Guidelines

For

Parallel Importation of Medicines 

In Kenya

This document has been prepared to serve as a guide to individuals wishing to submit applications for Parallel Importation of Medicines. It represents the Pharmacy and Poisons Board’s current thinking on access to safe and quality medicines that are cost effective.

The Board reserves the right to request for additional information to establish the safety, quality and efficacy of a medicine and to make amendments in keeping with the current knowledge at the time of consideration of data accompanying applications for a license and or permit, or, for amendment of the Registration of a Parallel imported medicine.
These guidelines should be read in conjunction with the Task Force Report on Parallel Importation and Illegal Trade in Pharmaceuticals, the Pharmacy and Poisons Act, Cap 244 of 2002, Industrial Property Act, Sections 58(2), 80(1A), (1B), (1C) and the Pharmacy and Poisons Board’s Guidelines for Registration of Premises, Product Recall and Withdrawal, Drug Registration and Good Distribution Practices.
FOREWORD
Over the last couple of years, concern among stakeholders in the pharmaceutical industry over the proliferation of legal and illegal pharmaceutical players, and, the increasing number of generics and counterfeits per given branded original has been overarching. The Ministry of Health together with the Pharmacy and Poisons Board not only share these concerns but continuously strive to find lasting solutions.

Whereas the rights of Patent Holders and or those of Holders of Certificates of Registration are to be protected it is important that the public should be accorded safe quality and efficacious medicines at affordable prices. This document strikes a balance between the rights of Patent Holders and or Holders of Certificates of Registration and the rights of the public to access affordable quality medicines.
It is noteworthy that TRIPPs Articles protect the interests of Patent/Certificate of Registration Holders; TRIPPs Flexibilities provide circumstances under which the public can access quality medicines affordably. It is in line with TRIPPs Flexibilities that Industrial Property Act, Sections 58(2), 80(!A),(1B),(1C) were enacted. Section 58(2) of the Intellectual Property Act allows for Parallel Importation of Articles put on the market outside Kenya. Meanwhile, the Ministry of Health is in the process of reviewing Section 44(1) of the Pharmacy and Poisons Act, Cap 244, to allow for Parallel Importation of medicines.

These guidelines provide a framework through which the Parallel Importation of medicines can be regulated to:

· Avail quality, safe and efficacious medicines to the public at affordable prices

· Protect the rights of Holders of Patents and or Certificates of Registration

· Protect the Public against counterfeits and illegal traders  

I believe that your cooperation as stakeholders will enable the Pharmacy and Poisons Board to achieve these noble objectives.

DR. SIYOI, F. M.
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PHARMACY AND POISONS BOARD GUIDELINES FOR PARALLEL IMPORTATION OF MEDICINES IN KENYA DOCUMENT VER. 2.0
1.
INTRODUCTION 

Medicines form a major part of an effective healthcare system.  The main objective of such a healthcare system is to provide the public access to medicines that are of good quality, safety and efficacy and that are economically affordable.  This is captured clearly in the Kenya National Drug Policy of 2006 and the mission statement of the Pharmacy and Poisons Board.

Access to medicines becomes even more critical given that majority of our population live below poverty line and face serious pandemics such as HIV/AIDS, malaria, drought and famine.

2.
BACKGROUND

The main objective of the National Health Policy as expounded in the National Health Strategic Plan of 2005 – 2010 is to ensure that all people, particularly those disadvantaged, have access to good quality healthcare.  This key objective is, however, being constrained by the escalating costs of services, facilities and medicines.

In an attempt to address these issues the Government came up with the Industrial Property Act of 2001 as a means to facilitate, among other things, access to affordable medicines by all.  Section 58(2) of this Act allows for the importation and registration of medicines which are under patent, are already registered in Kenya, and which originate from any site of manufacture approved by the Board, regardless of any existing patent rights. (Section 58(2): The rights under the patent shall not extend to acts in respect of articles which have been put on the market in Kenya or in any other country or imported into Kenya.) 

3.
THE ROLE OF PHARMACY AND POISONS BOARD IN PARALLEL          IMPORTATION OF MEDICINES
The Minister for Health in consultation with the Pharmacy and Poisons Board is empowered by section 44(1) of the Pharmacy and Poisons Act, Cap 244 of 2002 to make rules under which medicines may be imported into Kenya.  By exploiting section 58 (2) of the Industrial Property Act of 2001, the Ministry of Health, through the Pharmacy and Poisons Board, has hereby developed guidelines for parallel importation of patented medicines, medicines registered in Kenya and medicines from authorized sites.

A parallel imported medicine must have the same formulation, meet the same quality standards and is intended to have the same proprietary name as the medicine already available and registered in Kenya.  In addition any person or company registered by the Pharmacy and Poisons Board, other than the person or company that is the holder of the registration certificate of the medicine, may import such medicine.  It may also be obtained form any manufacturing site used by the original manufacturer and which is approved by the Board in accordance with the current technical requirements and/or in collaboration with the Regulatory Authority of the country from which the medicine is imported.

Thus, to procure a cost-effective or less expensive medicine than the one already registered and available in the Kenyan Market, the Registrar may authorize, through a permit the importation of the same medicine manufactured by, or on behalf of the approved manufacturer from any other country and the restrictions imposed by the patent or registration shall not apply.

4.
 DEFINITIONS 

4.1     Parallel Importation

The importation into the Republic of Kenya Medicine (s) protected under patent and/or registered in the Republic of Kenya that has been put onto the market outside the Republic of Kenya by or with consent of the patentee and/or authorized agent in respect of such medicines(s)

4.2     The expressions “Parallel Importer”, “Parallel Imported medicines (s)”,   

         “Parallel imported”, “to Parallel Import”, “to be Parallel Imported”, and  

          “Parallel Importation Permit” shall have the corresponding meanings to  

           “Parallel Importation)
4.3 
Medicine means any substance or mixture of substances used or purporting to be suitable for use or manufactured or sold for use in:

a) The diagnosis, treatment, mitigation, modification or prevention of disease, abnormal physical or mental state or the symptoms thereof in man: or,

b) Restoring, correcting or modifying any somatic or psychic or organic function in man, and includes any veterinary medicines.

4.4
Holder of Patent and or Holder of Certificate of Registration mean a person in whose name a Patent or Registration Certificate has been granted and who is responsible for all aspects of medicine including quality and safety and compliance with conditions of registration. This terminology or phrase will also include the agent/distributor of the medicine.
5.
CONDITIONS FOR PARALLEL IMPORTATION OF MEDICINES

5.1 Any patented and/or branded medicine may be imported in terms of; 

Section 58 (2) of the Industrial Property Act of 2001, and, Section 44(1) (and the corresponding Rules) of the Pharmacy and Poisons Act of 2002, if it is already registered in Kenya.

5.2 A person or company that wished to parallel import must apply to the Registrar, Pharmacy and Poisons Board, to be registered as a Parallel Importer.

5.3 A Parallel Importer must have all the medicines to be parallel imported registered by the Board according to laid down guidelines for registration of parallel imported medicines.

5.4 A registered Parallel Importer must apply to the Registrar, PPB, for an import permit to parallel import medicines.
5.5 The Holder of a Certificate of registration for a medicine in Kenya shall not be entitled to prevent its importation into Kenya, nor its sale, on account of the existence of a patent and or registration of such a medicine.

5.6 The Parallel Importer shall be responsible and liable for the parallel imported medicines for example, in the event of a recall or adverse event and must notify the Board of these situations.

5.7 The Parallel Importer shall be liable for destruction of any expired, parallel imported medicines still remaining on stock after the expiry date, whether during the duration of the registration or after the parallel importation registration has expired.

6.
PROCEDURE FOR REGISTRATION AS A PARALLEL IMPORTER
6.1 The application for registration as a Parallel Importer of medicines must be submitted to the Registrar, Pharmacy and Poisons Board.  The application must be accompanied by the following:

(i) A certified copy of the premises license in terms of Section 23 of the Pharmacy and Poisons Act, Cap 244 of 2002 and all the documents required during the processing of the license,

(ii) A certified copy of the Wholesale Dealers license in terms of Section 27 of the Pharmacy and Poisons Act and all the documents required during the processing of the license.

(iii) The prescribed application fee,

(iv) An undertaking that the applicant will ensure the continued safety, efficacy and quality of the medicine and,
(v) Any other information the Board may require from time to time.
6.2 The Board may, upon consideration, approve with or without conditions, or reject, such an application.

6.3 If a registration is allowed, it shall be valid for a period ending on 31st December of the calender year.
6.4 A registered Parallel Importer must, at least three (3) months before the expiry date, apply to the Registrar, PPB, for renewal of registration in accordance with the procedure prescribed by the Board.

6.5 The Board may without assigning any reason therefore cancel registration as a Parallel Importer of medicines.

7 PROCEDURE FOR OBTAINING A PERMIT TO PARALLEL IMPORT 

MEDICINES
7.1 The application for a permit to parallel import a medicine must be submitted to the Registrar, Pharmacy and Poisons Board.  The application must be accompanied by the following:

(i) Evidence of registration as a Parallel Importer,

(ii) Written confirmation of the lowest price at which the medicine is currently sold by the holder of the certificate of registration in Kenya dated not more than one month before the date of submission of the application for a parallel import,

(iii) The price at which the parallel imported medicine will be sold in Kenya by the importer,

(iv) A declaration by the importer that the medicine to be imported is a medicine under patent and/or registered in Kenya,

(v) Evidence that the medicinal product to be parallel imported is registered by the importer for the said purpose,

(vi) The prescribed import permit processing fees,

(vii) Any other information the Board may require.

7.2 The registrar may, upon consideration, approve with or without conditions, or reject such an application,

7.3 If a permit is issued, it shall be valid for only one import transaction in the calendar year ending 31st December

7.4 The Registrar may, at anytime cancel the permit to import any medicine.

8 PROCEDURE FOR OBTAINING REGISTRATION OF A MEDICINE THAT IS TO BE PARALLEL IMPORTED
8.1 A registered Parallel Importer wishing to register medicine for the purpose of parallel importation must apply to the Board for:
(i) Authorisation to import a sample of the medicine to be submitted together with the application for registration of the medicine; and 
(ii) Registration of the medicine; using a prescribed form issued by the Registrar, Pharmacy and Poisons Board.
8.2 An application for the registration of a parallel imported medicine must be accompanied by the following:
(i) Copies of the package insert and patient information leaflet, which must be translated into either English or Kiswahili.
(ii) An appropriately labelled commercial sample of the medicine in accordance with the labelling requirements set up by the Pharmacy and Poisons Board.
(iii) Information on the exporter, stating whether it is a manufacturer, packer, re-packer, wholesaler or broker.
(iv) A cGMP certificate from a recognized authority, which must be specific for the manufacturer, packer, re-packer, laboratory, distributor, wholesaler, broker of the imported medicine.
(v) Real-time stability data for the duration of shelf-life using a stability indicating method for the active pharmaceutical ingredient according to the requirements of the Guidelines for Stability Studies.
(vi) Comparative dissolution data against a Board-approved product (same formulation, same dosage, etc) that has been procured in Kenya.
(vii) Prescribed application fee.

8.3 The following is the minimum information required for the registration of a parallel imported medicine:
(i) Administrative data; Part 1, section 1-7 of the Application for Registration of a Drug, Form I.
(ii) Part III, section 9 of the application for Registration of a Drug, Form I.

(iii) Part IX, section 15 of the Application for Registration of a Drug, Form I.

8.4 The Board will only consider approval of the medicine if the Importer has:
(i) Been registered as a Parallel Importer. 
(ii) A registered office in Kenya.

(iii) Premises approved and or registered by the Board for the purpose of wholesaling and or distributing medicines.
(iv) A superintending Pharmacist in terms of the Pharmacy and Poisons Act, Cap 244 of 2002.
(v) Undertaken to be responsible for ensuring that such medicine meets the safety, quality, and efficacy standards as determined by the Board and accept liability for any consequences arising from the distribution and use of the medicine.
(vi) In place recall procedures as determined by the Board.
(vii) Complied with any other conditions as the Board may determine; and
(viii) A Board approved manufacturing site in the case where the imported medicine is to be repackaged.

8.5 A Parallel Importer may proceed with the sale of the medicine(s) only after the medicine(s) has been registered.
9 REGISTRATION OF MEDICINES TO BE PARALLEL IMPORTED

9.1 The evaluation and registration of medicines intended for importation will follow the same procedures as provided for in the Pharmacy and Poisons ( Registration of Drugs) Rules of the Act and as prescribed in the guidelines, except as specified under item 8 .3 above.
9.2 The Board may impose any conditions necessary for the registration of the medicine(s).
9.3 Registration of such medicine(s) will be valid for five (5) years renewable as per the regulations and guidelines developed by the Board for that purpose.
9.4 There will be an annual retention fee to be paid by the Importer to maintain the medicine(s) on the Register of parallel imported medicines.
9.5 The Registrar, Pharmacy and Poisons Board, shall keep a Register for parallel imported medicines.
10 CANCELLATION OF REGISTRATION OF PARALLEL IMPORTED MEDICINES

The Registrar may, on good cause shown and in consultation with the Board, cancel the registration of any parallel imported medicine(s).
11 INFORMATION TO BE PROVIDED TO THE PATENT HOLDER OR HOLDER OF THE CERTIFICATE OF REGISTRATION

11.1 The Registrar must, within 30 days after registration of the medicine, inform the patent holder or the holder of the Certificate of Registration in Kenya, of this fact.

11.2 The Parallel Importer may not manufacture or re-export any medicine(s) registered in Kenya as parallel imported medicine(s).
12 RE-PACKAGING AND RE-LABELLING OF PARALLEL IMPORTED MEDICINES
12.1  Where the medicine(s) is to be repackaged in Kenya   after importation, this must be done at a site approved and license by the Board.
12.2 The medicine(s) must be labeled, packaged and have a package insert and patient information leaflet as prescribed by the Board (Pharmacy and Poisons, Registration of Drugs Rules).
12.3 The Parallel Importer may use the proprietary name approved in Kenya as well as any trademarks applicable to the medicine(s) in order to ensure the public health interests.
12.4 The words “Parallel Imported Medicine” or the abbreviation “PIM” must be included on the label of each distributed pack.

12.5 The batch numbers, expiry and manufacturing dates of repackaged medicine(s) must be identical to those of the original medicines and all original packaging material must be destroyed.
12.6 Any other parallel imported medicine(s) that is in its original package form must have a sticker bearing the words “Parallel Imported Medicine” or the abbreviation “PIM” (plus name and address o the Parallel Importer) on each distributed pack.

13 INFORMATION THAT MUST BE PROVIDED TO THE BOARD IF AND WHEN IT OCCURS

The following information must be availed to the Board by the Parallel Importer if and when it occurs;

13.1 Any change in the condition under which the medicine was registered.

13.2 Any adverse drug reaction or events arising from the use of the medicine(s).
13.3 Any report of risks associated with the medicine(s) that may affect its quality, safety and efficacy. 

14 TRANSFER OF CERTIFICATE OF REGISTRATION
A certificate of registration for a parallel imported medicine may only be transferred to another person or company with the approval of the Board after paying a prescribed fee.

15 AMENDMENTS TO THE DETAILS OF A PARALLEL IMPORTED MEDICINE
15.1 The Importer must apply to the Board, through the Registrar for approval of any change in the conditions of registration of any imported medicine(s) or change in the storage conditions or change in any particulars of the medicine(s). 

15.2 The application must be accompanied by prescribed fees.
15.3 Evaluation of the changes applied for will be as per the Drug Registration Guidelines of the Board.
16 FORMS TO BE COMPLETED

Form PIM – 1: Application to be registered as a Parallel Importer of medicine(s).

Form PIM – 2: Application for registration of parallel imported medicine(s).

Form PIM – 3: Application for importation of parallel imported medicine(s).

PHARMACY AND POISONS BOARD STANDARD OPERATING PROCEDURES FOR: 

1) REGISTRATION AS A PARALLEL IMPORTER
2) PROCEDURE FOR OBTAINING A PERMIT TO PARALLEL IMPORT MEDICINES

PROCEDURE FOR OBTAINING A PERMIT TO IMPORT SAMPLES OF A MEDICINE TO BE REGISTERED AS A PRODUCT TO BE PARALLEL IMPORTED 

SOP NO: PPB/TA/PI – 1

1.0 TITLE: REGISTRATION AS A PARALLEL IMPORTER
1.1 OBJECTIVE

To describe the procedure of receiving and processing an application for registration as a Parallel Importer and to define the acceptability criteria.

1.2 SCOPE
This SOP covers receipt, processing and acceptance criteria for an application to be registered as a Parallel Importer.

1.3 RESPONSIBILITY
It is the responsibility of the Head, Trade Affairs at the Pharmacy and Poisons Board to ensure that this SOP is followed.

1.4 PROCEDURES:
1.4.1
Enquiries:-

A technical person will collect background information about the applicant through e-mail, telephone, website, face to face conversation etc.

The areas to be covered will include:

(i)
Registration status of the person as a Pharmacist.

(ii)
Registration status of the premises.

(iii) Evidence that the applicant has a Wholesale Dealers License.

1.4.2 If satisfied with specifications in 1.4.1 issue the application with an invoice to pay the prescribed application fee.

1.4.3 The applicant upon production of an authentic receipt of payment of an application fee is issued with an application form, PIM – I and the guidelines on parallel Importation of 2006, and any other information and clarification. 

1.4.4 Submission of application
(i) Application will be received from the applicant by a technical person in the Trade affairs Department.

(ii) The application submitted will have the following documents:

· Filled form PIM – I

· Copy of Certificate of Registration of the superintendent pharmacist.

· Copy of the Practice License of the superintendent pharmacist

· Copy of Wholesale Dealer’s License.

· Personal Identification information of the superintendent pharmacist.

· Duplicate copy of the payment receipt.

(iii) Upon production of the necessary document (see guidelines) by the applicant, a file will be opened and a reference number issued  (see SOP data management guideline).

(iv) An acknowledgement letter of receipt of the application will be issued to the applicant and a copy of which will be kept in the applicants file.

(v) The applicants file will be kept in a registry of Parallel Importers – Applicants.

(vi) The application will also be kept in the appropriate soft ware.

1.5
PROCESSING OF THE APPLICATION

1.5.1 Within four weeks from the date of submission, the applicants file will be presented by the Head, Trade Affairs, to the Practice Committee of the Board for consideration.
1.5.2 Once approved by the Practice committee, and with appropriate signed minutes, the Registrar will issue a registration Certificate on a prescribed form.
1.5.3 If the application is rejected by the Practice Committee, the rejection and reason for the rejection will be communicated to the applicant on behalf of the Registrar, by the Head, Trade Affairs.

1.6
The Head Trade Affairs on behalf of the Registrar will enter the name of an approved Parallel Importer in a Register kept for that purpose.

1.7
DEFINITIONS


1.7.1
A Parallel Importer:

One who imports into Kenya, medicine(s) protected under patent and/or registered in the Republic of Kenya that have been put onto the market outside the Republic of Kenya or with the consent of the Patentee and/or authorized agent in respect of such medicine(s).

1.8
REFERENCES 


1.8.1
Industrial Property, Act, Section 58 (2), section 80 (IA), (IB), (IC).


1.8.2
Guidelines for a Parallel Importation of medicine.


1.8.3
The Pharmacy & Poisons Act, Cap 244 Laws of Kenya.

SOP NO: PPB/TA/PI – 2

2.0 TITLE:  PROCEDURE FOR OBTAINING A PERMIT TO PARALLEL  

         IMPORT MEDICINES
2.1 
OBJECTIVE

To describe the procedure of receiving and processing an application for an Import Permit to parallel import medicines.
2.2 
SCOPE
To provide the procedure and guidelines for receipt and processing of applications for Import Permits to parallel import medicines.

2.3 
RESPONSIBILITY
It is the responsibility of the Head, Trade Affairs to ensure that this SOP is followed by all concerned.

2.4 
PROCEDURE
2.4.1 
The application will be received from the applicant by a clerk in the Trade             Affairs Department.
2.4.2 
The application will be assessed as follows:

(i)    Filled Ministry of Health Authorization forms in duplicate.
(ii)    Filled Import Declaration form in duplicate.

(iii)    Proforma invoice from the supplier in duplicate.

(iv)   Copy of PIM Registration Certificate for the medicines to be parallel  

               Imported. 

(v)   Copy of the Registration Certificate as a Parallel Importer.

(vi)   Copy of the Wholesale Dealer’s License for the Parallel Importer.

(vii)    Filled Import Permit forms in triplicate.

2.5          PROCESSING OF THE APPLICATION
2.5.1       The Registrar or the Head, Trade affairs will sign the Ministry of               

HEALTH Authorization forms, Import Declaration Forms (IDF) and the Import Permit forms.

2.5.2 
 A clerical officer in the Department of Trade Affairs will assign reference      numbers to the IDF and the Import Permit and make necessary entries in a hard copy as well as soft copy according to the SOP Data Management Guidelines. 

SOP/PPB/TA/PIM – 3
3.0  
TITLE: PROCEDURE FOR OBTAINING A PERMIT TO IMPORT   

SAMPLES OF A MEDICINE TO BE REGISTERED AS A PRODUCT TO BE PARALLEL IMPORTED.

3.1
OBJECTIVE:

To describe the procedure of receiving and processing an application to Import samples of a medicine to be parallel imported for registration purposes.

3.2 SCOPE 
3.2.1
This procedure applies to application for “new drug registration” for human and veterinary use.

3.3
RESPONSIBILITY



The Head, Trade Affairs will ensure that this SOP is followed.

4.0

PROCEDURE

4.1
The application will be received from the applicant by a clerk in the Trade Affairs Department.

4.2
The application will be assessed as follows.

(i) Complete Import permit forms in triplicate.

(ii) Copy of a wholesale Dealers License.

(iii) Copy of a Registration Certificate as a Parallel Importer.

(iv) Duplicate of receipt for IDF processing fee.

5.0
PROCESSING OF THE APPLICATION
5.1
The Registrar or the Head, Trade Affairs will sign the completed Import permit forms.

5.2
A clerical officer will sign a reference number to the Import permit forms and make the appropriate entries in both a hard and soft copy (see – SOP Data management Guidelines).
REPORT OF THE TASK FORCE ON PARALLEL IMPORTATION,

COUNTERFEITS AND ILLEGAL TRADE IN PHARMACEUTICALS
INTRODUCTION

The importance of the Pharmaceutical Industry in the provision of Health care Services in Kenya cannot be overemphasized. The nature and extent of the burden of disease amongst the poor population is a critical concern to the nation. 

Intellectual Property Laws and specifically Patent Laws are national laws effective within national territories. It is important to appreciate that International Treaties, particularly TRIPs and TRIPs Flexibilities have achieved substantial international harmonization of principles. Member countries of WTO are obliged to subscribe to various WTO Articles and to provisions of the TRIPs and its flexibilities.  TRIPs provide that patents should be available in all fields of technology and empower the patent owner with exclusive rights to enjoy monopoly over the exploitation and use of the patented product or technology. Others are prevented from making, using, offering for sale or importing the patented product(s) or technology unless with authorization from the patent holder.

TRIPs also provide for circumstances in which limitations or exceptions may be introduced or measures adopted restricting the rights of the patent holder. TRIPs has inbuilt flexibilities that can be used by countries to structure their patent regimes to take into account their national interests. Flexibilities can be used to control the impact of patent on access to medicines as follows: 

1. Early entry of generics of the patented product into the market.

2. Voluntary and compulsory licensing for manufacture of the patented product.

3. Governmental use orders 

4. Exhaustion of Rights nationally and internationally

Countries could use the appropriate combination of flexibilities to improve the access of citizens to medicines. It is a matter of national laws that stipulate the domestic position regarding exhaustion of Rights internationally and the legitimacy of parallel importation of pharmaceutical products. Exhaustion of Patent Rights is provided for in Section 58(2) of the Industrial Property (IP) Act: ‘The Rights under the patent shall not extend to acts in respect of Articles which have been put on the market in Kenya or in any other country or imported into Kenya by the owner of the patent or with his express consent’. The Pharmacy and Poisons Act, cap 244 is not consistent with the IP Act section 58(2) because it has no provisions for exhaustion of Rights internationally. In that respect, the Pharmacy and Poisons Act, cap 244 does not provide for Parallel Importation of pharmaceutical products.  

It is noteworthy that Pharmaceutical Counterfeits are a major problem in most countries Kenya being one of them. Counterfeits have a major adverse impact on public health. This problem is more pronounced in a situation where the manufacture, importation, distribution, supply and sell of medicines are less regulated and enforcement is weak. In Kenya, this is evident at the Ports of Entry (common with briefcase suppliers) and in the numerous outlets run by quacks. The Pharmacy and Poisons Act, cap 244 is silent on Counterfeits and the draft Counterfeit Bill is yet to be legislated.

Parallel Importation can be healthy and meaningful if it enables greater access to medicine by the public. However, in the absence of a strong regulatory framework, this trade practice can facilitate an influx of Counterfeits and may lead to unethical trade practices as well as unfair competition. This will discourage investors from registering pharmaceutical products in this country.

PROBLEM STATEMENT

The problem is that the Pharmaceutical Industry is dominated by the Agents of the branded products under the auspices of KAPI and the Kenyan public has suffered from harmful monopoly effects such as high prices and limited supplies. KPDA represents a group of Practitioners set on exploiting Section 58(2) of the IP Act through Parallel Importation to trade in branded pharmaceuticals put into the national market by KAPI. This situation not only precipitated acrimony and press wars, but also, threatened to create anarchy in the Pharmaceutical Industry and the smooth provision of Health Services to the public. This task force was formed and given the mandate to address this problem.

JUSTIFICATION OF THE TASK FORCE

This task force was necessitated by the fact that access to affordable Health care is a critical issue at the heart of any nation. As such, the problem statement called for:

· The need to streamline the practice of the various players in the supply of pharmaceuticals for the benefit of the public.

· Create peace and harmony among the practitioners in the Pharmaceutical Industry.

· Encourage growth and development of the Pharmaceutical Industry.

· To restore public confidence in the Pharmaceutical Industry.
SCOPE OF THE TASK FORCE

· Explore the various laws that deal with trade in Pharmaceuticals in Kenya which include: IP Act, The Pharmacy and Poisons Act, cap 244, and, WTO Articles including TRIPs and TRIPs Flexibilities.

· To examine the activities of KAPI and KPDA

· To make recommendations on the way forward

METHODOLOGY

A total of nineteen Participants from KAPI, KPDA, PPB Secretariat, PSK and KPA were involved in Focused Group Discussions. Consultative discussions were carried out in nine sessions at the Pharmacy and Poisons Board. Conclusions were based on the discussions. The following reference materials informed and enriched the group discussions: The Industrial Property Act; the Pharmacy and Poisons Act, cap 244; Public Health Act, Cap 242; TRIPs and TRIPs Flexibilities; The Trade Marks Laws; and, the Counterfeit Draft Bill.

FINDINGS

· The Pharmacy and Poisons Act, cap 244 does not allow for Parallel Importation but carries provisions for control of Illegal Trade in Pharmaceuticals.

· The Industrial Property Act, cap 250 allows Parallel importation of Pharmaceuticals but does not have specific provisions for control of illegal trade and Counterfeits. 

· The Trade Related Aspects of Intellectual Property Rights (TRIPs) and the subsequent TRIPs Flexibilities if domesticated through local laws allow for Parallel importation but does not address control of Illegal Trade in Pharmaceuticals.

· Parallel Importation of Pharmaceuticals as practiced then did not improve access to medicines by the general public.

· Cases were cited where Parallel Importation of Pharmaceuticals had facilitated the influx of Counterfeits.

· Parallel Importation of Pharmaceuticals as practiced impacted negatively on the process of Drug Registration.

RECOMMENDATIONS

1. The Pharmacy and Poisons Board should be strengthened to better regulate the Pharmaceutical Industry to ensure a level playing field and minimize illegal trade in pharmaceuticals and inflow of counterfeits.

2. All parallel imported products should be registered by the importers with the Pharmacy and Poisons Board so as to guarantee traceability.

3. Guidelines should be developed by the Pharmacy and Poisons Board giving specific registration requirements for parallel imported products and should also contain obligations of the Drug Regulatory Authorities of the exporting countries.

4. The government should develop a pricing policy for parallel imported products to encourage competition and ensure access to medicines by the general public.

5. The inspectorate Department at the Pharmacy and Poisons Board should be strengthened to effectively man the ports of entry in collaboration with other arms of government. 

6. The Pharmacy and Poisons Act, Cap 244 should be reviewed to accommodate parallel importation in line with IP Act and TRIPs and TRIPs flexibilities. 

7. The Ministry of Health should liaise with the Ministry of Trade and Industry and the attorney General’s office to have the draft Counterfeit Bill enacted soon.

8. Pharmaceutical companies should be encouraged to have multiple agencies to market their products in the country to foster competition and bring the prices down.

CONCLUSION
There is a future for Parallel importation in Kenya. There is no doubt that this practice can be of utmost benefit to Kenyans. However, the emerging challenges call for co-operation among all the stakeholders. The government shoulders the greatest responsibility of establishing a legal framework that will spell out the rights and obligations of Parallel Importers. 
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