The Pharma
Legal Handbook

Fgypl

Regulatory, Pricing and Reimbursement Overview - Preclinical and Clinical
Trial Requirements - Marketing, Manufacturing, Packaging and Labeling
Advertising - Traditional Medicines and OTC Products - Product Liability

- Patents and Trademarks - Regulatory Reforms - Cannabinoid Drugs,
Medicinal Cannabis and Opioid Drugs - Orphan Drugs and Rare Diseases -
Localization - Biosimilars and Biologics

¢ PHARMA
*s” BOARDROOM




Egypt

The Pharma Legal Handbook answers
essential questions about this environment
for pharmaceuticals in Egypt.

It is a must have for any company operating
in the country or looking to enter the market.

Prepared in association with Youssry Saleh, a
full service law firm in Egypt, it should answer
any questions linked to Regulation, Pricing,
Clinical and Preclinical Trials, Marketing,
Manufacturing, Trademarks and Patents.

PharmaBoardroom is not responsible for any mistakes contained within
this publication. For specific advice on any legal issue, please contact a
qualified professional.

Copyright: All rights reserved. No part of this publication maybe reproduced

in any form or by any means, whether electronic, mechanical or otherwise
including photocopying, recording or any information storage or retrieval system
without prior written consent of PharmaBoardroom. While every attempt is

made to ensure the accuracy of the information contained in this report, neither
PharmaBoardroom nor the authors accept any liabilities for errors and omissions.
Opinions expressed in this report are not necessarily those of the authors.

* THIS REPORT WAS ORIGINALLY PUBLISHED IN MAY 2019 AND THE
INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
**LAST UPDATE: JANUARY 2021
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Youssry Saleh Law Firm, established in 1985 is a full-service law
firm in Egypt, which has gained a strong reputation for suppor-
ting businesses in a wide range of industries as well as helping
individual clients.

Today, the law Firm provides integrated service to the clients
throughout the Middle East, helping them cover their current busi-
ness needs and requirements. The Firm also represents its clients
in locations that their businesses take them to as well as SMEs
(small/medium enterprises) in emerging industries and markets.

Youssry Saleh Law Firm, founded and led by Mr. Youssry Saleh,
an experienced Supreme Court attorney-at-law, offers a well-struc-
tured, cross-disciplinary team of experienced attorneys who create
synergy and provide our clients with needed depth of knowledge,
breadth of experience and responsive service, so critical for the
resolution of clients’ issues and meeting key business objectives.

Youssry Saleh Law Firm in Egypt represents large manufactu-
rers, distributors and dealers in pharmaceuticals and medical
technology. Throughout years of service the Firm has established
a solid reputation with these companies, and it now serves and
supports them on constant basis.

By way of synergizing expertise of field professionals with
medical degrees, insurance specialists and other specialized in
the field counselors, our team becomes able to provide compre-
hensive, integrated support to our clients. Our work starts from
square one, with consulting in the initial phase of a company’s
life on set-up, financing, and establishment and continues along
the lifecycle through licensing, trademark registration, intellectual
property related issues, financing, and various regulatory and
litigation matters arising in the way.

Address: 24, St. Al Tayaran, 7th Floor, Nasr City, Cairo, Egypt.
Tel: 02 22622002, 02 22622006, 02 22622838

Fax: 02 22622009

Email: coop@youssrysaleh.com

Main Contact Details

Yulia V. Akinfieva, Management Consultant

Cell: 420106 277 5510 — +20111 111 1988
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ATTORNEY AT LAW

Ms. Hussein is an Egyptian Junior Asso-
ciate who has an experience in Inter-
national Law, Immigration Law, Labor
Law, Commercial Law, Corporate Law
and Insurance Law. Her core responsi-
bilities lie in drafting and reviewing legal
documents, memorandums and diffe-
rent types of contracts, incorporation
of companies as well as branches of for-
eign investors in KSA (Kingdom of
Saudi Arabia), as well as conducting legal
researches in a wide range of areas of
practice.

She also possess strong legal translation
skills from Arabic to English and vice
versa.

Moreover Ms. Hussein has an experience
in matters related to foreigners in Egypt
in acquiring different types of work per-
mits and residence permits, she assists cli-
ents in legalization of documents from the
Ministry of Foreign Affairs and the compe-
tent Embassies in Cairo.

Ms. Hussein holds an LL.B. degree from
Ain-Shams University (English Section),
in addition to the Legal Drafting Course
Certificate from the American University
in Cairo.
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SHOROUK
ADEL

ATTORNEY AT LAW

Ms. Shorouk Adel is a Junior Associate
at Youssry Saleh & Partners, who has an
experience in Labor Law, Commercial
Law, Companies Law, Egyptian Civil
Aviation Law etc... Her core of responsi-
bilities lie in conducting legal research-
es, providing legal opinions related to
several fields including oil & gas, PPP
projects ....etc., analyzing cases, review-
ing and drafting contracts including
Employments contracts, Lease contracts,
Share Transfer agreements, Distribution
agreements, Aircraft Charter contracts,
and Secondment agreements. She also
possesses a high experience in the reg-
istrations of the importation of Medical
Devices and Pharmaceutical products.

As well as conducting legal researches in a
wide range of practical areas. She also has
strong legal translation skills from Arabic
to English and vice versa. Ms. Shorouk
holds an LL.B Law degree from Ain Shams
University (English Section) and she is
enrolled in an International Trade Law
Master.

ATTORNEY AT LAW

Mr. Ahmed Salah practices in the areas
of corporate and securities law, mergers
and acquisitions, private equity, capital
finance in Egypt. Mr. Ahmed provides
general business advising and represents
emerging growth companies. He has rep-
resented companies ranging from start-
ups to multinationals, as well as individual
investors. Mr. Ahmed counsels on matters
related to corporate structuring, forma-
tion and incorporation, securities offer-
ings and securities laws compliance, joint
venture and partnerships, employment,
option plans and mergers and acqui-
sitions. He has practiced in industries
including software/IT, healthcare, manu-
facturing, banking and financial services,
retail and consumer products, and is reg-
ularly involved in cross-border matters.

In addition, Mr. Ahmed’s competency lies
in preparation of research and legal briefs,
drafting civil and commercial contracts,
corporate governance and compliance.

Mr. Ahmed Salah is an attorney to the
Court of Appeal and the State Council.
He holds an LL.M degree in Private Law,
Diploma in International Trade Law.
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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

1. What are the regulatory authorities with
jurisdiction over drugs, biologicals, and
medical devices in your country?

2. What is the regulatory framework for the
authorization, pricing, and reimbursement of
drugs, biologicals, and medical devices?

3. What are the steps to obtaining
authorization to develop, test, and market a
product?

8. How is compliance with regulation monitored I
and evaluated? Is the regulatory regime

comparable with the U.S. Food and Drug
Administration or the European Medicines Agency
expectations and requirements?

9. What is the potential range of penalties for
noncompliance?

10. Is there a national healthcare system? If so, how
is it administered and funded?

4. What are the approximate fees for each
authorization?

11. How does the government (or public) healthcare
system function with private sector healthcare?

5. For how long are marketing
authorizations/registrations valid? How
are marketing authorizations/registrations
renewed?

6. How does the authorization process
differ between brand-name products and
generic products? Are there differences for
local manufacturers versus foreign-owned
manufacturers?

7. How are combination products (drug +
drug, drug + biologic, drug + device, biologic
+ device, drug + biologic + device) regulated?
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12. Are prices of drugs and devices regulated and, if
so, how?

13. How are drugs and devices used by patients paid
for? What roles do public and private payers play?

14. Who dispenses drugs and devices to patients
and how are those dispensers compensated?

15. What are the professional and legal
responsibilities of those who dispense drugs and

devices? What role do they play in providing
patient care, information, and safety? I
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REGULATORY, PRICING, AND
REIMBURSEMENT OVERVIEW

1. What are the regulatory
authorities with jurisdiction over
drugs, biologicals, and medical
devices in your country?

The pharmaceutical regulatory body in Egypt is the Egyptian Drug Authority
(EDA) operating and working under supervision of the Ministry of Health
(MOH) in Egypt.
The EDA comprises three independent organizations consisting of the
following:
a) Central Administration for Pharmaceutical Affairs (CAPA): which
is mainly responsible for the registration and pricing of medicines, and
inspection of pharmacies and manufacturing facilities.

The CAPA hosts four departments for registration: Licensing and
Pharmacists services, Inspection and Control, and Importation and
Exportation department.

b) The CAPA includes a department (Egyptian Pharmacovigilance Center
“EPVC”) that monitors the use of the drugs and medical devices after their
registration.

c¢) The National Organization for Drug Control and Research (NODCR):
which is responsible for quality control of pharmaceutical products, med-
icines, medical plants, cosmetics, raw materials, insecticides, and products
from natural origin. The organization entails many laboratories for testing
all the pharmaceutical products under registrations, which will be mar-
keted in Egypt.

d) National Organization for Research & Control of Biologicals (NORCB):
which is responsible for the marketing authorizations and licensing activities.

2. What is the regulatory
framework for the authorization,
pricing, and reimbursement of
drugs, biologicals, and medical
devices?

The authorization process is regulated by Decree 425 of the year 2015.

Pricing of drugs is regulated through a pricing committee. Any price
increases of medicines and drug products are determined according to issued
Ministerial Decrees.

The drug manufacturers recommend the prices of the new medicines, the
pricing committee reviews the recommended prices, and the pricing com-
mittee then determines whether to approve or reduce the prices to the lowest
price of the referenced countries.

The Ministry of Health is responsible for the registrations and approvals
regarding medicines and medical devices in Egypt through the Drug Policy
and Planning Center and the Central Administration for Pharmaceutical
Affairs in Egypt.

Reimbursement of drugs, biologicals, and medical devices:

MOHP?s facilities and Health Insurance Organizations follow the reim-
bursement process provided by MOHP. There are other institutions or
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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

ministry-affiliated public facilities follow MOHP regulations but have their
own budget and autonomy.

Regarding the private sector entities, they have to abide by the MOHP
healthcare standards and regulations, as they do not have to follow the same
reimbursement regulations at the MOHP. The procurement department is
responsible for setting the tender drug list and reimbursement price, which
is published and distributed to all MOHP facilities. Each hospital or primary
care facility with a plausible budget can purchase their drugs directly from
the drug manufacturers or wholesalers according to the price specified in the
tender drug list (No negotiations).

3. What are the steps to A variation application details a proposed change to approved documenta-

obtaining authorization to tion, providing a formal means by which the approved license details held

develop, test, and market a by the Competent Authorities for a given medicinal product can be updated.

product? Types of variation such as follows: Variation department approval
(VDA): They need prior approval by the variation department (VDA) before
implementation;

Variation committee approval (VCA): They need prior approval by the
variation committee (VCA) before implementation;
Technical committee approval (TCA): They need to be approved by the
technical committee (TCA) before implementation;

Requirements to be fulfilled according to the type of change in the guidelines:

A) NODCAR:
1. Notification (N);
2. Analysis inspection Department (Al);
3. Analysis registration Department (AR).

B) Stability:
1. None;
2. Ongoing;
3. Accelerated (6M);
4. 6M + long-term stability.

C) Dissolution:
1. None (DN);
2. Comparative In-Vitro dissolution in most suitable medium (D1);
3. Comparative In-Vitro Dissolution at three different PH media
(1.2/4.5/6.8) and most suitable medium (D3/4);
4. Bioequivalence study (BE).

D) Pricing (P)

N.B: In some cases, request within reporting category VDA can be issued

to VCA if needed according to file case.

4. What are the approximate fees  The approximate fees for marketing application form is EGP 10,000.
for each authorization? The registration fee is EGP 1000 for each “Application Form”; the fee is
non-refundable.
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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

The registration is valid for 10 years starting from the day of obtaining the
approval of the Technical Committee for Pharmaceutical Control, and the
renewal procedures shall be renewed at the CAPA during the last year of its
validity shall be applied at the beginning of the last year from the tens the
applicant shall apply for renewing the registration to the General Authority
for Registration. While the registration of the biological products, serums and
vaccines are re-registered every 5 years according to a request submitted by
the product owner to the CAPA as per Decree 297 of the year 2009.

5. For how long are marketing
authorizations/registrations
valid? How are marketing authori-
zations/registrations renewed?

According to Decree No. 425 of the year 2015, in order for a pharmaceutical
company to market and sell drug products under a brand-name the company
shall firstly obtain approval from the Food and Drug Administration (FDA)
by submitting a new drug application and a documentation shall include all
data to establish drug’s clinical safety and efficiency. Moreover, studies will be
performed to determine the characteristics of the drug dosage form, includ-
ing the manufacturing process, drug stability, purity, strength, and how it
dissolves. Once the drug receives FDA approval, the innovator company can
then exclusively market and sell this ‘brand-name’ product for as long as the
company has patent protection.

The “Box” system in the authorization of Pharmaceuticals in Egypt must
include 12 products, in which one of them must be a brand-name product
and the rest (eleven) are generic products.

Yes, there are differences. The authorization process of the local manufac-
turers differs from the foreign owned manufacturers.

6. How does the authorization
process differ between brand-
name products and generic
products? Are there differences
for local manufacturers versus
foreign-owned manufacturers?

The locally manufacturers’ authorization procedures will be as follows:

In accordance with the standards of the World Health Organization, a min-
imum of 10% of the production of Pilot Batch volume shall be complied with
in the presence of an inspector from the General Directorate of Inspection.
This operation shall not be carried out in the local market at all. The registra-
tion procedures shall be completed according to the installation statement on
which the production was based. For the next steps:

1) Take off samples through Pharmaceutical Inspection from the “Pilot
Batch” for analysis at the National Organization for Drug Control
and Research. The applicant shall submit the file of the analysis to the
above-mentioned authority containing the required documents and
attachments for the analysis file specified in Annex No.8, the committee is
obliged to issue the analysis results within 60 working days form the date
of the submitting of the file.

2) Provide the accelerated stability study for a period of six months on
the Pilot batch for evaluation by the scientific committee to evaluate the
stability studies. The evaluation shall be within 60 working days from the
date of presenting the stability study file.
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