors and clients, whether the Member has been a repeat-offender
of the Code, the impact of the violation on the reputation of the device industry and
SAMED, the deterrent value of the fine, the value of the deal or violating conduct;

32.1.4 That the respondent furnish a written undertaking within a stipulated time period
that the Member party will avoid similar breaches of the Code in the future;

32.1.5 That the respondent publicly apologises and/or publicly withdraws the materials
or undertakes to cease the conduct;

32.1.6 That the respondent pay such costs and expenses relating to the hearing as the
Ethics Committee considers just and equitable in the circumstances.

32.1.7 That, if the severity of the violation so warrants, that the name of the respondent
company is published to the SAMED Membership;

32.1.8 A recommendation to the SAMED Board to expel the Member, following the
procedure stipulated in the SAMED Atrticles of Association;

32.1.9 The Ethics Committee may also refer the matter to any other body with an
interest and jurisdiction in the matter, including but not limited to the Regulatory Authority
responsible for device and IVD regulation and device or IVD establishment registration,
the Health Professions Council of SA, the Nursing Council, Pharmacy Council or other
professional body, the Hospital Association of SA, the Council for Medical Schemes or
the Department of Health;

32.1.10 Any other order as may be considered appropriate to the Ethics Committee in
the circumstances.
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Appeal Process

Any party may, within 7 days of notification of such breach, advise the Ethics
Committee, in writing of his intention to appeal the finding and/or sanction
imposed by the Ethics Committee.

Such appeal shall be taken to an independent Arbitrator (as defined in the
Arbitrators Act No 42 of 1965) whose appointment is agreed upon in writing by
both the complainant and the respondent.

No new evidence will be presented at an Appeal.

The Appeal will be conducted on paper, i.e. parties will make their submissions in
relation to why the finding of the Ethics Committee was right or wrong, in writing,
and the Arbiter will consider such submissions with a full record of the case as
heard by the Ethics Committee.

Such arbitrator’s decision (including his or her decision as to who is liable for the
costs of such determination) shall be final.

35. Powers of SAMED

35.1 SAMED may cancel or refuse Membership to any company that:

35.1.1. is unwilling to commit to the standards and values reflected in the code and/or
35.1.2. fails to conduct its affairs in a manner consistent with the code

35.2 Such cancellation or refusal of Membership shall be made only after review by the
SAMED Board of Directors, and in line with the provisions of the SAMED Dispute
Resolution Procedure and the Articles of Association.
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