CODE OF PROMOTIONAL PRACTICES FOR PHARMACEUTICAL REPRESENTATIVES IN KENYA
It is the goal of the Ministry of Health and that of the Pharmacy and Poisons Board to provide the public and healthcare providers with accurate, fair and objective information about medical products so that rational decisions can be made as to their use. With this in mind the Board has domesticated the International Code for Promotion of Pharmaceuticals to guide the work of Pharmaceutical Representatives.
This code is not intended to restrain the promotion of medicinal products in a manner that is detrimental to fair competition. It is intended to promote rational prescribing, dispensing and use by the players in healthcare systems.
These guidelines should be read in conjunction with the Report of the Sub-committee on Pharmaceutical Representatives of May 2006, Pharmacy and Poisons Act, Cap 244 of 2002 and the International Code for Promotion of Pharmaceuticals. 
FOREWORD
The Pharmaceutical Industry plays an important role in the provision of healthcare service in Kenya. Promotional practices by Pharmaceutical Representatives have a profound effect on the rational use of medicines and the overall benefits accruing from the healthcare system.
Ethical practices by Pharmaceutical Representatives are dependant on among other things, mode of their training, licensing and Code of Promotional Practices. These guidelines provide minimum academic and professional requirements for Pharmaceutical Representatives as well as the licensing methodology and Code of Promotional Practices.
With your cooperation, as stakeholders, the Board looks forward with great anticipation to effectively provide an enabling environment to improve on the provision of pharmaceutical services through quality Pharmaceutical Promotional Activities.
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1.0 INTRODUCTION
Medicines form a critical part of the healthcare system. The challenge facing most healthcare systems today is to enable the public access medicines that are of good quality, safe and economically affordable. Ethical promotional activities for pharmaceuticals should enhance access to medicines by the general Public. Increased access should go hand in hand with rational prescribing, dispensing and use. 
Ethical promotional practices by the Pharmaceutical Representatives must be founded on the following principles:

· Appropriate and uniform training curriculum

· Standard licensing procedures

· Universally acceptable Code of Promotional Practices  

2.0 BACKGROUND INFORMATION

Currently, a majority of persons practising as Pharmaceutical Representatives lack Pharmacological training hence are not able to conceptualize medical issues. On the other hand, the Pharmacy and Poisons Act, Cap 244, does not provide for training and licensing of the Pharmaceutical Representatives exhaustively. The Act only prescribes the licensing of Pharmaceutical Representatives to carry Part I Poisons, ideally omitting relevant aspects of the Practice. It is noteworthy that most Pharmaceutical Representatives lack ethical knowledge on advertisement and promotional activities for pharmaceutical products as well.
In an attempt to counter the adverse effects of unethical promotional activities in the pharmacy industry, the Pharmacy and Poisons Board together with the stakeholders established a sub-committee to come up with appropriate guidelines on the challenges stated in the preceding. At national level and in major hospitals, the Ministry of Health through the Pharmacy and Therapeutic Committees endeavours to promote rational use of medicines by overseeing adherence to the established Essential Drugs List.

With regard to pharmaceutical promotion, the pharmacy industry is faced with an enormous challenge of striking a balance between promotional activities for branded names and the WHO recommended rational use of Essential Medicines. As we grapple with various dilemmas in the industry, the big question remains ‘IS THERE NEED FOR PHARMACEUTICAL REPRESENTATIVES?’
3.0  DEFINITION OF TERMS

3.1 Pharmaceutical Product: All Pharmaceutical or biological products which are registered by the Pharmacy and Poisons Board as drugs including Part I and Part II poisons.

3.2 Promotion: Any activity undertaken or organized or sponsored by a company, distributor, or and importer that is promoting the prescription, recommendation, supply, sale or distribution of a Pharmaceutical product.

3.3 Health care professionals: Members of the medical, dental, pharmacy and nursing professions and any other persons who may as a result of their legal qualification be able to prescribe, supply or administer medicines.

3.4 Pharmaceutical Representative: Those persons whose duties comprise calling upon doctors, dentists, pharmacists, wholesalers or government officials who are involved in the provision of healthcare.

4.0 THE ROLE OF THE PHARMACY AND POISONS BOARD IN REGULATING PROMOTIONAL ACTIVITIES.

The Pharmacy and Poisons Board is empowered under sections 36(2) of Pharmacy and Poisons Act, Cap 244, to control pharmaceutical advertisements whereas Form 18 and 19 of the same act give provisions for licensing of Pharmaceutical Representatives to carry Part I Poisons as free samples.

Nothing is mentioned about the minimum qualification for one to be considered for a Pharmaceutical Representative Permit. There is also nothing about licensing procedure and Code of Promotional Practices. Through these guidelines the Pharmacy and Poisons Board wishes to define a criteria for registration as a Pharmaceutical Representative, licensing procedures and an applicable Code of Promotional Practices. Subsequently Cap 244 shall be reviewed to reflect these changes.

5.0 GENERAL PRINCIPALS

5.1 Pharmaceutical Representative

A representative of manufacturing company, importer, distributor, wholesaler, etc., licensed by the Pharmacy and Poisons Board to conduct promotional activities through provision of information about drugs on behalf of the firm to health care professionals. They are also licensed to carry drugs as samples in the course of their duties.

5.2 Order Takers
Shall be involved in taking orders on behalf of their companies. They shall not be involved in provision of scientific information about drugs and will not carry and/or issue out samples.

5.3 Training and Academic Qualifications

The following qualifications shall be the minimum criteria for consideration as a Pharmaceutical Representative by the Pharmacy and Poisons Board.

5.3.1. A degree in Pharmacy, Cap.244

5.3.2. A diploma in Pharmacy, Cap 244

5.3.3. A degree in Medicine and Surgery, Cap 255

5.3.4. A degree in Veterinary Medicine, Cap 366

5.3.5. A degree in Dentistry, Cap 253

5.3.6. A degree in Nursing, Cap 257

5.3.7. A diploma in Clinical Medicine, Cap 260

5.3.8. A diploma in Nursing, Cap 257

5.3.9. Any other qualification the Pharmacy and Poisons Board deems satisfactory

5.4 Transition Period
5.4.1 All Pharmaceutical Representatives in the field by the commencement date of these guideline will be absorbed subject to the following conditions:

a) Pharmaceutical Representatives with a field experience of four (4) years or more will be evaluated by a committee appointed by the Pharmacy and Poisons Board, based on a criteria to be established for the purpose of enrolment.
b) Pharmaceutical Representatives who have been in the field for less than four years will be expected to undergo an appropriate Pharmacological training as prescribed by the Training and Assessment Committee of the Pharmacy and Poisons Board.
5.5 Licensing
5.5.1 A person requesting to be issued with a Pharmaceutical Representative Permit shall submit an application to the Registrar, Pharmacy and Poisons Board on a prescribed form

5.5.2 The Pharmacy and Poisons Board may, upon consideration, approve with or without conditions, or reject, such an application.
5.5.3 If a permit is allowed, it shall be valid for a period ending on 31st December of the calendar year.

5.5.4 A licensed Pharmaceutical Representative must, at least three (3) months before the expiry date, apply to the Registrar, PPB, for renewal of a permit in accordance with the procedure prescribed by the Pharmacy and Poisons Board.

5.5.5 The Pharmacy and Poisons Board may without assigning any reason thereof cancel a permit for a Pharmaceutical Representative
5.5.6 A roll of Pharmaceutical Representatives will be kept by the Registrar, Pharmacy and Poisons Board, and every employer will have to pay a fee for the annual practice license for every Pharmaceutical Representative in their firm.
5.5.7 All Pharmaceutical Representatives will sign a code of conduct based on the Code of Pharmaceutical Promotion in Kenya.

5.5.8 Foreign Pharmaceutical Representatives to be given temporary permits by the Pharmacy and Poisons Board according to the guidelines to be developed.

6.0 CODE FOR PHARMACEUTICAL PROMOTION IN KENYA
The Code sets out standards for the ethical promotion and conduct of Pharmaceutical Representatives in their interactions with healthcare professionals to ensure that they are appropriate and perceived as such.

6.1 Interactions

The relationship of the Pharmaceutical industry with healthcare professionals is intended to benefit patients and to enhance the practice of medicines. Interactions should be focused on informing healthcare professionals about products, providing scientific and educational information, and, supporting medical research and education.

6.2 Independence of Healthcare Professionals

No financial benefit or benefit-in-kind (including grants, scholarships, subsidies, support, consulting, contracts or educational or practice related items) may be provided or offered to healthcare professionals in exchange for prescribing, recommending, purchasing, supply or administering products or a commitment to continue to do so. Nothing may be offered or provided in a manner or conditions that would have an inappropriate influence on a healthcare professional’s prescribing practices.

6.3 Appropriate Use

Promotion should encourage the appropriate use of Pharmaceutical products by presenting them objectively and without exaggerating their properties.

6.4 Transparency of Promotion

Promotion should not be disguised. Clinical assessments, post-marketing surveillance, experience programs and post-authorization studies must not be disguised promotion. Such assessments, programs and studies must be conducted with a primarily scientific or educational purpose. Material relating to Pharmaceutical products and their uses, whether promotional in nature or not, which sponsored by a company or distributor/importer should clearly indicate by whom it has been sponsored.

7.0 PRE-APPROVAL COMMUNICATION
No Pharmaceutical product shall be promoted for use unless it has been registered by the Pharmacy and Poisons Board.

8.0 STANDARDS OF PROMOTIONAL INFORMATION
8.1 consistency of product information

Promotion should be consistent with the approved product information.

8.2 Accurate and not misleading

Promotional information should be clear, legible, accurate, balanced, fair, objective and sufficiently complete to enable the recipient to form his or her own opinion of the therapeutic value of the Pharmaceutical product concerned. Promotional information should be based on an up-to date evaluation of all relevant evidence and reflect that evidence clearly. It should not mislead by distortion, exaggeration, undue emphasis, omission or any other way. Every effort should be made to avoid ambiguity. Absolute or all-embracing claims should be used with caution and only with adequate qualification and substantiation. Descriptions such as ‘safe’ or ‘no side effects’ should generally be avoided and should always be adequately qualified.

8.3 Substantiation

Promotion should be Capable of substantiation either by reference or reference to approved labelling or by scientific evidence. Such evidence should be made available on request to healthcare professionals.

9.0 SPONSORSHIP
Companies may sponsor healthcare professionals to attend events provided such sponsorships is in accordance with the following requirements:

· The event complies with the hospitality requirements in this code as described in 6.0. 

· Sponsorship to healthcare professionals is limited to the payment of travel, meals, and accommodation and registration fees.

· No payments are made to compensate healthcare professionals for time spent in attending the event.

· Any sponsorship provided to individual healthcare professionals must not be conditional upon an obligation to prescribe, recommend or promote any Pharmaceutical product.

9.1 Guests

Companies should not pay any costs associated with individuals accompanying invited healthcare professionals.

9.2 Payments for Speakers and Presenters

Payments of reasonable fees and reimbursement of out-of-pocket expenses, including travel and accommodation may be provided to healthcare professionals who are providing genuine services as speakers or presenters on the basis of a written contract with the company at the event.

10.0 HOSPITALITY
10.1 Appropriate Venue

All events should be held in an appropriate venue that is conducive to the scientific or educational objectives and the purpose of the event or meeting. As a general rule, the hospitality provided should not exceed what the healthcare professional recipients would normally be prepared to pay for themselves.

10.2 Limits of Hospitality

Hospitality should be limited to refreshments and or meals incidental to the main purpose of the event and not their guests, and, if it is moderate and reasonable as judged by local standards.

11.0 PRINTED PROMOTIONAL MATERIAL 
11.1 All Printed Promotional Material including Advertisements

Must be legible and include: 

11.1.1 The name of the product (normally the brand name)

11.1.2 The active ingredients, using approved names where they exist

11.1.3 Name and address of the company or its agent responsible for marketing the product

11.1.4 Date of production of the advertisement

11.2 Advertisement for OTC medicines 

The advertisement shall not be run unless they have been approved by the Pharmacy and Poisons Board.

12.0 GIFTS AND ITEMS OF MEDICAL UTILITY
12.1 Cash

Payments in cash or cash equivalents (such as gift certificate or airtime) must not be offered to healthcare professionals

12.2 Personal Gifts

Gifts for the personal benefit of healthcare professionals (including, but not limited to music CD’s, DVDs, sporting or entertainment tickets, electronic items) must not be offered.

12.3 Promotional Aids

Promotional aids or items may be provided or offered to healthcare professionals and appropriate administrative staff, provided the gift is of minimal value and relevant to the practice of the healthcare profession.

12.4 Items of Medical Utility

Items of medical utility may be offered or provided free of charge provided such items are of modest value and are beneficial to the provision of medical services and for patient care.

13.0 SAMPLES
13.1 Samples 

Samples may be supplied to healthcare professionals in order to enhance patient care. Samples should not be resold or otherwise misused.

13.2 Samples of Part I Poisons

Samples of Part I poisons shall not be offered to the general public or patients

13.3 Samples and Clinical Trials

Samples shall not be used to conduct clinical trials

13.4 Acceptance of Samples

Pressure should not be placed on healthcare professionals to accept samples

13.5 Marking of Samples 

Samples must be marked in an appropriate manner

14.0 ETHICAL STANDARDS
14.1 Products, activities or representatives of other Pharmaceutical companies must not be disparaged.

14.2 The Medical and scientific opinions of opinion leaders and health professionals must not be disparaged.

14.3 Promotional materials must not be deliberately disguised.

14.4 During the course of study, Pharmaceutical Representatives shall not disguise themselves as patients or relatives.

14.5 Name tags indicating Name and Organization represented shall be worn by the Pharmaceutical Representatives for easy identification.

14.6 Pharmaceutical Representatives shall carry their registration certificates issued by the Pharmacy and Poisons Board, which shall be produced on demand.

14.7 Clinical areas shall be out of bounds for detailing unless prior approval has been granted.

14.8 Continuing Medical Education shall be organized and conducted on request and on agreed terms between the group of healthcare professionals and the organizing organization.

15.0 INFRINGEMENT, COMPLAINTS AND ENFORCEMENT
15.1 Detailed reports of infringement and complaints shall be forwarded to the Pharmacy and Poisons Board. However, it is recommended that industry try and resolve issues before forwarding to the Pharmacy and Poisons Board. 

