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This Code of Practice enumerates the principles and standards that the

members of KAPI, have committed to follow in order to raise and uphold

the bar of ethical standards in their practices. This version supersedes all
other previous versions.
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Foreword

International media focus on promotion practices has resulted in
increasedscrutiny ofthe practice world overonthe operations of the
Pharmaceutical and Medical Devices indusiry. Enactment of anti-
corruption and anti-bribery laws that have a wider jurisdiction of
enforcement , in the United states ,United Kingdom amongst other
countries have highlighted the need to transparency in operation
across many countries. Kenya has also enacted anti-corruption laws
thathave createdthe needformore tfransparency and accountabilityin
interactions with healthcare professionals and the public.

The formation of the East African community and the subsequent
harmonizationin Regulatory requirements have also highlighted the
need for the Industry to develop this code that we believe willgo along
way building frustwith ourkey stakeholders, Healthcare professionals
and Patients, which are key providing access fo our products and the
promotion of engagementsthatwillbuild capacity andincrease access
to more of markets within the region.

Inrecent fimes, corruption and bribery has been become a major area
of focus forthe government and the public in almost allsectors of the
economy. With the market becoming more liberalized and even
more competitive due to anincrease in players, the focus on corruption
and bribery activitiesincreases.

These factors have escalated the need to develop a code of practice,
which we believe will provide for KAPI to distinguish itself from other
players within the industry and offer competitive advantage to KAPI
members. This code is being launched initially as a self-regulation
code. ForKAPImembers but we will be working towards the adoption of
the code asa Country code, forimplementation across all players within
the Pharmaceutical sector and eventually within the East African
Region.
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Preamble

KAPI and its members are committed to educational and promotional
efforts that benefit patients and promotional programs and
collaborationsthatenhance the practice of medicine.KAPlalsoseeksto
preserve the independence of the decisions taken by healthcare
professionals in prescribing medicines and using medical technologies
for the benefit of patients. Ethical promotion is vital to the industry's
mission of helping patients by researching, developing and marketing
new products. Ethical promotion helps to ensure that healthcare
professionals have access toinformation they need, that patients have
accesstothe productstheyneed, andthatproductsare prescribed and
used in a manner that provides the maximum healthcare benefit to
patients.

Industry relationships with Healthcare Professionals (HCP's) must
support, and be consistent with, the professional responsibilities
healthcare professionals have towards their patients. Companies
must maintain high ethical standards when conducting promotional
activities and comply with applicable legal, regulatory and
professional requirements. Through the promotion of this Code,
KAPI seeks to ensure that ethical promotional practices are
establishedinKenya. KAPI member companies and anyone acting
on their behalf must comply directly with this code.



‘ Innovation

Quality

‘4 Privacy

‘ Education

Ethos

KAPI member companies engage in medical and biopharmaceutical research
in order to benefit patients and support the provision of high-quality patient care.
All pharmaceutical companies represented by KAPI promote, sell and distribute
their products in an ethical manner and in accordance with all the rules and
regulations governing the supply of medicines and healthcare services.

Our Ethos set out the basic standards that inform the Code of Practice for the
Kenya Pharmaceutical and Medical Devices Industry. Our core values and

principles of fairness, care, respect and honesty form the foundation of the code
and must guide all our interactions with our healthcare partners.

Trust

W /Act with integrity and honesty \
to improve patient care and
build trust with those we serve
and to respect the
independence of healthcare
Transparency ] providers, patientsand other

\stakeholders. /

Speaking Up ]
Respect | Honesty —




Care

Protect the safety of those who use our
products - from the conduct of clinical trials
and throughout the product lifecycle.

Innovation

Improve global health through innovative products
and services, upholding the highest ethical,
scientific, and medical standards.

Quality

Commit to providing high-quality products that
have proven clinical efficacy and have a reliable
safety profile.

Ensure truthful and balanced communication

with governmental authorities, healthcare
professionals, patients and other stakeholders,

Speaking Up

Fostera culture in our respective organisations
where concerns are shared openly and honestly
50 that we learn from mistakes and continuously
improve.

Transparency

Advance science and patient care by sharing
industry-sponsored clinical trial data in a responsible,
accurate and appropriate manner.

Forrnees
Support and respect fair trade practices and
open competition.

Integrity

Act responsibly, ethnically and professionally. Do
not offer, promise, provide, or accept anything
of value in order to inappropriately influence a
decision, gain an unfair advantage.

Accountability
Be accountable for our actions and decisions,

including the appropriate oversight or external
third parties that act on our behalf.

Respect all people and embrace a culture
of diversity and inclusion. Protect the
environment. Treat animals under our care
responsibly.

Privacy
Respect privacy rights and appropriately manage
and protect personal information.

Education

Support the advancement of the scientific
and medical education for the ultimate benefit
of patients.
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Members Pledge

As a KAPI Member, | acknowledge our company's responsibility to
adhere to the Code of Practice for the Pharmaceutical and Medical
DevicesIndustry inKenya (The Code) in our commitment o operate our
businesses ethically and with integrity.

| pledge to uphold the Guiding Principles of The Code such asintegrity,
tfransparency, independence, accountability and patient focus to ensure
that all our interactions with public and private sectors, healthcare
professionals, medical institutions and patient organizations, are at all
times ethical, appropriate and professional.

As a member, [ recognize my role in leading the promotion of The Code
among company employees through information and education and
thorough training.

Company Name

Name of company representative

Position

Signature of company representative

Date
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Introduction

Kenya Association of the Pharmaceutical Industry (KAPI) is the
representative body of the Pharmaceutical Industryin Kenya. KAPIis
alsoamember of IFPMA. Itsmembership comprises of:

1. Multinational companies operating locally either through legal
entity or third party.

2. Local Pharmaceuticalcompanies

3. Medical Devicescompanies

4. Veterinary Medicine Companies

KAPIl encourages fair competition among member companies. The
Code of Practice for the Kenya Pharmaceutical and Medical Devices
Industry (hereinafter referred to as The Code), is not infended to
restrain the promotion of medicinal products ortechnologies orlimit
interactions with, healthcare professionals in a manner that is
detfrimental to fair competition. Instead, it seeks o ensure that member
companies conduct such promotion and inferaction in a fruthful
manner, avoiding deceptive practicesand potential conflicts ofinferest
andincompliance with applicable laws andregulations.

The Code thereby aims to foster an environment where the general
public can be confident that choices regarding their freatment are being
made inthe bestinterest of theirhealthcare needs.
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Guiding Principles on Ethical Conduct and Promotion
[adapted from IFPMA Page 4]

VI.

VII.

VIII.

The health and well-being of patients are the first priority for
pharmaceuticaland medicaldevicescompanies.

The member companies will conform fo high standards of
quality, safety and efficacy as determined by regulatory
authorities.

Membercompanies'interactions with stakeholders must at all
times be ethical, appropriate and professional. Nothing should
be offered or provided by a company in a manner or on
conditionsthatwouldhave aninappropriateinfluence.

. Member companies are responsible for providing accurate,

balanced, andscientifically valid dataon products.

. Promotion must be ethical, accurate, balanced and must not be

misleading. Informationinpromotionalmaterials must support
proper assessment of the risks and benefits of the product and its
appropriate use.

Member companies will respect the privacy and personal
information of patients and Healthcare professionals.

All clinical trials and scientific research sponsored or supported
by companies will be conducted with the intent to develop
knowledge that will benefit patients and advance science and
medicine. Member companies are committed to the
fransparency ofindustry sponsored clinicaltrialsin patients.
Member companies should adhere to both the spirit and the
letter of applicable industry codes. To achieve this, Member
companies will ensure that all relevant personnel are
appropriately frained.



Scope and Definitions n

1.1. Scope

The Code covers:

« The promotion to healthcare professionals of prescription-only
medicinal products and technologies

* Interactionsbetweenhealthcare professionals/associations and
membercompanies

« Interactions between patients/patient associations/general
public and member companies.

This Code is applicable to allmember companies, their subsidiaries,
andanycompaniesaffiliatedwiththem or theirsubsidiaries (“Member
Companies”).

The Code coversallinteractionsincluding, butnotlimitedto, oraland
written promotional activities and communications, journal and direct
mailing, the activities of Medical Sales Representatives, the use of
internet and other electronic communications, the use of audio-visual
systems such as films, video recordings, data storage services and the
like, and the provision of informational or educational materials, items
of medical utility, hospitality inrelation fo events and medical samples.

The Code also covers interactions between Member Companies and
healthcare professionals including, but not limited to those in the
context of research or contractual arrangements such as non-
intferventionalstudies, consultancy and advisory board arrangements.

The Code does not cover the following:

Q. The labelling of medicinal products and accompanying package
leaflets, which are subject to the provisions of the local laws and
guidelines.

b. Correspondence, possibly accompanied by material of a non-
promotionalnature, needed to answer aspecific question about
a particularmedicinal product ortechnology;

C. Factual, informative announcements and reference material
relating, for example, to pack changes, adverse-reaction
warnings as part of general precautions, frade catalogues and
price lists, provided theyinclude no product claims;

3
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d. Non-promotional, general information about companies (such
as information directed to investors or to current/prospective
employees), including financial data, descriptions of research
and development programs, and discussion of regulatory
developmentsaffectingacompany anditsproducts.

€. Studies other than observational, non-interventional studies and
marketresearch.

Note: The Code is notintended o inhibit the exchange of medical and
scienfificinformation during the development of a product.

1.2. Definitions

Data on File:

Scientificdatagenerated by acompany thatisunpublished. Dataonfile
usedshouldhave beensubmittedtotheregulatory authoritiesforthe
purposes of obtaining localregistration.

Government Official:

Any officer oremployee of a Government Authority or any department,
agency orinstrumentality thereof, including state-owned and state-
conftrolled entities, or of a public international organization, or any
person acting in an official capacity for or on behalf of any such
government, department, agency, orinstrumentality oronbehalf of any
such public international organization.

Governmental Authority:

Means any foreign, domestic, federal, territorial, state or local
governmental authority of any nature, or body exercising, or entitled to
exercise, any administrative, executive, judicial, legislative, police,
regulatory, customs, immigration, or taxing authority or power of any
natfure. Officers and employees of government hospitals, research
institutions, universities, and other healthcare institutions orfacilities
willbe deemed to be Government Officials.

Healthcare Professional (HCP):

Any member of the medical, dental, pharmacy or nursing professions,
or any other similar person whose professional activities may include
the recommendation, purchase, prescription, administration or supply
of a pharmaceutical company's products to patients or customers or
whose activities involve undertaking any procedures (diagnostic,
interventional, surgical) using medical devices on patients in an
invasive and non-invasive manner; practicing in either the public or
private sector, orboth.
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Items of Medical Utility:
ltems of Medical Utility are items that are:

a. Intendedforthe direct education of HCPs or patients and

b. Do not have value to HCPs or healthcare organizations outside
ofthe scope of theirpractice and educationalneed.

Patient Organizations:

Anindependent organization which has the goal of providing direct
supportto people affected by anillness or advocating for,among other
things, patients'rights, disease awareness and patientinformationin
one or more therapeutic areas. Such organizations are often
established by patients, their family members and caregivers but may
alsoinclude Health Care Professionals (HCPs), volunteers and policy
makers among theirmembership orleadership.

Patient Organizations/association:

Not-for-profit organizations that represent the interests and views of
consumers of health care. They may range from small volunteer groups
folarge organizations or umbrella organizations, and generally they
promote views that are independent of government, the
pharmaceuticalindustry and Health Care Professionals.

Pharmaceutical Products or Medicines:

Productsmarketed, promoted, sold or distributed by a pharmaceutical
company,including productsthat are co-marketed or co-promoted, to
the extentthat the pharmaceutical company controls the promotion of
such products that are being co-marketed or co-promoted. Productsin
this code will include both pharmaceutical products and medical
devices.

Promotion:

Any activity undertaken, organized or sponsored by a Pharmaceutical
Company that is intended to promote the prescription,
recommendation, supply, administration or consumption of its
pharmaceutical product(s) through all methods of communication,
including the internet and social media.

Local Market Authorization:
The granting of permission or license to market a product in Kenya.
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1.3. Applicability of the Code

The Code setfs outthe minimum standards which KAPIconsiders must
apply.Inthe eventof aconflictbetween the provisions of the Applicable
Codes set forth within and the local laws and guidelines, the more
restrictive of the conflicting provisions shall apply.

The spirit, as well as the letter of the provisions of the Code must be
complied with. KAPI also encourages compliance with the letter and
spirit of the provisions of the "IFPMA” Code of Pharmaceutical
Marketing Practices, where applicable.



Code of Practice for the Kenya Pharmaceutical and Medical Devices Industry

Marketing Authorization and
Off-Label Promotion

Companies shall not promote a product until all necessary approvals
have been received.

Products must only be promoted for use in indications as approved
by the Regulatory Authority.

Promotionalcontent must be consistent withthe Approved
prescribinginformationand otherconditionsassetoutbythe
Regulatory Authority.

These restrictions also apply to unapproved indications for registered
products.

Notes:

Whenthelocalauthority provides aspeciallicense foraparticular
medication fora patient, thisshallnotimply permission to promote
the product locally.



Medical information and
promotional claims

KAPlis committed to the rational use of products and central to this goal
is the provision of relevant information to healthcare professionals.
Such information should include knowledge gained from the research
anddevelopmentof products aswellasfromtheirclinical use.

3.1. Responsibility

Itis the responsibility of each member company to ensure that methods
of promotionmust:
a. Not bring discredit upon or reduce confidence in the industry.
b. Be of anature whichrecognizes the specialnature of the
products and the professional standing of the recipient(s).
c. Noft be likely to cause offence.
d. Be for the best interest of the patient.

Promotion should only be directed the HCP's specialty, practice area or
need.

Mailing lists must be kept up-to-date. Requests by healthcare
professionals to be removed from promotional mailing lists must be
complied with.

Data privacy considerations should be adhered to and personal
information handled with discretion.

Activities of company representatives and any third party paid by or
acting on behalf of the company shall comply with the Code, locallaws
and guidelines at all times.

3.2. ProductInformation

3.2.1. Full Disclosure of Product Information

Full disclosure of updated Product Information must be made available
upon request. Exceptions to the full disclosure rule are items and
materials that serve only asreminders of the product's existence without
making promotional claims. This full disclosure rule shall apply also to
reformulated products as approved by the Regulator. Where the
material only indicates the brand name, generic name and
preparation, no full disclosure of product information shall be required.

Kapi £ 8
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The Product Information should include:

a. TheBrand name ofthe productandthe generic name (INN) of
each activesubstance;

b. Pharmacological data-a brief description of pharmacologic
effectsand mechanism of action;

c. Clinicalinformation, including indications, dosage regimen and
relevant pharmacokinetic data, contraindications, precautions
and warnings, adverse effects, drug interactions, and over
dosage precautions.

d. Pharmaceutical information, including: dosage forms, strength
of dosage forms, storage conditions and description of the
product and the name and address of manufacturer(s) and
importer(s).

3.2.2. Abridged Disclosure Product Information

a. Brand name of the product and the generic name (INN) of each
active substance;
Composition;
Approvedindications for use;
Conftraindications;
Precautions foruse;
Adverse effects and drug interactions;
Available dosage forms and dosage regimens;
Routes of administration; and
Reference to special groups of patients.

~7Q@ 0000

3.3. Promotional Information

3.3.1. Accurate ScientificClaims

Promotion must be accurate, balanced, fair, objective and sufficiently
completetoenable therecipienttoformhisorherown opinionofthe
therapeutic value of the medicinal product concerned. It should be
based on anup-to-date evaluation of allrelevant evidence andreflect
that evidence clearly. It must not mislead by distortion, exaggeration,
undue emphasis, omission orin any other way.

All information, claims and graphical representations provided to
healthcare professionals and members of the general public must be
current, accurate, balanced and must notbe misleading either directly,
by implication or by omission. Every effort must be made to avoid
ambiguity.
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Claims must bereferenced where thereis a possibility that areader may
be misledif the source of the reference is not disclosed. Data on file may
be used asreference and made available uponrequest.

3.3.2. Substantiation

Promotional claims must be capable of substantiation and must be
referenced. In particular, promotional claims about side-effects must
reflect available evidence or be capable of substantiation by clinical
experience.

The substantiation of any claims must be promptly provided inresponse
torequests from healthcare professionals.

Substantiation need not be provided, however, inrelation to the validity
of elements approvedin the marketing authorization.

When promotionrefers to published studies, clearreferences should be
given.

3.3.3. Use of Quotations in promotion

Quotations from medical and scientific literature or from personal
communications must be faithfully reproduced (except where
adaptation or modification is required in order to comply withany
Applicable Code(s), in which case it must be clearly stated that the
quotationhasbeen adapted and/ormodified) and the precise sources
identified.

All artwork, including graphs, illustrations, photographs and tables
taken from published studiesincluded in promotional material should:

a. Clearlyindicate the precise source(s) of the artwork;

b. Be faithfully reproduced, except where adaptation or
modification is required in order to comply with any Applicable
Code(s). in which case it must be clearly stated that the artwork
hasbeen adapted and/or modified.

Particular care must be taken to ensure that artwork included in
promotion does not mislead about the nature of a medicine (for
example whetheritis appropriate for use in children) or mislead about a
claimorcomparison (forexample by usingincomplete orstatistically
irelevantinformation orunusual scales).

Kapi ¢ 10
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Graphs and tables shall be faithfully reproduced and the full source
clearlyindicated. Further, they must be presentedin suchaway as o
giveaclear, fair, balancedviewofthe matterswithwhichtheydeal.

Quotations from medical and scientific literature or personal
communication must faithfully reflect the meaning of the author.

Utmost care should be exercised to avoid ascribing claims or views to
authorswhen these nolongerrepresent the current views of the authors
concerned.

3.3.4. Unqualified Superlatives

Promotion must encourage the rational use of medicinal products by
presenting them objectively and without exaggerating their properties.
Claims must notimply that a medicinal product, oran active ingredient,
is “Yunique” or has some special merit, quality or property unless the
claim(s) canbe substantiated.

The word “safe,” for example, must not be used without qualification. It
must not be stated that a product has no side-effects, toxic hazards or
risks of addiction ordependency.

Information and claims about side-effects mustreflect current available
evidence.

3.3.5. New Products

The word "new” must not be used to describe any product,
presentation, or therapeutic indication that has been available and
generally promoted for more than 12 months in Kenya.

3.3.6. Comparative Statements

Comparison of products must not be disparaging, but must be factual,
fair and capable of substantiation and referenced to its source. Care
must be taken to ensure that it does not mislead by distortion, by undue
emphasis orby any otherway. Clinical terminology, ratherthan mere
claims that a product is better, stronger or more widely prescribed,
should be used to describe improved benefits.

“Dataonfile”, whenusedtosubstantiate comparative statements, must
comply with the requirements of Section 2.0.
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Any comparison made between different medicinal products must be
based on up to date data, relevant and comparable aspects of the
products. Comparative promotion must not be misleading or
disparaging.

Brand names of products of other companies must not be used in
comparison.

3.3.7. Imitation

Promotionalinformation should notimitate the devices, copy slogans or
generallayout adopted by other manufacturersin a way that is likely to
mislead orconfuse.

3.3.8. Disparaging References
Members should not eitherdirectly orbyimplicatfion disparage other
companies, theirproducts, services, activities orpromotions.

The clinical and/or scientific opinions of members of healthcare
professionals must not be disparaged either directly or by implication.

3.3.9. Use of HCP Personal Information
Healthcare professionals' personalinformation such asnames, contacts
orphotographs must notbe used without theirwritten consent.

3.3.10. Transparency of Promotion
Promotion must not be disguised.

Clinical assessments, post-marketing surveillance and experience
programs and post-authorization studies (including those that are
refrospective in nature) must not be disguised promotion. Such
assessments, programs and studies must be conducted with a primarily
scientific oreducational purpose.

Where a company pays for or otherwise secures or arranges the
publication of promofional material in journals, such promotional
material must not resemble independent editorial matter.
Materialrelating to medicines, medical devices and their uses, whether
promotionalin nature or not, whichis sponsored by a company must
clearlyindicate thatithasbeensponsored by thatcompany.

Kapi ¢ 12
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3.3.11. Provision of Additional Information during code
enforcement

Uponwrittenrequest, the member company will provide additional

accurate and relevant information about products being marketed to

healthcare professionals. This information will be provided to the Ethics

Committee for the purposes of substantfiation during the

adjudication/code enforcement process.

All data cited in promotional materials in support of a claim must be
provided within 15 working days upon request. This includes all data
classified as"Dataonfile”.The company musthaveitavailable upon
request.

3.3.12. Provision of Substantiating Data to HCPs

In addifion to the information supplied or generally available, a
company will, upon reasonable request, provide healthcare
professionals with additional accurate and relevant information about
the productswhichitmarketsand aboutthe companyitself.

Datainsupport of aclaim, including “data onfile” or “in press,” MUST
BE MADE AVAILABLE without delay upon reasonable request even
though the material is not generally available to the medical
community.

Requests by HCPs may be made either verbally or through written
requests. Howeverwhere arequestiswritten, theinformationmustbe
provided within T0working days. two (2) weeks.

3.3.13. Level of Substantiating Data

Any information used to support a medical or promotional claim must
include sufficient detail and be of adequate quality to allow evaluation
of the validity of results and hence the claim.

Such substantiating information must not rely solely on “data on file”.

13
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3.4. Electronic Materials, including Audiovisuals
The same requirements shall apply to electronic promotional materials
asapplytoprinted materials. Specifically, inthe case of pharmaceutical
product relatedwebsites:
a. The identity of the company and of the infended audience
should be readily apparent;
b. The content should be appropriate for the infended audience;
and
c. The presentation (content, links, etc.) should be appropriate and
apparenttotheintended audience.

14
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Interactions with Healthcare
Professionals

4.1. Independence of HCPs

No financial benefit or benefitin kind (including grants, scholarships,
subsidies, support, consulting contracts or educational or practice-
related items) may be provided or offered to a healthcare professional
as an inducement for prescribing, recommending, purchasing,
supplying or administering products or fora commitment to continue to
do so. Nothing may be offered or provided in a manner or on conditions
that would inappropriately influence a healthcare professional's
prescribing practices.

Gifts of any kind for the personal benefit of healthcare professionals are
not allowed, irrespective of value, kind or occasion. The only exceptions
are asfollows:

a. Eguipment,tools, devices, computersand educationalmaterials
may be donated orloaned to medicaltraininginstitutions and
hospitals, but not to individuals. Clinics belonging to doctors are
not considered institutions. Items for donation must have direct
useinmedical care and diagnosis. Examples of these are ECG
machines, stethoscopes, x-ray machines/films, scanners, and
otherdiagnostic equipment. Business machines and appliances,
communications equipment (such as fax machines, pagers and
cellular phones), furniture, and air conditioners are not allowed
asdonations.

b. Itemsofmedical utility may be offered for free provided thatsuch
itemsare ofmodest value and are beneficialto the provision of
the medicalservicesandforpatientcare. They should not be
offered on more than an occasional basis, even if each
individual item is appropriate. ltems of medical ufility can
include the company name, but must not be product
branded, unless the product's name is essential for the
correct use of the item by the patient (see article 4.5).

c. Medicalbooksaswellassubscriptions tomedicaljournals may
also be offered free of charge. Medical books must be given
directly to the healthcare professional, and subscriptions to
journalsmustbeinthe name ofthe healthcare professional.
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4.2. Events andMeetings

Companies are constantly engaged in activities that are geared towards
ensuring healthcare professionals are kept constantly in touch with
continuing developmentsinthe pharmaceuticaland medical field.

Withthis inmind, the practicehasarisenofmeetingsandeventsbeing
organized between the industry and the professions for the further
exchange of ideas and information. In addition, the custom has grown
of the industry supporting independent meetings of healthcare
professionalsintendedtoupdate andexpandthe continuingeducation
of the professions themselves.

Many of these meetings could not take place without the support and
assistance of the pharmaceuticalindustry. Companies may legitimately
provide assistance thatis directlyrelated to the bonafide continuing
education of the healthcare professionals and which genuinely
facilitates attendance of the healthcare professional for the duration of
the educational aspect of the event. Such support and assistance must
however, always be such as to leave healthcare professionals'
independence ofjudgement manifestly unimpaired.

4.2.1. Scientificand Educational Objectives

The purpose and focus of all symposia, congresses and other
promotional, scientific or professional meetings (an “Event”) for
healthcare professionals organized or sponsored by a company should
be to provide scientific or educational information and/or inform
healthcare professionals about products.

The scientific content of any scientific meeting should at minimum 2/3
of the entire program. Hospitality should be secondary fo the meeting
program.

4.2.2. Eventsorganized outside Kenya

No company may organize or sponsor an Event for healthcare
professionals that take place outside the HCP's country of practice
unless it is appropriate and justified to do so as per the conditions
below:

a. Most of the invitees are from outside Kenya and, given the
countries of origin of most of the invitees, it makes greater
logisticalsense to hold the eventin another country; or

b. Giventhelocation of therelevantresource or expertise thatisthe
object or subject matter of the event, it makes greater logistical
sense to hold the event in another country (an “international

capi event”).

c. Thereisasignificantandobvioussecurityriskofholdingsuchan
eventinKenya; or



d. Thereisasignificant epidemic outbreak thatjustifies restricted
fravel toKenya.

Internationalscientific congressesandsymposiathatderive participants
from many countries are therefore justified and permitted.
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4.2.3. Promotional Information at International Events hosted
in Kenya

Atinternational congresses or symposia held in Kenya, promotional

material which appears on exhibifion stands or is distributed to

participants may refer to a medicinal product or indication for a

medicinal product which is not the subject of an authorizationin Kenya

providedthateach ofthe following conditions are observed:

a. The meeting must be an international, scientific event with a
significant proportion (60% or more) of the speakers and
delegates from other counftries where this productisregistered;

b. Anexplanatory statement should identify the countries in which
the productisregistered and make it clear that itis not locally
approved.

c. Toensure that the promotional material does not promote the
prescription, supply, sale or consumption of the medicinal
productinKenya, aclearly visible and legible statement must be
includedtothe effectthatthe medicinalproductisnotauthorized
orthatitis authorized for differentindicationslocally;

d. Promotional material which refers to the prescribing information
(indications, warnings, formulations etc.) authorized in other
countries mustinclude an explanatory statement indicating that
licensing conditions differinternationally.

Scientific papers on such products may, however, be provided in
accordancewiththe “Note”underClause 1.1;Scope ofthe Code.

4.2.4. Exhibit Booths

Exhibit booths must be directed only fo healthcare professionals. The
display must clearly identify the exhibitor and must comply with the
requirements of this code.

Contests, raffles, and other similar activities should not be conductedin
the booths.

Video presentationsmustberelevant. Forinstance they should either
be educationalorscientific orrelatedtothe productspromoted.
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4.2.5. Appropriate Venue

All promotional, scientific or professional meetings, congresses,
conferences, symposia, and other similar events (including, for
example, advisory board meetings, visits to research or manufacturing
facilities, and planning, training or investigator meetings for clinical
trials and non-interventional studies) (each, an “event”) organized or
sponsored by oron behalf of acompany must be held atanappropriate
venue thatisconducive tothe main purpose of the event.

It should be the program that attracts delegates and not the associated
venue or hospitality. Companies must not organize meetings to
coincide with sporting, entertainment or other leisure events or
activities at the location. Venues that are renowned for their
entertainment or leisure facilities or are extravagant must not be used.
The following considerations should be in place when selecting venues:

a. Events should be conducted in clinical, educational, conference,
or other setftings, including hotel or other commercially available
meeting facilities conducive to the effective fransmission of
knowledge.

b. Programsrequiring “handson” trainingin medical procedures
should be held at fraining facilities, medical institutions,
laboratories, or other appropriate facilifies.

c. Venue must be truly business in nature or commercial centre
providing conference facilities conducive to the exchange of
scientific and medicalinformation.

d. The meeting facilities should only be accessible to the infended
audience.

e. Thevenueshouldnotbe the main atiraction of the conference.
The image of the venue/location in the eye of public
opinion/media/authorities, must not be deemed extravagant/
luxurious/ exclusively touristic/holiday in nature and/or
entertainment venue.

g. Thevenuemustnotbeonethatpredominantly markeftsitselfas
exclusive and high end.

h. Thevenuemustnotbelavishevenifthe costislowcomparedto
othervenues.

i. Venue must not, be a golf club or have a golf course or other
leisure activitiesthat may be associatedwith opulence.

j. Venue must not be holding a sporting event, a musical concert,
and significant cultural event efc., at the same time as the
scientific event.

—h
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The star rafing of a hotel or use of the term “resort” will not apply in
Kenya as thismay not be indicative of the real public perception and
status of the hotel. It is also recognized locally that a number of
business/conference hotels are either beachside or lakeside hotels.
These hotels are typically used for meetings in Kenya and member
companies can use these hotels with careful considerations of other
amenities and activities that are ongoing at the time of meeting to
ensure it's appropriate to use them.

Companies organizing events locally on behalf of their branches in
other counfries must use the local knowledge and experience to
evaluate the appropriateness of venues.

In deciding whether to support an event organized by a third party,
companies shall be guided by the provisions of Appendix 1 (see section
10.1, extracted from The IFPMA Note for Guidance on Sponsorship of
Events and Meetings, Nov 2014).

4.2.6. Smaller Meetings

The sponsorship of local medical meetings e.g. monthly meetings,
initiated by an organizing body of the healthcare professions, is
frequently sought from companies. In such instances, companies must
respond only to formal written requests for support from the organizing
committee. Any request for support should indicate the exact
anticipated items of expenditure for which the support is sought.
Support must not extend beyond:

Costofroom/venue hire

Cost of equipment hire and meeting materials

Actualtravel expenses of speaker(s)

Honorariumto speaker(s) if appropriate

Modest meals and/or lightrefreshments

®apoTQ

Promotional input from companies at an appropriate stage of the
meeting must be with the agreement of the organizer or through a
printed acknowledgement.

In any series of such meetings, as for example monthly hospital
meetings, no one company should undertake the sponsorship of sucha
series of meetings to the exclusion of other available and willing
sponsors. No payment must be made by a company in order to be
included on a shortlist of possible sponsors.
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No company should make a payment fto maintain business or obtain a
business advantage where such payment or advantage would
constitute a violation of any applicable anti-bribery legislation (e.g.The
Anti-Corruption and Economics Crime's Act, 2003), regulationsand/or
codes

4.2.7. Larger Meetings

For larger meetings initiated by the healthcare professions, such as
annual association meetings, support usually involves the rental of a
stand orspace forthe purposes of exhibiting the company's product
range. This form of exhibition by companies is acceptable. The
exhibition however must be clearly separated from the scientific session
of the meeting to distinguish between the promotional activity and the
non-promotional/scientific activity. A visit to the exhibition stand must
also notbe made amandatory part of the program.

Othersupport for such meetings must not extend beyond a contribution
tothe general expenses of the meeting. An acknowledgment of this
support, by way of alist of sponsors on the program (if any) and/or by
way of asimilarlist displayed onanotice board, isacceptable.

Sponsorship of major annual or bi-annual meetings of any discipline
within the healthcare professions should not be undertaken by any one
company to the exclusion of otheravailable and willing sponsors. No
payment must be made by a company in order to be included on a
shortlist of possible sponsors.

No company should make a payment to maintain business or obtain a
business advantage where such payment or advantage would
constitute a violation of any applicable anti-bribery legislation (e.g. The
Anti-Corruption and Economics Crime's Act, 2003), regulationsand/or
codes.

4.2.8. Hospitality

Hospitality in the form of refreshments and/or mealsincidental to the
main purpose of the event may be provided. Refreshments and/or
meals may only be provided:

a. Exclusivelytoparticipantsofthe event; and

b. Ifthey aremoderate andreasonable. Asageneralrule, the value
of hospitality should not exceed what the HCPs would be
prepared to pay for personal purposes.
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No entertainment or other leisure or social activities should be provided
or paid for by a member company. It is not permitted to fund social
activities, the attendance to a concert, purchase of entertainment tickets
or pay for entertainment in any form. Any entertainment, even if
secondary to the mealis prohibited.

Requirementsinthiscodeinregardsto venuesshall apply in connection
to hospitality.

Companies must maintain alog of all attendees and the identity of the
venue.

4.2.9. HCP Sponsorships

Member companies may sponsor healthcare professionals to attend
Events provided such sponsorship is in accordance with the following
requirements:

a. The Event complies with the requirements in this Code as
described in 4.1 and that the scientific agenda is the primary
basis for the company's sponsorship of or participation in the
event;

b. Sponsorship to healthcare professionals is limited to the
payment of fravel to and from the venue, meals, accommodation
only for the duratfion of the scientific event and genuine
registration fees;

c. Nopaymentsare madetocompensate healthcare professionals
fortime spentin attending the Event;

d. Any sponsorship provided to individual healthcare professionals
must not be conditional upon an obligation to prescribe,
recommend, purchase, supply, administer or promote any
pharmaceutical product.

e. Cash assistance or check vouchers are not acceptable under any
circumstances. Neither is payment of expenses for spouses,
family members or guests.

f. Per-diems shall not be offered to HCPs attending meetings and
training bycompanies.

Membercompaniesare expectedtoactresponsiblyintermsof numbers
of healthcare professionals sponsored to meetings overseas.
Sponsored HCP's should be working in a specialty related fo the event.
Recognition of specialty is based on the healthcare professionals’
quadlifications and/or current practice.
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When supporting healthcare professionals to attend meetings,
congresses orconferences, non-refundable and non-endorsable return
ticketsmustbe booked. These tickets may be booked to arrive atthe
meeting and depart fromthe meeting within 24 hours of the start and
end of the meeting.

4.2.10. Guests

Companies must not pay any costs associated with individuals
accompanying invited healthcare professionals exceptin cases of
medical necessity.

4.2.11. Fees forService

Health care professionals may be engaged as consultants and advisors
for services such as speaking at and/or chairing meetings and events,
involvement in medical/scientific studies, clinical trials or training
services, participation at advisory board meetings, and participationin
market research where such participation involves remuneration
and/or fravel. The arrangements that cover these genuine
consultancies or other services must, to the extent relevant to the
particular arrangement, fulfill all the following criteria:

a. Awritten contract or agreement must be agreed in advance of
the commencement of the services which specifies the nature of
the servicestobe provided and the basis for payment of those
services;

b. Alegitimate need for the services must be clearly identified and
documentedin advance of requesting the service and entering
into arrangementswith the prospective consultant;

c. Thecriteriaforselecting consultants mustbe directlyrelated to
the identified need and the consultants must have the expertise
necessary to provide the service;

d. The number of consultantsretained must not be greater than the
numberreasonably necessary to achieve theidentified need;

e. Thehiringofthe consultanttoprovide therelevantservice must
not be an inducement to prescribe, recommend, purchase,
supply, and/or administer any medicine; and

f. The compensation for the services must be reasonable and
reflect the fair market value of the services provided. In this
regard, token consultancy arrangements should not be used to
justify compensating healthcare professionals.  The
compensation arrangement may include reimbursement of
reasonable expenses including fravel, meals and
accommodation

22
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professional forattending the convention, symposium or CME event.
This provision does not apply to healthcare professionals sponsored as

speakersin these events.
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Member companies should take into consideration other local
regulations e.g. withholding tax requirements, when paying fees for
servicetoHCP's,inordertosafeguardthereputation oftheindustry.

4.3. Samples

4.3.1. Samples

Free samples of medicinal products shall not be supplied to any person
whoisnot qualified orauthorized (licensed) to prescribe such product.

Where samples of products are distributed by amedicalrepresentative,
the sample must be handed directly to a person qualified and
authorized to prescribe such a product or to a person authorized to
receive the sample on their behalf.

The following conditions shallbe observedin the provision of samples
toapersonqualifiedand authorized to prescribe such aproduct:

a. Such samples are provided on an exceptional basis only and for
the purpose of acquiring experience in dealing with such a
product; such asample must be specific tothe HCP who needsto
be familiar with the product.

b. Anysupplyofsuchsamplesoranyextrasamples, shouldideally
beinresponse to asigned and datedrequest fromtherecipient;

c. Each sample shall be no larger than the smallest commercial
presentation or packsize on the market;

d. Eachsample shallbe appropriately marked asrecommended by
the health authority;

e. Eachsample shallbe accompanied by a copy of the most up-to-
date approved version of the full prescribing information to that
product.

f. Prescription product samples must not be given to
healthcare professionals attending congresses or
symposia.

A person shall not supply a sample of a medicinal product whichis a
controlled drug under the Narcotic and Psychotropic substances act
(Cap 245).

Samplessent by post must be packed so asto be reasonably secure
againstthe package being opened by children.They alsoshould be
shipped and suppliedin the appropriate storage conditions fo maintain
the integrity of the product. ,
Kapl £
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4.3.2. Control andAccountability

Companies should have adequate systems of control and accountability
for samples provided fo healthcare professionals including how to look
after such samples whilst they are in possession of medical
representatives.

This system shall also clearly establish, for each person supplied, the
number of samples providedin application of the provisionin Clause
4.3.1 b (above).

4.3.3. Items of Medical Utility
See definition under “Definitions” section.

Un-branded Items of Medical Utility may be provided to aHCP provided
by member companies provided the items:
a. Donotoffsetthe operating orroutine business expensesthata
HCP might otherwise incur;
b. Are offered only onanoccasionalbasisto a HCP,evenifeach
individualitemis appropriate; and
c. Modest in value, as judged by local standards, but never o
exceed alocally orregionally defined cap that cannot exceed the
equivalent of 25 USD peritem.
d. Item of medical utility of a value greater than USD 25, may not be
givendirectly to anindividual HCP but through the Donations
process (see section 6.2 of this code)

Items of Medical Utility may include the company name or product
name, logo or contactinformation ONLY if:
a. Itisrequired by locallaw or the health authority; or
b. The product’s name is essential for the correct use of the
item by the patient.
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4.4, Giftsand OtherItems

No company may offer or give a gift, provide hospitality, benefitsin
kind, rebates, discounts, kicklbacks or any free sample to any HCP or
government official in exchange for an explicit or implicit agreement
that the pharmaceutical company's products will be used, purchased,
ordered, recommended, or prescribed or that the pharmaceutical
company or any of its products will receive any form of preferential
freatment.

ltems in this section, where permissible, must never constitute an
inducement to prescribe, recommend purchase, supply, sell or
administer a pharmaceutical product.

Informational or educational items provided to HCPs for their
education or for the education of patients on disease and its
freatments may be offered by member companies to HCP's. These
must be items that will specifically be used for aiding in the
freatment of patients (e.g. anatomical model, memory sticks with
educational data, medical textbooks / journals / magazines).
These items may be given, provided that the items are primarily for
educational purposes and do not have independent value.
Informational and educational items provided to HCPs for patient
use can include the company name, but must not be product
branded, unless the product’s name is essential for the correct use
of the item by the patient on condition that it is given post-
prescription.

The value of books and subscriptions must be reasonable. Other
informational or educational items must be of modest value.
Memory sticks pre-loaded with educational or informational data
may be appropriate if the storage capacity is commensurate with
the materials provided. Tablet computers have independent
value to a HCP and must not be provided, even if they could also
be used to deliver education to patients.

4.5. Prohibition of Cash and Personal Gifts

Paymentsin cash or cash equivalents (such as gift certificates) must not
be provided or offered to healthcare professionals. Gifts for the
personal benefit of healthcare professionals (such as sporfing or
enfertainment tickets, electronics items, etc.) must not be provided or
offered, whether provided directly or through clinics and
institutions. Cultural courtesy gifts are also prohibited.

4.6. Promotional Aids

A promotional aid is a non-monetary item given for a =
promotional purpose (which does not include promotional
materials as defined in section 3). Providing or offering them to



HCPs in relation to the promotion of prescription-only medicines is
prohibited.

Pens and notepads may be provided to HCPs in the context of
company organized events for purpose of taking notes during the
meeting (only company branded, of minimal value and in the
necessary quantity for the purpose of the event).

Promotional aids of minimal value and quantity may be provided
or offered to HCPs solely for the promotion of over-the-counter
medicines if relevant to the practice of the HCP.

4.7. Guidance onvalues
“Minimal value” for promotional aid items shall be definedlocally as
usD 25.;

“Modest value” foritems of medical utility shall be defined locally as
USD 25.

“Reasonable value” for scientific books & journal subscriptions shall
be defined by each company individually.
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4.8. Mail, Faxes, Email and Text Messages

These communications must comply with all relevant provisions of the
Code.

Prior consent must be obtained from a HCP prior to sending out
promotional information in any of these formats. Requests to be
removed from promotional mailing lists must be complied with
promptly, andnoname should berestored exceptuponspecificrequest
or with written permission.

Mailing lists should be kept up-to-date. The owner of the mailing list
must provide the option for un-subscription.

Exposed mail, including postcards, envelopes, and wrappers, must not
carry matterthatmightberegarded asadvertising to the general public
orthat could be considered unsuitable for public view.

4.9. Maedical Representatives
Medicalrepresentatives MUSTbe dulyregistered/licensed by the health
authority.

They should, at all times, maintain a high standard of ethical conductin
discharging their duties. Apart from possessing sufficient medical and
technicalknowledgetopresentinformation onthe company's products
in an accurate, current, and balanced manner, member companies
must also ensure that they are sufficiently aware and abide by, the
contents of this code. Whenever a promotional claim is made, the
medical representative must provide the Product Information, as
approved locally

They must ensure that calls do not inconvenience or hinder the
healthcare professionals' performance of their duties and they must
adhere to institutional regulations governing their calls for as long as
adhering to these regulations does not contradict the content and spirit
of thiscode.
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Interactionswith Patients
and Patient associations

5.1. Noadvice on personal medical matters

Inthe case ofrequests fromindividualmembers of the general public
for advice on personal medical matters, the enquirer should be advised
to consult ahealthcare professional.

Membercompanies and theiremployees should neversuggest aname
of aspecific HCP for consultation.

Member companies should never provide information on other
patients,thenumberofpatientsenrolledinasupportprogram, etc.

5.2. Patient Organizations

The pharmaceutical industry has many common interests with patient
organizations. All interactions with patient organizations must be
ethical and guided by the principles below:

5.2.1. Independence & mutual respect

The independence of patient organizations must be respected.
Relationships between member companies and patient organizations
shallbe based on mutualrespect and views and decisionsheld onequal
value.

Aggressive/assertive words like “leverage”, “drive”, "target” is
discouraged in the context of patient organizations.

It is not appropriate for companies to set up or establish patient
organizations as these must be born and function autonomously.
Similarly itisinappropriate to fund the operational running costs of a
patient organization.

5.2.2. Declaration ofinvolvement

When working with patient organizations, companies must ensure that
the involvement and the nature of that involvement is clear and
fransparent from the outset.

No company may require that it be the sole funder of the patient
organization or any of its programs. Pharma Industry welcomes funding
of Patient Organizations from multiple sources.
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5.2.3. Written documentation

Companies that provide financial support or in-kind contribution to
patient organizations must have in place written documentation setting
outthe nature of support,includingthe purpose of any activity andits
funding.

The Objectives, scope, purpose of funding and amount of funding of
any partnership shallbe transparent and documented.
Eachcompany mustputinplace aninternalethicalreview and approval
process.

5.2.4. Non-promo of prescription only medicines

The promotion of prescription only medicines by member companiesto
the general public is prohibited. Member companies shall not request
nor shall Patient Organizations undertake to promote a particular
prescription-only medicine.

5.2.5. Use oflogos and propriety materials

For a member company to use a Patient Organization's logo or
materials, it must getwritten permission fromthat organizationstating
the specific purpose and the way the material willbe used.

5.2.6. Editorial control
Membercompanies must notseektoinfluence the text of the Patient
Organization's material they are sponsoring to favor their interests.
Membercompaniescan contribute to the drafting of the textin afair
and balancedmanner.

5.2.7. Transparency

a. Each Company must avail, on request, the list of Patient
Organizations to which it provides support and include a
description of nature of support. The ethics committee shallbe
keptin copy of any suchrequests.

b. Sponsorship must be clearly acknowledged and apparent from
onset.

C. Companies must disclose text contributed to wording of Pafient
Organization publications/materials.
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5.2.8. Contracted services

a. Services should be provided for purposes of supporting
healthcare orresearch.

b. Member companies can engage a Patient Organization as
experts and advisors for services such as Advisory boards,
disease advocacy andspeakeragreements.

5.2.9. Events &hospitality

Companies may provide financial support for patient organization
meetings provided that the primary purpose of the meeting is
professional, educational, and scientific in nature, or otherwise
supports the mission of the patient organization. When companies hold
meetings for patient organizations, companies must ensure that the
venue and location is appropriate, conducive to informational
communication and aspertherequirementsonvenuessetoutfin this
code. In addition, any meals or refreshments provided by a company
must be modest asjudged by localstandards.

5.2.10. Enforcement

Enforcement of requirements for interactions with patients and patient
organizations setin thiscode shallbe enforced by the ethics committee.
Any complaintsraisedshallalsobe throughthe ethicscommittee.
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Grants and Other Forms
of Support ﬂ

6.1. Grants

Local law does not prohibit the provision of grants (Infrastructure,
Educational, Health Policy & OtherResearch grantsetc.) and neither will
this code preclude a company from providing support fo an institution
for the befterment of patients. Grants should however generally be
provided as confributions to healthcare or healthcare related
institutions/organizations. The following conditions are to be complied
with:

a. The membercompany must be inreceipt of an external, non-
solicited written request for a grant from a healthcare or
healthcare related institution, stating the specific type of support
required.

b. Grantsmust only be giventoreputable healthcare orhealthcare-
related organizations for the general purpose of supporting
healthcare

c. Sufficient due diligence must be conducted in regards to the
healthcare/healthcare related institution/organization by the
member company, to ascertain the reputation of thisinstitution
so asnofto place thelocalindustry in disrepute.

d. Anysuchsupport provided by acompany must berelevanttothe
practice of medicine or pharmacy

e. Grants must be provided without agreement orintent toreceive
atangible benefitin exchange and they must not be givenfor
promotional purposes.

f. Grants must not interfere with the independent judgment of
grantrecipients and/ortheir associates. No commitment mustbe
soughtorgiveninrelationtothe prescribing, supply oruse ofthe
company's products.

9. Any such support must be reasonable, modest and in proportion
to the scale and scope of the recipient institution. Grant must be
reasonable in light of activity being funded and amount of other
previous funding to any one individual requestor. This includes
considering the perception that while support of each individual
grant may be legitimate and appropriate when viewed in
isolation, the aggregate amount provided to arecipient must not
be able to be perceived as an attempt to inappropriately
influence therequestor.
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h.

6.2.

A Grant may not fund expenses incurred by a requestor for
activitieswhich occurred priorto the time ofrequest.

Grants must be paid directly to aninstitution rather than to an
individual healthcareprofessional;

Grants for conducting local research and/or realizing medical
survey(s) mustbe accompanied withaprotocol/justificationand
anintended deadline of completion. In the event of failure to
conductorcomplete the purpose orusing the grant fora purpose
ratherthantherequested, the member company willreserve the
right to withdraw the support.

Donations

This is a benefit (cash or kind e.g. product donation) granted by a
company foran altruistic, non-businessrelated purpose, and where the
company doesnotreceive orwillnotbe perceivedtoreceive adirector
indirect consideration orservice inreturn.

a.

Donations may be given to areputable healthcare related or
non-healthcare related institution. The overall purpose is to
support activities/projects with an affinity in the fields of
healthcare and medicine or to support various initiatives,
projects ornon-profit organizationsin communities.

. Donations are non-promotional activities and should be freated

by companies assuch.

. Donations must not interfere with the independent judgment of

therecipients and/or their associates.

. Donations targeted to private practices should be channeled

through medical associations, industry bodies, non-
governmental organizations orgovernment bodies.

Additional requirements for product donations:

a.

b.

C.

Product information/package inserts must be provided and be
availablein officiallanguageslocally used/recognized;

Any required drug safety monitoring must comply with all
applicable localregulations;

Donations must be in line with the local authority code on
donations.

. Donating products with short expiry dates must be avoided,

absent extraordinary circumstances. Consistent with the
recommendations in the "WHO Guidelines for Drug Donations”
all products should have a remaining shelf-life of at least one
yearupon arrival to the receiving entity.
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e. Refurbished orused Medical Equipment donated foruse mustbe
in usable condition and must meet the "WHO Guidelines for
f. Healthcare Equipment Donations, March, 2000".
Delivery, importation, storage, handling and final dispensation
of products must meet all applicable local regulations.
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Market Research, Post Marketing 7
Surveillance & related Activities

Market research activities, post-marketing surveillance programes,
pharmaco-economic studies, observational and post-authorization
studies, non-interventionaltrials, clinical audit programs and the like
mustnotbe promotionalinnature.Such assessments, programsand
studies should not be carried out for any other purpose than
collecting information on own or competitive products, with primarily
scientific or educational purpose.

Methods used for market research must never be such as to bring
discredit upon, orreduce confidence in, the pharmaceuticalindustry.
The following provisions set out in this clause apply whether the
research is carried out directly by the company or by an organization
acting on its behalf.

a. Access to respondents must not be gained by subterfuge.

b. Anyincentivesgivenmustbekepttoaminimumandbe
commensurate with the work involved.

c. Questions intended to solicit disparaging references to
competing products or companies must be avoided.

d. Marketresearch must not be used as a form of disguised sales
promotion.

e. Marketresearchresultsshould notbe usedin promotion
neither should data from marketresearch be used for
referencing promotional materials.

f. Postmarketing studiesshould notbe carried outand usedin
ordertoinfluence physicians. It should not be disguised as
research.

g. Market research material, which need not reveal the company
name to protect the integrity of the research, must state
nevertheless that a pharmaceutical company sponsorsiit.
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Observational/Non-Interventional
Studies

8.1.

8.2.

8.3.

8.4.

8.5.

8.6.

A non-interventional study of a marketed medicine is defined
as:

. Astudywhere the medicineisprescribedinthe usualmannerin

accordance with the terms of its marketing authorization and
where;

. The assignment of the patient fo a particular therapeutic strategy

isnotdecided by astudy protocol but falls within current practice
and where;

. The prescription of the medicine is clearly separated from the

decision to include the patient in the study, and where;

. No additional diagnostic or monitoring procedures are applied

to the patients included in the study other than those which are
ordinarily applied in the course of the particular therapeutic
strategy in question and epidemiological methods are used for
the analysis of collected data.

The objective of a non-interventional study is to observe the
freatment aspects of a medicine inroutine usage conditions by
the physician and the patient and to collect additional
information about the productinlarger populations compared
to clinicaltrials.

In principle the therapy of the patient should have started
before the decision to include the patient to the non-
interventional study. The assignment of the patient to a
particular therapeutic strategy should not be decided in
advance by a trial protocol but should fall within current
practice and the needs of the patient.

The prescription of the medicine should be clearly separated
from the decision to include a patient in the study. This
distinctionis performed by including a patient into the study
only afterthe freatmenthas begun.

A medicine should not be prescribed toinclude a patientintoa
particular non-interventionalstudy.

Companies must publish the summary details and results of
non-interventional studies of marketed medicines in a manner
consistent with their parallel obligations with respect to clinical
trials.
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8.7. Non-interventional studies that are prospective in nature and
involve the collection of patient data must be conducted fora
scientific purpose. They must comply with the following criteria:

a. Must be approved and carried out asrequired by the health
authority

b. There must be a written protocol and written contracts between
the health professionals and/orthe institutes atwhich the study
willtake place andthe pharmaceuticalcompany sponsoring the
study, which specify the nature of the services to be provided and
the payment for those services

c. Anyremuneration must bereasonable andreflect the fairmarket
value of the work.

d. Should always protect patient private data

e. The study must not constitute aninducement to prescribe, supply,
administer,recommend, buy or sellany medicine

f. The company's scientific service must approve the protocol and
must supervise the conduct of the study

g. The study results must be analyzed and summaries must be
made available within a reasonable period of time to the
company'sscientific service, which service shallmaintainrecords
of such reports; the summary report should be sent to health
professionals who participatedin the study.

h. Sales representatives may only be involved in an administrative
capacity and suchinvolvement must be under the supervision of
the company's scientific service which will also ensure that the
representatives are adequately frained for the role; such
involvement must not be linked to the promotion of any
medicine.

i. Non-Interventional Studies with primary data collection from
patients and/or HCPs should screen for adverse events. Any
adverse event found during the study, new or already known,
must bereported to the local authority.

8.8. Non-interventional studies shall not be planned or carried out
by the sales and marketing departments of pharmaceutical
companiesbutonly bythe medicaldepartments.

8.9. Non-interventional study planned and/or conducted /
monitored purely by marketing departmentsis considered asa

Non Ethical Promotional Activity and related sanctions will be
applied.

9. Clinical Research and Transparency Kapi &

9.1 Transparency



Companies are committed to the transparency of clinical trials which
they sponsor. It is recognized that there are important public health
benefits associated with making clinical trial information more publicly
available to healthcare practitioners, patients, and others. Such
disclosure, however, must maintain protection for individual privacy,
intellectual property and contract rights, as well as conform to legislation
and current national practices in patent law.

Companies disclose clinical trial information as set out in Recognized
international guidelines.
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Enforcement/Administration
of the Code

9.1. Introduction

Thisis a self-regulatory Code. Members of KAPI, are signatories fo the
Code.

Where a non-KAPI member/ person or body is concerned that the
promotional activities of any signatory to the Code may be inbreach, a
complaintmay be submitted toKAPIfor consideration. Documentsmay

be submitted to KAPI in either soft copy to the email address:
compliance@kapikenya.org or hardcopy. For member companies, please
refer to section 9.2.

KAPI shall establish an Ethics Committee fo oversee the self-regulatory
process and administration of this code. Complaints willbe heard in the
first instance by the Ethics Committee. The committee will receive any
alleged breaches of this code and arbitrate any disputes brought
forward.

9.2. Inter-Company Resolution

Member companies are encouraged to seftle matters among
themselves first before escalating the issue to the Ethics Committee. It is
recommended that every reasonable effort should be made toresolve
differences between companies directly. These efforts may range from
butis notlimited to, the twoinvolved companies amicably talking to
eachotherandtaking corrective action (without collusion fo turnablind
eye to requirements of this code or any other local or international
applicable legislation and good practices), to the engagement of
mediation professionals.

Only after such efforts have been exhausted, should the matter be
referred to the Ethics Committee forresolution. Evidence of an attempt
toresolve issues between members must be provided before the Ethics
Committee can take up a matter.

9.3 Complains Handling at KAPI Executive Level

Where inter-company dispute resolution is not satisfactory or not an
=H@ption, the complainant shall report the matter to the Compliance
Committee in writing. At least 3 members of the commitige
(excluding the parties in the matter) shall hear, evaluate and decide


mailto:compliance@kapikenya.org

on the matter within a reasonable time period and then share this
with KAPI Executive Committee who shall also give input. Once a
resolution is agreed upon, it shall be communicated in writing to the
concerned parties by the KAPI Executive Committee within a
reasonable time period.
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9.3. TheEthics Appeals Board

9.4. Where a decision from the KAPI Executive level is not
agreed by either of the parties, the complainant has the
right to appeal to the Ethics Appeals Board in writing
within 30 days upon receipt of the decision from KAPI
Executive.

9.4.1. Composition
The Ethic Committee shall comprise of members made up of the
following:

a. 1 Representative from KAPI compliance Committee nominated
by the Committee Chair

b. 1 Representative from KAPI Executive Committee nominated
by the Chairperson of KAPI

C. 1 independent physician nominated by Kenya Medical
Association.

d. 1 independent pharmacist nominated by the Pharmaceutical
Society of Kenya.

€. 1 independent representative from a private hospital
nominated by the EC.

f. If required, an independent lawyer nominated by Law Society
of Kenya (if required e.g. where specific legal interpretation
or input is needed in amatter). This person shall only serve as
an advisor and shall not have voting rights in the matter at
hand

The nomination of the above shall be coordinated by the EC. This
committee will be at liberty to request for external expertise from
consultants when required.

A number of 4 members shall be considered minimum quorum to
fransact business for the Ethics AppealsBoard.

9.4.2. Selection of the Ethics Appeals Board members
The Chair of KAPI Executive Committee shal coordinafe the
establishment of this bodly.
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9.4.3. Term of Office
The Ethics Appedls Board will serve for a 3-year term. All members are
eligibleforeselection.

9.4.4. Chairpersons
The committee, when constituted, will nominate their own chair. This is
to ensure that the work of the committee remains independent.

Consultation
The Ethics Appeal Board hasthe right to consult external experts.

9.4.5. Conflict ofInterest

If a Panel memberis employed by a company directly involved in a
complaint, referral or appeal, either as Complainant or Respondent,
such member cannot participate in the Compliance Committee or
the Ethics Appeals Board established fo consider that complaint,
referralorappeal.

It is recognized that, on occasion, members of the Complonce
Committee or Appeals Board while not employed directly by a
company involved in a complaint, referral or appeal, may have
some degree of conflict of interest (e.g. direct competitor, same
therapeuticareaq, etc.).
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However, it may not be feasible orpracticable torequire suchamember
to stand down for consideration of a given complaint, referral or
appeal. Any member should declare his or herinlerestto enable the
relevantChairpersontomake an appropriate decision.

In cases where a significant number of the memberships declares
conflict of interest, to a level that compromises quorum, the KAPI
Executive Committee shallreserve the right to co-opt other members.

Confidentiality must be maintained.

9.4.6. Substitution
Nosubstitution orreplacementisallowed onthe Ethics Appeals Board
or during the hearing of a particular complaint, referral or appeal.

9.4.7. Autonomy

Panelmembers must have autonomy vis-a-vis theircompany/employer
in the context of their participation in the Ethics Committee and/or the
AppealsBoard.

9.4.8. Confidentiality
Absolute confidentiality must be maintained by Panel members.

As arule, parties to proceedings before the Ethics Committee shall
maintain confidentiality concerning any mattersbefore the committee,
untilafinal decisionisreached.

In exceptional circumstances, parties involved in a matter, may discuss
issues before them with a third party with express permission of the
Compliance Committee or Appeals Board. The party must prove
that is necessary to do this due to the involvement of the third party
in the matter.Such discussion must be factual, fairand balanced.

9.4.9. Accountability

The Compliance Committee and Ethics Appeals Board are
accountable to the Executive Committee of KAPI for their
satisfactory performance. The Compliance Committee and the
Ethics Appeals Board are responsible for their own conclusions and
deliberations.
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9.5. Code ComplaintsProcedure

9.5.1. Who can make a complaint?

Complaints may be made by a member company, healthcare
professional, patient, patient organization orany other aggrieved body
orindividual.

9.5.2. Submission of Complaints
The following requirements must be satisfied when filing a complaint:

a. The identity of the complainant including contact details (email,
telephone etc.), for correspondence, must be made available.
Anonymous complaints will not be considered.

b. The complaint must be legible.

C. Specific complaints from member companies must be fully
referenced indicating sections of the code that are alleged to
have beenbreached.

d. The dates of the alleged breach must be provided.

€. The complaintmustbe signed off by the senior-mostcompany
official or designate where a member company is making a
complaint.

f. Allcomplaints must be accompanied with evidence.

9.5.3. Complaints handling and Timelines

Complaints will be judged on the materials provided by the parties and
itisforthe complainanttoshow there hasbeenabreach onthe balance
of probabilities.

The Committee and Board will endeavor to consider and deal
with complaintsinaccordance with the following procedure and
fimelines:

9.5.4. Withdrawal ofcomplaints

The Complainant may withdraw the complaint at any fime up until the
response has been received by the Compliance Committee. If a
complaint is withdrawn before it has been sent to the Respondent, the
Respondent will not be informed about the complaint. Where the
Compliance Committee Chairperson is of the view that the alleged
breach is serious or may have a potential of breaching section 3.1 (a)
of this code, he orshe may choose to continue the investigation of
the matter in the manner outlined under the referral system (see
Section9.4.5)regardless of the withdrawal of the complaint.
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a. The “clock” starts when a complaint is received by the KAPI
secretariat/Compliance Committee Chairperson.

b. The Committee shall validate the complaint within 10
working days to ensure that:

« |t appears to be genuine, submitted in good faith.
* Thereissufficientinformation to enable the complaint to
be processed.

C.If the information provided is insufficient, the complainant must
provide additional information within the 10 working days
(above), allocated for validation. If the complaint cannot be
validated, it shallnotbe processed, andthe complainant shallbe
notified accordingly.

d. Once validated, a copy of the complaint is sent to the company
allegedtohavebreachedthe Code (i.e.the Respondent) within5
working days. Therespondent isrequested to:

* Provide a written response within 10 working days (No
extensions of time shall be granted);
* Provide an unqudlified undertaking that the company
will comply with every reasonable request of the
* Compliance Committee or EBhics Appeals Board, if
* relevant;
Confirm that the company will accept the final decision
of the Complionce committee or the Ethics Appeals
Board, if relevant (although it may reserve the right to
have recourse to law should it consider that route
necessary).
Failure by the Respondent to provide the required written
undertaking of compliance and confirmation of acceptance of
the Decision of the Compliance committee or Ethics
Appeals Board, if relevant, will result in the matter being
referred to the KAPI Executive Committee.

e. Following receipt of the document(s) and prior to the first
meeting of the Compliance Committee, the Compliance
Committee Chair, after consultation with the Committee
members, shall have the discretionto ask eitherparty tosupply
any additional information considered necessary to establish
the full facts of the alleged breach so as fo enable the
Committee toreach a decision on the matters complained of;

f. Prior to the meeting of the Compliance Committee, the Chair of
the Committee will issue a copy of the complaint (and the
response, if received) to each member of the Compliance
Committee

g. A meeting of the Compliance Committee will be arranged
within 30 working days of the date ofreceipt of the complaint (i.e.
whether or not the Respondent has replied). If
Respondent has provided a Response but not the required
written undertaking of
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compliance and confirmation of acceptance of the Decision of
the Compicance Committee or Appeals Board, if relevant, the clock
will stop until the KAPI Executive Committee has considered
the matterand advisedhowthe complaintistobe dealtwith;

Itisdesirable butnotalwayspossible toreach adecisionatthat
meeting. From time to time, subsequent meetings may be
required;

h. The Complainant and Respondent shall be kept informed of
progress with the complaint. The names of the members of the
Compliance Committee hearing the complaint may only be
made available to either party subsequent fo the completion of
acase and only then onrequest;

i. If necessary, the KAPI Executive Committee may convene a panel
of experts to provide medical or technical advice and may
therefore extend the timelines. However, for all cases, the
Compliance Committee mustresolve the case and transmitits
ruling to both the complainant and respondent within 60
working days from receipt of respondent's reply, or if
respondent fails to submit a writtenresponse, from the lapse of
the period for submitting such aresponse.

J. The Compliance Committee willissue its final decision in writing to the
complainant, together with any suggested sanctions as per
section 9.7 of this code.

k. The Respondent will have 10 working days from the date on
which the decision is issued to either lodge an appeal or to
confirm in writing its intenfion to comply with any
recommendations/sanctions imposed. Failure by the company
concernedtodosowillresultinthe matterbeingreferredtothe
KAPI Executive Committee for further action.;

l. The KAPI Executive committee shall at this point reserve the right
to inform the above country/headquarters of the respondents'
company andrequestforaresponse/intervention.

M. The above fime frame forthe Ethics Committee procedure canbe
shortened or lengthened at the discretion of the Committee
Chairperson, depending on the complexity of the issues
presented and having regard to the availability of the
Chairperson and members of the Committee.

Any request for an extension of the 10-day fimeline for

submitting an appeal willlbe a matter for consideration by the
Committee Chairman.

42



Code of Practice for the Kenya Pharmaceutical and Medical Devices Industry

9.5.5. Referral Matters (i.e. alleged breaches of Code where
there is no formal written complaint)

Allegedbreachesofthe CodebyaCodesignatorywhichcometoKAPI's
attention otherthan by way of aformalwritten complaint are defined as
“referrals”. This could be forinstance through a phone call or word of
mouth from a non-KAPImemberwho is not aware of the complaints
process as explained in this code or a member company with no
documented evidence accompanying the complaint. Member
companiesare howeverencouragedtofollowthe processasdescribed
insection9.4.2and 9.4.3.

Such matters shall be dealt with in accordance with the following
procedure:

a. Establishment that the referralis appropriate and has substance.

b. Use of the referral mechanism by a code signatory

C. In order to expedite matters and while maintaining good will, the
Compliance Committee Chairperson shall write fo the company
that is alleged to have breached the Code before the first
meeting of the Compliance Committee seeking preliminary
information for the Committee to consider atits first meeting;

d. Inany case, the company willberequiredto provide the standard
undertakings that apply to complaints, i.e. an unqualified
undertaking that it will comply with every reasonable request of
the Compliance Committee and confirmation that it willaccept
the final decision of the Compliance Committee (or Appeals
Boardifrelevant);

e. After its first meeting, the Compliance Committee will issue a letter to
the company setting out the alleged breaches of the Code andit
will be required to submit a written response. The
Compliance Committee has the authority to seek any
further additional information considered necessary from the
company which is alleged to have breached the Code;

f. Allinformation requested by the Compliance Committee must be
provided within 10 working days.

g. Thecompanyshallhave aright of appealto the AppealsBoardin
relation to the decision of the Compliance Committee,
including any sanctions applied. The procedures outlined in
Section 9.5 of this Code will apply to such appeals;

h. “Self-referrals” from Code signatories willnot be acceptedinany
circumstances, i.e. it shall not be open to Code signatories to
seek the views of the Compliance Committee on any of
their own activities.
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9.6. The AppealsProcess

9.6.1. Valid Appeal
The following requirements must be satisfied for an Appeal to be
considered valid:

a. The Appeal must be in writing;

b. It must specify which aspects of the Compliance Committee's
Decision are being appealed and also the grounds for the
Appeal which must be one or more of the following:

I. thefinding(s)is(are) wrong

II. thesanction(s)is(are) excessive

lll. Presence of aprocedural flaw orirregularitiesin
the adjudication process.

c.It may refer to documentation already submitted to the
Compliance Committee and include any further material,
including new evidence;

1.5.2. Who can lodge an Appeal?

Only the Respondent to a Complaint may lodge an Appeal to the
AppealsBoardinrespect of the Decision of the Compliance Committee
onthe Complaint.

9.5.3. Establishment of Appeals Board

On receipt, in the KAPI secretariat, of a written Appeal from the
Respondent in respect of a Decision of the Compliance Committee,
the KAPI Executive Committee will establish an Appeals Board having
due regard to conflicts of inferest and other relevant mafters.
Depending on the specific matter, the Executive Committee shalll
from time to time be aft liberty to seek expert advice.

A quorum of three isrequired to hear an Appeal and arrive at afinal
Decision.
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9.5.4. Material Supplied to Members of the Appeals Board

Appeals shall be conducted as follows:

a.

In the case of an Appeal on the ground described in Section
9.5.1(b) (i), therole of the Appeals Board is to reach a Decision
based on the rehearing of those aspects of the Complaint under
Appeal, conducted and heard as though at first instance, taking
info account the original submissions to the Compliance
Committee and any additional evidence submitted by either
party in the Appeal that the Appeals Board deems to be
relevant.

. Inthe case of an Appeal on either of the grounds described in

Section 9.5.1(b)(ii) and (iii), the role of the Appeals Board is to
reach a Decision taking info account the grounds of the Appeal,
the original submissions to the Compliance Committee, the
compliance Committee Decision and any additional evidence
submitted by eitherpartyinthe Appealthatthe AppealsBoard
deemstobe relevant. The Appeals Board will not rehear the
original Complaint. A copy of the Appeal and Response thereto
and the original written decision of the Compliance
Committee will be sent to each member of the Appeals Board.
The Appeals Board will also be sent the original documentation
supplied by the Complainant and Respondent to the
Compliance Committeg, i.e. the Complaint and the Response
thereto.

9.5.5. Appeals Board Procedures & Timelines
The Appeals Board willendeavor to consider and deal with Complaints
inaccordance withthe following procedure andtimelines:

a.

b.

The “clock” starts when a valid Appealisreceived at the KAPI
secretariat;

A copy of the Appealis sent to the other party involved in the
Complaint, who is requested to provide a written Response,
within 10 working days.

. Uponreceipt of the Response to the Appeal, the Executive issues

the documentation to each member of the Appeals Board, i.e.
Appeal, Response to Appeal, Compliance Committee Decision,
as well as the original Complaint and Response fo the
Complaint, both of which will be included in the Appeals
document provided by both parties;

. Ameeting of the Appeals Board is arranged within 30 working

days of the date of receipt of the Appeal (i.e. whether or not the
other party hasreplied);

. Itisdesirable but not always possible toreach a Decision atthe

first meeting of the Appeals Board. From fime o fime, oddiT'@y\'
meetings may be required;
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f.

g.

Thetwopartiesinvolvedinthe Appealshallbe keptinformed of
progress with the Complaint;

The AppealsBoard may limitits deliberations to selectedrelevant
additional evidence, atitsdiscretion;

The names of the members of the Appeals Board hearing the
Appealmayonlybemade availabletoeitherparty subsequentto
the completion of acase and only then onrequest;

The AppealsBoardissuesafinalDecisionwithin 10working days
ofitslastmeeting.The Appellantisalso provided with a copy of
the Response and gets a chance to have the last word on the
result ofthe appeal e.g.ifinagreement orif they wouldlike the
matterescalatedto the KAPIExecutive Committee

Where a breach of the Code is confirmed by the Appeals Board,
the company concerned has 10 working days to confirm in
writingitsintentiontocomplywiththe
recommendations/sanctions imposed and to provide details of
any actions taken in that regard. Failure by the company
concernedtodosowillresultinthe matterbeingreferredtothe
KAPI Executive Committee;

The above time frame can be shortened orlengthened atthe
discretion of the Appeals Board Chairperson in conjunction with
the AppealsBoardmembersdepending onthe complexity of the
issues presented and having regard to the availability of the
Chairperson and members of the Appeals Board.

9.5.6. Decision of the Appeals Board
The Decision of the Appeals Board is final and binding.

9.5.7. Personal Representation during Appeals

Each party involved in an Appeal has the right to make an oral
presentation to the Appeals Board. The following conditions will apply
to allsuch personalrepresentations:

a. The KAPI Executive Committee must be nofified in writingif the

relevant party intends to exercise thisright atleast five working
daysbeforethedate ofthefirstmeetingofthe AppealsBoard;

. Detailsofthe companyrepresentativeswhowillbeinattendance

must also be provided in writing. External advisors (including
barristers or representatives from firms of solicitors) are not
permitted to attend on behalf of either party. Additionally, the
AppealsBoard Chairperson has theright to limit the number of
representatives;
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c. Asummary of each party's representations to the Appeals Board
shallbe submitted assoon as possible afterthe requestforsuch
representations andin any event, no later than five working days
before the Appealshearing. Each party tothe Appealwillreceive
the summary of the other's representations in advance of the
hearing;

d. Eachparty's presentation shallbe limitedin duration (generally to
amaximum of 20 minutes followed by 10 minutes for questions
from the Appeals Board);

e. No new material or data may be infroduced during the orall
presentation that was not previously included in the written
documentation provided to the AppealsBoard.

9.5.8. Withdrawal of Appeals

The Appellant may withdraw the Appeal at any time up until the
Response hasbeenreceived by KAPI. If an Appealis withdrawn before it
has been sent to the Respondent, the Respondent will not be informed
about the Appeal.

9.6. Requirementfor Complaints to Have Substance

All complaints submitted for consideration must have substance. In the
event of doubt about whether a complaint has substance, the KAPI
Chairperson willbe asked to adjudicate.

Inter-company complaints should not be used as a competitive tool or
abused by companies for any hidden motives. The spirit of this self-
regulatory code and the protection of the reputation of the
pharmaceutical industry as a whole should remain paramount at all
fimes.

9.6.1. Complaints concerning promotional activities otherthan
printed matter

The difficulty in particular of establishing evidence for the

Compliance Commifttee to consider in relation to complaints

concerning promotional activities such as meetings, hospitality,

samples etc.is recognized. The following requirements will therefore

apply to such complainfts:
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a. Any complaintinrelationtosuch activity musthave substance;

b. The complaint must be in writing and should contain enough
detailaboutthe activity allegedtobeinbreach ofthe Code, asto
justify the Compliance Committee's consideration;

c. Any available material evidence must be included e.g. invitation
or correspondence from the Respondent's company. The
absence of such material evidence will not preclude the
Compliance Committee's consideration of the complaint.

If the Compliance Committee considers that such a complaint
justifies investigation, it will have the right to ask the Respondent's
company to demonstrate that it was in compliance with the Code.
These provisions shall also apply in the case of appeals concerning
promotional activities other than printed matter.

9.7. Sanctions

Where the Compliance Commiftee, having considered a
complaint or referral, hasfound thatthe Code hasbeenbreachedit
shall, without prejudice to the right of any affected party to have the
matterresolved through the judicial process, have the authority to:

a. Requirethe company concernedto cease the practice foundto
be breach ofthe Code andtake allnecessary stepsto avoida
similar breachin the future;

b. Reprimand the company forthe breach of the Code;

c. Order the recovery of material found to have been in breach of
the Code;

d. Order the correction of inaccurate information by way of a
corrective notice in terms approved by the Compliance
Committee/Appeals Board;

e. Order the immediate publication of the decision in whole orin
part and specify how and to whom the decision is to be sent.

f. Inthe case of difficult and/or persistent breaches of the Code,
refer the matter to the Member company's Headquarters, The
Minister for Health and PPB;

g. Recommend fo the KAPIExecutive Committee, the suspension or
expulsion from KAPI of the offending party.

h. Impose financial penalties as per the penalty scheme in 9.7.1
below:

This list is not exhaustive and other sanctions may be applied by the
Compliance Committee/Appeals Board as appropriate.
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In the event that the decision of the Compliance Committee is
appealed, the Appeals Board shall assume responsibility for the
application of any or all of the above sanctions. In addition, the
Appeals Board may uphold the decision of the Compliance
Committeebutvarythesanctionsapplied.

As soon as a decision of the Compliance Committee becomes the
subjectofan appeal, the decision and any sanctions imposed by
the Compliance Committee isdeemed to be suspended.

9.7.1. Penalty Scheme
Financial penalties shall be imposed as follows:

a. Firstfime offender shall be fined KSh. 500,000/-

b. Asecond similar offences shall be fined KSh. 1,500,000/=

c. Consequent similar offences will attract a fine not less than 5
times the already imposed fine.

d. Member companies will be required to pay the penalty within a
month of the penalty being imposed either by the
Compliance committee or in cases of Appeal or by the
Executive Committee were natters have gone beyond the
appealsprocess.

The Ethics Committee has the mandate to fine beyond the penalty
scheme depending on the severity of the offences even for a first time
offence.

The reckoning date for all violations is the date when a decision was
issues by eitherthe Compliance Committee orthe AppealsBoard.

Ifthe membercompanyrefusesto pay the penalty, the matterwillbe
referredtothe KAPI Executive Committee. The Executive Committee will
deliberate on actions to take.

9.8. Abuse ofCode

Abuse of the Code procedure shall in itself be a breach of the Code.

9.9. RecoursetoLegal System

Acompany'srighttohaverecourse fothelegalsystemisnot affected by
participation in, and compliance with, the Code of Practice and the
Compliance Committee and the Appeals Board's decisions.
However, it is envisaged that the fransparency of procedures in this
Code will ensure that the necessity for such action will not arise.
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A Complainant/Respondent must advise the Compliance Committee
andthe Appeals Board in the unlikely event of recourse to the legal
system before or during a complaint. The Compliance Committee
or the Appeals Board, as appropriate, will have the right to take
whatever actionit sees fit under the circumstances.
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Appendices .

Criteria to consider when deciding whether to support an event
organized by athird party such asamedicalsociety (non-exhaustive):

10.1. Appendix 1:

a. ScientificProgram (Article7.1.1 of the IFPMA Code)

If the answer to any of the questions below is 'no’, then pharmaceutical
companies should consider obtaining further information or suggesting
amesdmentsbefore agreeing to anyinvolvement with the meeting:

Is the scientific program available on the event organizer's
e website well in advance of the meeting?
Doesthe scientific programcoverthe whole duration ofthe event
® withcontentgenerallyfilingthe businesshourseach day?
Is the program content scientifically grounded and adapted to
the targeted audience?

b. Entertainment, leisure activities, meals (Articles 7.1.5 and
7.1.6 of the IFPMA Code)
If the answer to any of the questions below is 'yes', then pharmaceuticall
companies should consider obtaining further information or suggesting
amesdmentsbefore agreeingto anyinvolvementwiththe meeting.
Is any entertainment (such as sightseeing tours or leisure
activities) organized in connection with the event either before,
® during or afterit
Isthereunreasonable orfrequenttravelingformealsduringthe
® event?
¢ Aremealsarrangedintouristorheritage/culturalattractions?
Are any ofthe descriptionsonthe programsuchthatthey appear
tobeexcessive (e.g.champagnereception,galadinner,efc.)?

c. Accompanying Persons (Article 7.3 of the IFPMA Code)
If the program mentions accompanying persons/guests of the
healthcare professional attendees, consider the following:
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e Are they required to pay the full reasonable costs which are not
subsidized in any way?

e Are healthcare professionals expected to participate in the
meeting rather than encouraged to join any program for
accompanying persons?

e s it clear that attendees are not being encouraged to arrive
before the meeting starts orstay on afteritends?

If the answer to any of the questions above is 'no', then pharmaceutical
companies should consider obtaining further information or suggesting
amendmentsbefore agreeing o anyinvolvement with the meeting.
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