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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.

United Arab Emirates

* THIS REPORT WAS ORIGINALLY PUBLISHED IN JUNE 2020 AND THE 
INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.

The Pharma Legal Handbook answers 
essential questions about this environment 
for pharmaceuticals in the United Arab 
Emirates.
It is a must have for any company operating 
in the country or looking to enter the market.

Prepared in association with STA, an 
international law firm, it should answer 
any questions linked to Regulation, Pricing, 
Clinical and Preclinical Trials, Marketing, 
Manufacturing, Trademarks and Patents.

STA is an international law firm providing bespoke advice 
and representing clients from various industries such as 
Aviation, Banking and Finance, Healthcare, Hospitality, 
Insurance, TMT, Real Estate, Shipping and the like. Please 
visit the website (https://www.stalawfirm.com/en.html) to 
read more about the firm. We provide expertly vetted legal 
advice on numerous transactions from our office across 
the Middle East and wider Asia.

Contact Details:

Tel (+971 4 368 9727)

Email (banking@stalawfirm.com)
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01
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?

4. What are the approximate fees for each 
authorization?

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?

8. How is compliance with regulation monitored
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?

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

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?

01
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The UAE Ministry of Health (MOH) is the primary authority responsible for 
oversight of all the regulatory functions concerning pharmaceuticals in the 
UAE. The Ministry of Health frames the national medical and healthcare pol-
icy for the UAE, in addition to overseeing the healthcare market throughout 
the Northern Emirates.

To delve into further detail, the healthcare systems in the three largest 
Emirates are individually regulated by the:

- Health Authority Abu Dhabi (HAAD), responsible for the governance of 
the healthcare system in Abu Dhabi. 
- Dubai Health Authority (DHA), responsible for the governance of the 
healthcare system in Dubai.
- Emirates Health Authority, responsible for the governance of healthcare 
in the Emirate of Sharjah.

The primary laws governing the authorization, pricing, and reimbursement 
of pharmaceuticals in the UAE are as follows:

- Federal Law No. 4 of 1983 (Pharmaceutical Law)
It must be noted that the Federal Law No. 4 of 198 was replaced by the 
new Law, Law No. 8 of 2019 on Medical Products, Pharmacy Profession 
and Pharmaceutical Establishments on 19 December 2019. However, 
until the implementing regulations for the same are issued, the imple-
menting regulations under the repealed laws of 1983 and 1995 will 
remain in effect. 

- Federal Law No. 14 of 1995 (Medicine Importation Law) 
- Federal Law No. 20 of 1995 (Natural Medicine Law)
- Federal Law No. 5 of 1984 (Medical Licensing Law) 
- Federal Law No. 10 of 2008 (Medical Liability Law)
- Federal Law No. 23 of 2005 (Health Insurance Law) 
- Federal Law No. 12 of 2002 (Patent Law) and Ministry of Health
- Resolution No. 404 of 2000 (Patent Resolution)

The legislation specific to clinical trials in the UAE is the Guidance of the 
Drug Control Department (DCD Guidance) of the Ministry of Health 
(MOH).

The regulatory authorities for clinical trials within the UAE are the MOH, 
HAAD, and DHA. 

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?

REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW01
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As per the DCD Guidance, the sponsor of a specific clinical trial or exper-
imental protocol is expected to secure all the necessary agreements between 
the parties involved. 

Designated clinical trial centres must establish independent institutional 
ethics committees (IECs), which must review the relevant proposals of the 
sponsors. Then, the IECs shall provide a recommendation on the viability 
of the clinical trial based upon the information submitted. The findings and 
recommendations of the IECs will then be forwarded to the concerned gov-
ernmental authorities for their final approvals and authorizations.

The sponsor must set out the amount of compensation payable for the 
investigators and the subjects of a clinical trial in its proposal to the IEC. 

While all applicable UAE law states that no unregistered drugs can be used 
in the UAE, the MOH and other government departments have approved the 
use of unregistered medications in certain circumstances.

The DCD Guidance further states that all clinical trials must follow the 
principles of the World Medical Association Declaration of Helsinki (Helsinki 
Declaration).

Consent- All clinical and research trials in the UAE require human subject 
consent, as well as the written approval of the MOH or other concerned gov-
ernmental authorities.

Trial pre-conditions- The IEC must ratify the proposal of the sponsor con-
cerning insurance coverage, indemnities, or other forms of compensation in 
case of injury or harm to the subject.

Procedural requirements - The clinical trial must follow the protocols and 
procedures delineated in the ratified proposal.

Concerning manufacturing, under the Pharmaceutical Law, applications 
must be made to the Licensing Committee of the Ministry of Health (MOH).

The application must include, (i) the corporate documents for the company 
(including the names of the shareholders), (ii) the license number and date 
of issue of the managing pharmacist of the factory, and additional licenses 
of the pharmacists who will be employed there, and (iii) other documents as 
determined by the Minister of Health.

Concerning marketing, under the Pharmaceutical Law, all applications for 
marketing authorization must be made through the conduit of the Ministry 
of Health (MOH).

The key stages are submission of the application process; inspection of the 
compounds contained in the drugs to be marketed; and compliance review. 
The MOH shall conduct inspections of applicant pharmacies. 

With regard to marketing, the licensing fee is AED7,500, and the initial 
inspection fee is AED100. Other fees are contingent on the type of medica-
tion to be marketed, advertising guidelines, and media type.

REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

4. What are the approximate fees 
for each authorization?
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The license is valid for one year, and must be submitted for renewal 90 days 
before its expiry.

The trade license for the factory is usually renewed on a yearly basis.

Market authorizations from foreign jurisdictions are not recognized, and can-
not be used, in the UAE. All entities which intend to sell or market their prod-
ucts must obtain the applicable licenses and authorizations from the Ministry 
of Health (MOH). However, it must be noted that a foreign company can hire 
a local distributor or agent already licensed by the MOH.

The Ministry of Health (MOH) (through its Registration and Control 
Department (RCD) is responsible for the overall regulation of biologicals 
and combination products in the UAE. Under the Pharmaceutical Law, all 
pharmaceuticals must be registered by the MOH before they can be imported 
into the UAE for sale and distribution. 

A pharmaceutical manufacturer must have registered successfully with the 
MOH before its pharmaceuticals can be registered in the UAE. The applica-
tion process for the registration of pharmaceuticals in the UAE involves sub-
mitting an application through the MOH which must include a Certificate of 
Pharmaceutical Product (CPP) per the World Health Organization (WHO) 
Certification Scheme or Free Sale Certificate (FSC) of the product.

Additionally, a statement must be submitted from the parent company that 
the product is free from, among other things, hormones, heavy metals, and 
pork products. The medication must further be accompanied by a halal certifi-
cation (that is, that it contains no pork products, alcohol or other intoxicants).

Article 77 of the Pharmaceutical Law, detailed in Chapter 12 on the Persons 
with Judicial Authority states that the Minister of Justice, Islamic Affairs and 
Awqaf shall, upon consultation with the Minister of Health, issue a decision 
determining the persons who have judicial authority to inspect pharmaceu-
tical establishments with the single-minded goal of verification of their com-
pliance with the provisions of the Pharmaceutical Law, and its implementing 
rules and regulations. 

These inspectors appointed by the Ministry of Health form the compliance 
regime – they have broad powers to inspect pharmacies, marketing materials, 
and prescriptions to patients. Where the inspectors find any violations, they 
can conduct full reviews, prepare reports, issue fines, and recommend crim-
inal actions for public prosecution.

The investigators take into account all available Ministry of Health, federal 
and international guidelines and best-practices such as those published by the 
U.S. Food and Drug Administration, the European Medicines Agency, World 
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5. For how long are marketing 
authorizations/registrations 
valid? How are marketing authori-
zations/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?

8. How is compliance with 
regulations monitored and 
evaluated? Is the regulatory 
regime comparable with the U.S. 
Food and Drug Administration or 
the European Medicines Agency 
expectations and requirements?


