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Acronyms: 5 

DSC Drug Safety Center 

EMA European Medicines Agency 

GCC Gulf Health Council 

GHC-DR Gulf Health Council - Drug Registration 

MA Marketing Authorization 

MAA Marketing Authorization Application 

MHRA Medicines and Healthcare products Regulatory Agency 

MOH Ministry of Health 

NCE New Chemical Entity 

PMDA Pharmaceuticals and Medical Devices Agency 

RA Regulatory Affairs 

SFDA Saudi Food and Drug Administration 

SRA Stringent Regulatory Authorities 

Swissmedic Swiss Agency for Therapeutic Products 

TCR & P Technical Committee for Registration & Pricing 

TGA Therapeutic Goods Administration 

US FDA United States of America Food and Drug Administration 
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Biosimilars 

Therapeutic proteins produced by recombinant DNA technology or gene 

expression method following the footsteps of one licensed reference 

biotechnological product after the expiration of the innovator’s patent. They are 

complex and heterogeneous in their nature; hence they are not considered 

generics, but as closely similar to the innovator’s drug as possible 

Validation (Business & 

technical) 

The process of checking if documents satisfy a certain criterion 

Common Technical 

Document (CTD) 

An international harmonized format for submissions for approval of 

pharmaceuticals. The CTD provides a standardization of the presentation of the 

content 

Drug 
An article intended for use in the diagnosis, cure mitigation, treatment, or 

prevention of disease and which is intended to affect the structure or function of 

the body 

Drug Application A drug application includes the application form, the product file and the drug 

samples 

Generic (multisource) 

product 

A product created to be equivalent to the innovative / brand name product in 

dosage form, strength, route of administration, quality, performance 

characteristics and therapeutic indication(s) 

➢ Note: 

Drug application will be considered as Generic irrespective of whether the 

innovative product registered or not at GCC 

Marketing 

Authorization (MA) 

Approval issued by the DSC to market a medicinal product in Sultanate of 

Oman with a legal document for the purpose of marketing or distribution of a 

product within the country after evaluation for safety, efficacy and quality in the 

marketing authorization assessment process. 

New (innovative) 

product /Brand 

A product that includes new chemical entity and launched in the market by the 

innovator company 

Reliance 

the act whereby the national regulatory authority (NRA) in one jurisdiction may 

take into account and give significant weight to assessments performed by 

another NRA or trusted institution, or to any other authoritative information in 

reaching its own decision 

Renewal of marketing 

authorization 
A process of renewing the marketing authorization license every five years. 

Stringent Regulatory 

Authority (SRA) 
USFDA, EMA, MHRA, Swissmedic, Health Canada, PMDA and TGA. 

Variation A process of informing GCC of any minor or major changes in the drug product 

Wave 
Set of inquiries from one or multiple departments sent to applicants during 

assessment process. 
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CHAPTER ONE 8 

Introduction 9 

This guideline outlines the regulatory framework of submitting medicinal and biological product applications 10 

to the Ministry of Health. It covers new applications, re-registrations, and variations. 11 

 12 

Legal Basis 13 

Minister of Health decision no.113/2020, Article no. 63 (Para 6), 66,68 and 69, for registration, re-14 

registration and variation of medicinal product.   15 

 16 

Purpose  17 

To standardize the submission process, ensuring clarity, consistency, and efficiency in the regulatory review 18 

of medicinal products by adopting harmonized dossier formats. 19 

 20 

Scope 21 

Applies to all medicinal and biological products submissions to the MOH Drug Safety Centre, including new 22 

applications, re-registrations, and variations. 23 

 24 

Structure 25 

This is the first version of this guideline and is organized into four chapters. CHAPTER ONE covers 26 

the Introduction, Purpose, Scope, and Structure. CHAPTER TWO outlines the detailed procedures. 27 

CHAPTER THREE defines responsibilities in relation to this guideline. CHAPTER FOUR includes 28 

the document history and version control table, references, and the Annex. 29 
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CHAPTER TWO  31 

1. NEW/RE-REGISTARTION OF MEDICINAL COMPANY APPLICATION:  32 

Submission  33 

The process of submitting company application steps: 34 

1. The applicant must apply through the Ministry of Health (MOH) portal by completing the 35 

application form and paying the required fees. 36 

2. The required documents. 37 

Validation 38 

The submitted company dossier will undergo business validation to ensure all requirements 39 

are met.  40 

1. The application will be validated to ensure that all information provided is according to the 41 

requirements and guidelines. 42 

2. If any information is missing or incorrect, an electronic inquiry will be forwarded to the 43 

applicant through the MOH- portal. The applicant will be given an opportunity to 44 

complete the file within 30 working days.  45 

3. The completed files will be forwarded to the next stage to finalize the assessment. 46 

 47 

Note: 48 

• The application will be rejected if the applicant does not respond within 30 working days. 49 

• A new application must be submitted with new fees. 50 

 51 

Assessment  52 

 53 



 

    

 

 

1. The application will be assessed within 30 days. 54 

2. If additional information or clarification is needed, an electronic inquiry will be sent via the 55 

MOH portal as a single wave. The applicant must respond within 30 working days. 56 

3. Once the evaluation is completed, the company file will be forwarded to the Technical Committee 57 

of Registration and Prices (TCR&P). 58 

4. The Registration Committee will review the registration request and decide whether to approve, 59 

reject, require an inspection, or request additional information. The applicant may appeal the 60 

Committee’s decision within 60 calendar days; otherwise, the decision will be deemed accepted. 61 

5. The company may be eligible for an inspection waiver if all of the following apply: 62 

o The company holds a valid approval/inspection outcome issued within the last 2 years by 63 

a reference regulatory authority (e.g., US FDA, EMA, TGA, MHRA, Health Canada, 64 

Japan PMDA, SFDA, Swissmedic). 65 

o The manufacturer is fully compliant with all applicable regulatory requirements and 66 

obligations. 67 

o There have been no product quality complaints and no reported ADRs. 68 

6. The applicant shall be notified with TCR&P decisions through the MOH portal. 69 

7. For locally submitted applications, the certificate will be issued with a validity of five (5) years. 70 

For company submissions based on GCC-DR, the validity shall be aligned with the GCC 71 

registration certificate 72 

8. For applications pending inspection, the company will be instructed to coordinate with the 73 

Regulatory Compliance Department to schedule the inspection date. 74 

9. Following issuance of the final GMP inspection report, the application will be forwarded to the 75 

Technical Committee for Registration and Prices (TCR&P) for a decision. 76 

 77 

Rejection criteria: 78 

• If the applicant does not provide the requested additional information or clarification within 30 79 

working days. 80 

• If the company fails to comply with GMP requirements. 81 



 

    

 

 

Activity type Total Performance target (Working days) 

Company application validation 15 

Assessment  15 

Complete applications for TCR&P decision 60 

Certificate Issuance 15 

Note that the above performance target timeframe excludes inspection, CAPA, and the periods during which 82 
the application is pending the applicant’s response. 83 

 84 

2. NEW MARKETING AUTHORIZATION APPLICATION (MAA):  85 

The MAA of pharmaceutical product will be subjected to the followings processes: 86 

Submission  87 

The process of submitting a New MAA consists of two steps: 88 

1. Online submission  89 

1.1. The applicant must apply through the Ministry of Health (MOH) portal by completing 90 

the application form and paying the required fees. 91 

1.2. The product dossier must be uploaded in accordance with the components and 92 

specifications outlined in the guidelines published on the Drug Safety Center (DSC) 93 

website. 94 

2. Validation 95 

The submitted product dossier will undergo technical and business validation to ensure all 96 

requirements are met. This validation comprises two stages: 97 

2.1. Technical validation 98 

The concerned department will validate the submission after the company upload the file 99 

on the in MOH- portal. The applicant will be notified with the validation’s result. 100 



 

    

 

 

2.2. Business validation 101 

2.2.1. The product file will be validated to ensure that all information provided is 102 

according to the requirements and guidelines. 103 

2.2.2. If any information is missing or incorrect, an electronic inquiry will be 104 

forwarded to the applicant through the MOH- portal. The applicant will be given an 105 

opportunity to complete the file within 30 working days.  106 

2.2.3. The completed files, after verifying their type, global registration status will 107 

have designated pathways including reliance and will processed to the next steps to 108 

complete the assessment by different departments. 109 

Note: 110 

• The application will be rejected if no response from the applicant within 30 working 111 

days. 112 

• A new application should be submitted with new fees. 113 

Assessment  114 

The application for new registration submissions will be designated for assessment as the following 115 

pathways: 116 

 117 

▪ Fast track, applicable for: 118 

1. NCE New Chemical Entities (NCE) with approval from a Stringent Regulatory 119 

Authority (SRA) 120 

2. Vaccines with SRA approval/WHO Prequalification (WHO PQ) 121 

3. Biologicals with SRA approval 122 

4. Biosimilars with SRA approval 123 

5. Local Manufactures product 124 

6. 1st & 2nd Generics  125 

7. Gulf Health Council – Drug Registration (GHC-DR) registered 126 

products 127 

▪ Normal track: Applicable to all medicinal products not eligible for fast-track. 128 

 129 

The assessment steps include:   130 

Prior to the assessment the eligibility criteria for reliance will be verified, to includes: 131 



 

    

 

 

- Approval from Stringent Regulatory Authority (SRA) (SFDA, UAE and Kuwait/with 132 

CoA) within the last 2 years. 133 

- A declaration letter confirming that all submitted product information is identical to that 134 

approved by the reference authority. 135 

- Declaration letter stating that the product and its intended use has not been rejected, 136 

withdrawn, suspended by any drug regulatory agency for safety or efficacy reasons. 137 

- Modules 2&3 should include Stability studies according to the GCC Guidelines for 138 

Stability Testing (zone IV hot humid / tropical zone). 139 

- Module 1 should meet the eCTD requirements with all required additional documents in 140 

the ‘Additional Data’ section. 141 

 142 

Process based on Reliance: 143 

 144 

1. Upon completion of application verification, the product file will be forwarded to the Pricing 145 

Section to process the application for submission to the Technical Committee for Registration 146 

and Prices (TCR&P).  147 

2. The Registration Committee will review the registration request and decide whether to 148 

approve, reject, or request additional information. 149 

3. For approved registration requests, the applicant will be notified through the portal of the 150 

decision and the approved prices (which may be lower than the requested price). If the 151 

approved price is not acceptable, the company may submit an appeal within 30 working days. 152 

4. For locally submitted applications, the certificate will be issued with a validity of five (5) 153 

years. For company submissions based on GCC-DR, the validity shall be aligned with the 154 

GCC registration certificate. 155 

 156 

 157 

Process based on full assessment: 158 

1. The DSC will distribute the application to relevant departments and committees for evaluation 159 

of quality, safety, and efficacy. The initial assessment report will be issued within 90 days. 160 

2. If additional information or clarification is needed, an electronic inquiry will be sent via the 161 

MOH portal as a single wave. The applicant must respond within 90 working days. 162 



 

    

 

 

3. Once the evaluation is completed, the product file will be forwarded to pricing section, in 163 

order to processed the application to the technical committee of registration and prices 164 

(TCR&P). 165 

4. The Registration Committee will review the registration request for approval, rejection or 166 

request further information. 167 

5. For approved registration request, the applicant will be notified through the portal about the 168 

decision and approved prices (which may be lower than the requested price), so the company 169 

can submit appeal if not acceptable to them within 30 working days. 170 

6. For locally submitted application the certificate will be issued with validity of five (5) years, 171 

whereas the approval of company submission based on GCC-DR, the validity shall align with 172 

the GCC registration certificate. 173 

Note: 174 

-All days are considered as working days.  175 
-Each application can have not more than 3 waves. 176 
 177 
 178 
 179 

Products designation Assessment type Total Performance target (working 

days) 

Fast Track  Process based on Reliance 
 

90 

Fast Track  Process based on full assessment 

 

180 

Normal Track Process based on full assessment 
 

280 

 180 
Note that: 181 

- The above performance target timeframe excludes the periods during which the application is 182 
pending for the applicant’s response. 183 

- Products that require a company inspection are excluded from the above timeline. 184 

 185 
 186 
 187 

Appeal Process: 188 

The applicant has the right to appeal the Committee’s decision within 60 working days; otherwise, 189 

the decision will be deemed accepted. 190 



 

    

 

 

3. VARIATION OF MARKETING AUTHORIZATION 191 

Any changes on a registered product have to be submitted to the DSC as a Variation of MAA. The 192 

variations are classified into two main categories: 193 

A. Minor changes 194 

• Type IA: minor variations that does not require prior approval before implementation 195 

(“Do and Tell” procedure). Type IAIN variations should be submitted immediately, 196 

within 14 days following implementation.  197 

• Type IB: minor variations that must be submitted to the DSC by MAH before 198 

implementation, but do not require a formal approval. However, the MAH must wait a 199 

period of 120 working days to ensure that the application is deemed acceptable by the 200 

DSC before implementing the change (“Tell, Wait and Do” procedure). 201 

B. Major variation 202 

• Type II: major variations in which there might be a significant impact on the Quality, 203 

Safety or Efficacy of a pharmaceutical product and require prior approval before 204 

implementation. 205 

Variation Submission Process 206 

The submission of a variation to an MAA involves the following steps: 207 

1. Online submission 208 

1.1. The applicant shall apply through MOH-portal to fill the application form. 209 

1.2.The product dossier must be uploaded according to the components and guidelines 210 

outlined on the DSC website. 211 

2. validation: 212 

                                         2.1. Technical validation 213 

The concerned department will validate the submission after the company upload the file on the in 214 

MOH- portal. The applicant will be notified with the validation’s result. 215 



 

    

 

 

2.2. Business Validation 216 

1. The product file will be validated to ensure that all information provided is according to the 217 

requirements and/or guidelines. 218 

2. The application will be returned to pay the fees within 5 working days.  219 

3. If any information is missing or incorrect, an electronic inquiry will be forwarded to the applicant 220 

through the portal. The applicant will be given an opportunity to complete the file within 30 221 

working days. 222 

4. The completed file will proceed to the next step for Assessment. 223 

 224 

Rejection Criteria: 225 

 226 

- No response from the applicant within 30 working days. 227 

- A new application should be submitted. 228 

3. Assessment  229 

Depending on the type of variation, the application will be reviewed/assessed by the concerned 230 

departments and committees. 231 

3.1.Evaluation / Inspection: 232 

The variation request will be distributed to the relevant departments and committees – as needed; 233 

a) Company-related Variations: 234 

- In case Variation required company inspection, please refer to the new/re-registration of 235 

medicinal company application (assessment para). 236 

- Variation don’t require inspection will be processed by the section. 237 

 238 

Rejection Criteria: 239 

• No response  from the applicant within specified time lines. 240 

• If the company did not comply with GMP requirements. 241 



 

    

 

 

b) Product variation approval  242 

• Prior to assessment, the Registration Section will verify the status of the variation approval 243 

(reliance) and process the application accordingly. 244 

• A declaration letter must be provided confirming that all submitted variation information 245 

is identical to that approved by the reference health authorities. 246 

• The Registration Section will distribute the variation request to the relevant departments 247 

and committees to assess quality, safety, and efficacy. The first assessment report will be 248 

issued within 90 working days. 249 

• If additional information or clarification is required, an electronic inquiry will be issued 250 

through the MOH portal. The applicant must respond within 90 working days. 251 

• The approval decision will be communicated to the applicant through the portal. 252 

 253 

General variation notes: 254 

• For applications submitted via the portal, once an application under a specific category is 255 

completed (approved or rejected), a new application under the same category may be 256 

submitted. 257 

• If an application includes more than one variation type, the overall performance target 258 

shall be based on the maximum applicable timeframe. For example, if the application 259 

includes Type IB and Type II variations, the total performance target will be 300 working 260 

days. 261 

Note: 262 

-All days are considered as working days.  263 
- No more than three (3) requests for additional requirements/documents shall be issued per 264 

application. 265 
 266 
 267 

 268 

Variation Type  Total Performance target (Working days) 



 

    

 

 

Type IB 120 

Type II 180 

 269 

Note that the above performance target time excluded the application waiting the applicant to 270 
respond timelines 271 

 272 

4. RENEWAL OF MARKETING AUTHORIZATION 273 

An applicant shall submit a renewal request every five years. The request for renewal should be six 274 

months prior to the certificate expiry.  275 

Submission  276 

The process of submitting a renewal of MA consists of two steps: 277 

1. Online submission: 278 

1.1. The applicant shall apply through MOH-portal to fill the application form and pay 279 

the fees.  280 

1.2. Upload the renewal file; The components of the file shall follow the requirements 281 

and guidelines published on DSC website. 282 

Validation 283 

4.1.1..1.                                       1. Technical validation 284 

The concerned department will validate the submission after the company upload the file 285 

on the in MOH- portal. The applicant will be notified with the validation’s result. 286 

4.1.1..2.                                        2.  Business Validation: 287 

2.1. The product file will be validated to ensure that all information provided are 288 

according to the requirements and/or guidelines. 289 



 

    

 

 

2.2. If any information is missing or incorrect, an electronic Inquiry will be forwarded 290 

to the applicant through portal. The applicant will be given an opportunity to complete 291 

the file within 30 working days.  292 

2.3. 3. Once the file is complete, it will be forwarded to the Pricing Section to process 293 

the application for submission to the Technical Committee for Registration and Prices 294 

(TCR&P). 295 

Renewal requests will be rejected if: 296 

• The applicant does not respond within 30 working days. 297 

• Failure to provide acceptable clarifications after the 2 waves. 298 

1. Product re-registration   299 

• The Registration Committee will review the re registration request for approval, rejection 300 

or ask for further information (if needed). 301 

• For approved re-registration request, the applicant will be notified through portal about the 302 

decision and approved prices (less than the requested price), so the company can submit 303 

appeal if not acceptable to them within 30 calendar days. (The price appeal will follow the 304 

published pricing methodology) 305 

• Re-Registration certificate will be issued and be valid for five years if the committee 306 

approved the registration with same prices approved before. 307 

Note: The rejected renewal applications obligate the applicant to submit a new one. 308 

Renewal performance targets:  309 

• All days below are considered as working days. 310 

Phases of Renewal Total Performance target (Working days) 

Business validation 5  

Complete applications for TCR&P decision 90 



 

    

 

 

Total performance target 95 

 311 

 312 

 313 

 314 

 315 

 316 

 317 

 318 

 319 

 320 

 321 

 322 

 323 

 324 

 325 

 326 

 327 

 328 

 329 



 

    

 

 

CHAPTER THREE 330 

Responsibilities: 331 

 332 

Pharmaceutical 

companies 
• Ensure all submission documents comply with DSC requirements 

and guidelines. 

• Timely respond to inquiries or requests for additional information 

during the review process. 

• Maintain accurate records and communication with the DSC 

through the MOH-portal. 

 

Marketing Authorization 

Holders (MAHs) 

Regulatory Affairs 

Professionals/Applicants 

Pharmaceutical 

Consulting Offices 

 

Technical Committee of 

Registration 

• Evaluate submissions for quality, safety, efficacy, and compliance 

with regulatory standards. 

• To review submitted application and decide to approve , reject, or 

request further clarification 

Medicinal and Biological 

Products Section  

• Conduct technical and business validation of submitted files. 

• Coordinate the assessment and distribution of applications to 

relevant departments and committees. 

• Manage communication with applicants, including notifications of 

validation results, inquiries, and final decisions. 

• Maintain documentation control, including versioning and 

archiving of submissions. 

 

 333 

 334 



 

    

 

 

CHAPTER FOUR 335 

Document History and Version Control 336 

Version Description Review Date 

1 Initial Release August 2025 
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3   
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