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Member of the adjudication panel

Date of ruling: 18 September 2015

1. The matter at hand

1.1. The Adjudication Panel (“the Panel”) was tasked to decide whether “the Applicant”) is
permitted to use information contained in a randomized trial, as marketing material and whether this is within
the ambit and spirit of the South African Code of Marketing Practice (“the Code”).

1.2.  In this regard the Applicant requested a non-binding opinion from the Marketing Code Authority ("MCA”).

2. Applicant’s case
2.1.  The Applicant aims to use the information of a randomized trial, “Randomized controiled trial of three burns
dressings for partial thickness burns in children™ in its promotional material.

2.2, In support of its request the Applicant provided copies of the following supporting documentation for review
by the Panel:

2.2.1. Burn study leave-behind;
2.2.2. How to use MepilexAg;

2.23. ISO certificate;

2.2.4. CE certificate;

2.2.5. Declaration of conformity EU;
2.2.6. Product data sheet; and

227 Randomized controlled trial of three burns dressings for partial thickness burns in children.

' Gee Kee. E.L. et al. Randomized controlled trial of three burns dressings for partial thickness burns in children. Burns. 2013,
http/dx.doi.org/10.1016/j.burns.2014.11.005
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The facts established by the Panel

The Panei subsequent to review and discussion of the supporting documentation as recorded a2bove
established that:

3.1.1. The information recorded in the Burn study leave-behind;
3.1.1.1. was based on the randomized trial, but only incorporated partial information. In this
vegard the Panel noticed that the triat compared the effects of the following three sitver
dressing combinations;
3.1.1.1.1. Acticoat;
3.1.1.1.2. Acticeat with Mepitel; and
31.1.1.2, Mepilex Ag.

However the Applicant chose to reference and compare only Mepilex Ag 2nd Acticost.
2.1.1.2. Recorded both the tradenames and trade marks of the compared products.

3.1.2. The Applicant is both IS0 Certificate and EC Certificate accredited and on 13 March 2013 signed a
Declaration of Conformity U, canfirming that medical devices will be manufactured in accordance
with tha provisions of the Council directiva 93/42/EEC of 14 June 1993 as amended.

Evaluation of the applicable sections of the Cade

Luring the evaluation the Panel agreed that the provisions of the following salient clauses of the Code was
relevant for purposes of determining the Applicant’s application:

Clause 7.5 Comparisons state the following;
"7.5.1 A comporison in the merketing and promaotion of health products is only permitted in promotional

materiof if:

7.5.2 itis not misleading or disparoging.

7.5.3 Health products or services for the same needs or intended for the same purpose are compared.

754 One or mare materigl, relevont and representative feuture(s} which is/ are capeble of substantiotion
is/ore compored.

.55 No confusion is creoted between the heaith product advertised and that of a competitor or between
the odvertisers’ trademarks, proprietary riumes, other distinguishing marks and those of a
competitor.

756 The trademorks, proprietary names, other distinguishing merks, health products, services, activities
or circumstences of o competitor are not discredited or denigrated.

757 Trademarks/trade names or compony names of angther company may only be mentioned with
written permission from the other campony.

7.5.8 Ne unfair odvantage s token of the reputetion of a brand, trademark, proprietary name or other
distinguishing marks of another company.

758 Health products or services are not presented o5 imitations or replicas of goods or services bearing
another campany trademark or trode nome.

75.10  Hanging {open ended) comporisons are not aliowed.”

Clause 7.7 References state the following:

4.3.1. “When promotional materig! refers to published studies, clear ond compiete references must be
given.”
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Clause 26: INFORMATION, CLAIMS AND COMPARISONS IN ADVERTISING AND/OR PROMOTION state the

following:

4.4.1. "26.1  All advertising ond/for promotion must be consistent with the provisions of the Medicines
Act Le. olf advertising end/or promotion must give the information necessary for the correct use of o
product as approved by the medicines regulatory outhority and may not deviate from, be in conflict
with or go beyond the evideace submitted in the application for registration with regord to its safety,
quality and efficacy in respect of what has been opproved by the meditines regutatory outhority ond
incorporated in the opproved bockage insert.

442 262  nthe case of an advertisement for a health product which contains more thon one active
ingredient, no specific reference sholl be mode to the specific properties of any individuo! active
fngredient unfess o reference af this nature hos been approved by the medicines regulotory authority
for inciusion in the packoge insert of the medicine.

4.4.3. 26.3 A written odvertisement for o medicine shall comply with Reguiation 45 of the Medicines
Act.

444. 264  Advertising ond/for promotion shall not unfairly disparage or discredit, either directly or by
implication, o competitor product, ingredient or treatment type.

445 265  Advertising andfor promotion should not suggest thot a health product’s effects are better
than or eguat to another ident:jﬁab!e preduct or treatment.

4.4.6. 26.6  Advertising and/or promation shofl not stote that o product does not contoin an active
ingredient or ingredients used in competitor products other than as permitted by the medicines
regulatory outhority.

44.7. 267  Proprietory or trode names of products of other companies sholl not be used without
permissions gf the owner.

44.8. 288  Honging (open ended) comparisons are not glfowed.

4.4.8. 26.2 Comparisons are only permitted in advertising and/or promotion or prornotional moteriaf if:
4.4.20. 26931 theygre not misteading or disporoging;

44.11. 26.9.2 heolth products or services for the same needs or intended for the same purpose gre
compared;

4412, 2683 one or more materiols, refevant and representative features, capoble of substontiation, are
compared;

4413, 26.9.4 no confusion Is crected between the health product advertised and that of o competitor or
between the advertiser's trademarks, proprietory nomes, other distinguishing marks ond those of o
competitor;

4.4.34.  26.8.5 the trademarks, proprietary nomes, other distinguishing marks, health product, services,
activities or circumstances of o competitor are not discredited or denigrated. Trademarks/proprietary
name of a competitor may only be mentioned with written permission from the competitor;

4.4.15.  26.9.6 no unfoir adventage is taken of the reputation of a trademark, proprietary name or other
distinguishing marks of o competitor;

44.16.  26.9.7 health products or services are not presented as imitations or replicas of goods or services
bearing o competitor’s trademark or trade name.,

4.4.17.

26.9.8 Points of comparisen should he factuol and reflect the body of scientific evidence, Comparisons
shoulg not imply that the technology, or closses of technology, with which comparison is rmade, are
hormful or ineffectuat,

44.18. 26310  Substantiation for any information, claim or comparison must be provided ot the request of
the MCA. It need not be provided, however, in refotion to the validity of indications approved in the
product registration.
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4.4.18. 2611 When o written adveriisement refers to the medicines regulatory authority approved
package insert s well ps scientific, published studies clear and complete references must be listed on
the advertisement,

4.4.20. 2612  When o written advertisement refers to unpublished dota on fite, the relevant part of this
doto must be provided ot the request of the Mca.

4.421. 2613 Al artwork including iflustrotions, graphs, tables, logos ond trade dress must conform to the
letter and spirlt of the Code.

4.4.22. 26131 Graphs and tables must be presented in such g way as to give ¢ clear, fair, bolonced view of
the matters with which they deal, and must not be included unless they are refevant to the claims or
comparisans being mede.

44.23. 26137 information and tlaims about side effects must reflect ovailobie evidence or be copoble of

substontiotion by clinical experience. it must not be stated that o health Broduct has ne side effects,

toxic hozords or risks of addiction. it Is acceptable to highlight the absence of & specific side effect,

e.g. o drowsiness’. The word ‘safe’ or phrases containing reference to safety must not be used

withavt adeguate scien tific substontiation.

26.13.3 Exoggeroted, all-embracing ciaims or superiotity tlaims must not be mode ond sugeriatives

must not be used except for these limited circumstances where they relote to a clegr fact about o

health product, In this instance full substantiation must pe provided. Claims should not imply that &

health product or an active ingredient hos some special merit, quality or property unless this can be

Substontioted.

4.4.25.  26.13.4 The word ‘new” must not be used to describe any product or presentation, which has been

generolly avollable or any therapeutic indication, which has been available on the matket for more

than 12 months in South Africa,

26,.13.10 Advertising ondfor promotion claims reloting to speed of absorption, dissolution,

distribution or other phormocokinetic porticulars gre acceptoble if supported by evidence ang if in

line with the product's registration dossier, Such evidence may however not be extrapoioted to claims

thet @ product offers improved efficacy or speed of efficacy, without supparting evidence 1o
substantiote such claims.”

4.4.24.

4.4.26.

Interpretation of the applicable provisions of the Code to the matter
Based on the Panel's discussian, interpretation of the Code and review of the information, the Panel found that
in the event that the Applicant praceeds to release the proposed promotional material ie. leave-behing,

distribution of such promotienal material will contravene the following sections of the Cade:
5.1.1. Clause 7.5.5;

5.1.2. Clause 7.5.7;
5.1.3. Clause 26.4;
5.1.4. Clause 26.5;
5.1.5. Clause 26.7; and
5.1.6. Clause 26.9.5.

Reasons for the findings determined in paragraph & supra

The Panel subseguent to review of the information and based an the abovementioned, bearing in mind the
spirit of the Code, and upon careful consideration conclude the following pertaining to the Applicant’s Ex parte
application:

6.1.1. Clause 7.5.6 ~ the comparison of the two trade names, discredit the tompetitor product, ie.
Acticoat;
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Clause 7.5.7 - the Panel assumes that the Applicant did not obtain written permission from the
competitor company as same was not attached to the Ex parte applicatlon;

Clause 26.4 — the comparison by the Applicant of the tompetitor product, using the trade name
Acticogt, unfairly disparages the competitor proguct;

Clause 26.5 - the leave behind suggest that the Applicant’s product’s effects are better than the
competitor's product’s, which is in cantravention of this clause; and

Clause 26,7 and Clause 26.9.5 — the Panel assumes that the Applicant did not obtain written
permission from the competitor company as same was not attached to the Ex parte application and
further finds that the comparison denigrates the competitor's product, ie. Acticopt.

7. Conclusion / Recommeandation

7.1.  In order to ensure compliance with the Code and in particular fair,

balaneed and accurate agverlisements, the

Applicant is recommended {o change the proposed marketing material as follows:

71.1.1,
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Signed at....

LT T T P PP

Signed at..

LT TP PR,

LLATEETRY) CrOTPIP P .

"o member and ch

The Applicant should reference and use afl three dressings as compared and recorded in the study,
and as such not only refer to two of the three products; and
The Applicant should genericize the tradenames when recording the other

companies’ tradenzmes
in nrder to avoid contravention of the provisions of the Code,

..... on this 18" day of September 2015

airperson of the adjudication ponel of the MCA”

- 0N this 18" day of Septermber 2013

LTI EEL T LT R PP,

“0 membor Afiha ~~iudication panel of the MCA*

Signed at

-on this 18™ day of September 2015

.uu.n.u..t...- - LEPETe

wwagmber of the adjudicotion punel of the MCA*
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