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2 Abbreviations: 60 

 BioInn-EDA: Central Administration of Biological and innovative products and Clinical Trials. 61 

 CIOMS: The Council for International Organizations of Medical Sciences. 62 

 CTA: Clinical Trial Authorization. 63 

 CT: Clinical Trial 64 

 CRO: Contract Research Organization. 65 

 CRF: Case Report Form 66 

 DSMB: Data & Safety Monitoring Board. 67 

 EDA: Egyptian drug Authority 68 

 FIH: First in Human. 69 

 GA of CT: General Administration of Clinical trials 70 

 GCP: Good Clinical Practice 71 

 ICH: International Conference on Harmonization 72 

 IB: Investigator’s Brochure 73 

 IMPD: Investigational Medicinal Product Dossier 74 

 IMP: Investigational Medicinal Product. 75 

 IRB: Institutional Review Board. 76 

 MD: Ministerial Decree. 77 

 MoHP: Ministry of Health and Population. 78 

 NRA: National Regulatory Authority 79 

 PI: Principal Investigator. 80 

 REC: Research Ethics Committee. 81 

 REC-RHD/MoHP: Research Ethics Committee- Research & Health Development at 82 

Ministry of Health and Population. 83 

 NODCAR: National Organization for Drug Control and Research. 84 

 NORCB: National Organization for Research and Control of Biologicals. 85 
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 RHD: Research & Health Development 86 

 SAE: Serious Adverse Event. 87 

 SUSAR: Suspected Unexpected Serious Adverse Reaction 88 

 WHO: World Health Organization. 89 

 90 

 91 
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3 Introduction: 109 

     Good Clinical Practice (GCP) is an international ethical and scientific quality standard for 110 

designing, conducting, recording, and reporting trials that involve the participation of human 111 

subjects. Compliance with this standard provides public assurance that the rights, safety, and 112 

well-being of trial subjects are protected; consistent with the principles that have their origin in 113 

the Declaration of Helsinki, and that the clinical trial data are credible. 114 

 The Arab Republic of Egypt has adopted the ICH GCP guidelines since 2006 by the effect of 115 

M.O.H ministerial decree no.436/2006 for the national GCP guidelines regulating the clinical trials that 116 

was already established, issued and prepared according to international GCP Guidelines and was 117 

implemented at National Organization for Research and Control of Biologicals (NORCB) and also the 118 

process for clinical trial evaluation for biologicals in EGYPT since 2010 and the former structure of the 119 

drug regulatory authority started regulating clinical trials by the effect of M.O.H ministerial decree no. 120 

399/2010 concerning regulation for evaluation of Clinical Trials  for biological products with 121 

considering the national GCP guidelines. Together with the effect of   M.O.H ministerial no.734/2016 122 

for the national GCP guidelines regulating the clinical trials of pharmaceutical products that was 123 

implemented at  National Organization for Drug Control and Research (NODCAR) and also the process 124 

for clinical trial evaluation for pharmaceutical products through the effect of M.O.H ministerial decree 125 

no. 132/2017 concerning regulation for evaluation of Clinical Trials for pharmaceutical products with 126 

considering the national GCP guidelines for pharmaceutical products. 127 

  128 

        Egyptian Drug Authority (EDA) has replaced NORCB and NODCAR through the   129 

presidential decree presidential decree no (151) of (2019). EDA is engaged in a close 130 

collaborative effort with other regulatory authorities where there is strong coordination between 131 

all bodies responsible for enforcing laws and regulations relating to biological products, 132 

pharmaceutical products, medical devices, and herbal medicines to ensure that the principles of 133 

the GCP are applied. 134 

 135 
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      General Administration of Clinical trials (GA of CT) is the body that is responsible for the 136 

regulatory oversight of clinical trials process through review & evaluation of the submitted 137 

preclinical and clinical data, conducting scientific committee(s), providing technical support to 138 

those who request it and is responsible for conducting GCP inspections. 139 

 140 

     The administration of Clinical Trials Evaluation is responsible for all tasks related to the 141 

review and the evaluation of clinical and pre-clinical studies through the purpose of registration, 142 

re-registration, or variations submitted to EDA in the Common technical document (CTD). 143 

 144 

       The administration of Protocols & Studies Follow up in the GA of CT is  responsible for 145 

all tasks related to the supervision and following-up of clinical studies that are conducted in the 146 

Arab Republic of Egypt and evaluating their results through Evaluation of preclinical and/or 147 

clinical research results for biological, pharmaceutical, herbal and innovative investigational 148 

medicinal products and medical devices, Evaluation of the submitted file that contains the 149 

research plan (protocol) for the study of clinical research in all its phases in order to obtain 150 

approval to conduct the clinical study, Receiving periodic reports and reports on any adverse 151 

events during the study, Receiving the interim and the final report and making sure that the 152 

study is completed within the clinical research sites, carry out GCP inspection on all clinical 153 

research sites related to the study of the clinical research and to ensure the application of the 154 

principles of Good Clinical Practice and evaluation of the amendments submitted to the clinical 155 

research protocol before and/or during its conduction. 156 

 157 

        The administration of Scientific Committees and Technical Support in the GA of CT is 158 

responsible for all tasks related to EDA’s advisory scientific committee for preclinical and 159 

clinical studies evaluation and technical support assistance through receiving technical support 160 

requests for evaluation, organizing and conducting the required support with the help of other 161 

administrations if necessary and Follow-up and update the decisions and guidelines that regulate 162 

clinical trials in accordance with the international standards for good clinical practice. 163 
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 164 

 165 

 166 

    This guideline was developed with consideration of the current good clinical practices and 167 

international regulations of the clinical trial data that are intended to be submitted to Egyptian 168 

regulatory authorities. 169 

     This guideline should be read in conjunction with Clinical Trials Law 214/2020 and its 170 

executive regulation and international GCP Guidelines according to ICH E6 and WHO with 171 

their updates. 172 

 173 

4  Legal provision 174 

 Presidential decree no (151) of (2019)  175 

 Executive regulation no.777/2020 of decree no (151) of (2019). 176 

 The Egyptian clinical trials law no. 214/2020 regulates the clinical trials in Egypt. 177 

  Executive regulations ….. of Egyptian clinical trials law no. 214/2020 178 

 179 
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5 Scope: 180 

    This Guideline demonstrates for applicants (sponsor/CRO/PI) how the national GCP 181 

regulations are carried out in Egypt with clear application submission steps at different 182 

developmental phases of the investigational medicinal product. 183 

    This guideline applies to all clinical trials conducted in Egypt that are regulated by the 184 

Egyptian Drug Authority according to the Clinical Trials Law no. 214/2020 involving human 185 

participants, i.e., healthy volunteers or patients. All clinical trials that use new investigational 186 

pharmaceutical or biological medicinal products, new indications, new dosage forms, new 187 

medical devices, and herbal medicinal products are included. 188 

 189 

 190 

6 Definitions: 191 

Adverse Drug Reaction (ADR): In the pre-approval, clinical experience with a new medicinal 192 

product or its new usages, particularly as the therapeutic dose(s) may not be established, all 193 

noxious and unintended responses to a medicinal product related to any dose should be 194 

considered adverse drug reactions. 195 

Adverse Event (AE): Any untoward medical occurrence in a patient or clinical investigation 196 

subject administered a medicinal product and which does not necessarily have a causal 197 

relationship with this treatment. An AE can therefore be any unfavorable and unintended sign 198 

(including an abnormal laboratory finding), symptom, or disease temporally associated with the 199 

use of a medicinal (investigational) product, whether or not related to the medicinal 200 

(investigational) product. 201 

Amendment: A written description of a change(s) to or formal clarification of a protocol. 202 

Approval: The affirmative decision of the IRB that the clinical trial has been reviewed and may 203 

be conducted at the institution site within the constraints set forth by the IRB, the institution, 204 

Good Clinical Practice (GCP), and the applicable regulatory requirements. 205 
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Audit: A systematic and independent examination of trial-related activities and documents to 206 

determine whether the evaluated trial-related activities were conducted, and the data were 207 

recorded, analyzed, and accurately reported according to the protocol, sponsor's standard 208 

operating procedures (SOPs), Good Clinical Practice (GCP), and the applicable regulatory 209 

requirement(s). 210 

Audit report: A written evaluation by the sponsor's auditor of the results of the audit. 211 

Blinding/masking: A procedure in which one or more parties to the trial are kept unaware of 212 

the treatment assignment(s). Single-blinding usually refers to the subject(s) being unaware, and 213 

double-blinding usually refers to the subject(s), the investigator(s), the monitor(s), and, in some 214 

cases the data analyst(s) being unaware of the treatment assignment(s). 215 

Case Report Form (CRF): A printed, optical, or electronic document designed to record all of 216 

the protocol-required information to be reported to the sponsor on each trial subject. 217 

Clinical trial/study: Any investigation in human subjects intended to discover or verify the 218 

clinical, pharmacological, and/or other pharmacodynamic effects of an investigational 219 

product(s), and/or to identify any adverse reactions to an investigational product(s), and/or to 220 

study absorption, distribution, metabolism, and excretion of an investigational product(s) with 221 

the object of ascertaining its safety and/or efficacy. The terms clinical trial and clinical study 222 

are synonymous.  223 

Clinical trial/study report: A written description of a trial/study of any therapeutic, 224 

prophylactic, or diagnostic agent conducted in human subjects, in which the clinical and 225 

statistical description, presentations, and analyses are fully integrated into a single report (see 226 

the ICH Guideline for Structure and Content of Clinical Study Reports). 227 

Comparator (Product): An investigational or marketed product (i.e., active control), or 228 

placebo, used as a reference in a clinical trial. 229 
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Critical GCP finding(s): Conditions, practices, or processes that adversely affect the rights, 230 

safety, or wellbeing of the subjects and/or the quality and integrity of data.  Critical observations 231 

are considered totally unacceptable. Possible consequences: the rejection of data and/or legal 232 

action required. Remarks: observations classified as critical may include a pattern of deviations 233 

classified as major, bad quality of the data, and/or absence of source documents. Manipulation 234 

and intentional misrepresentation of data belong to this group. 235 

Contract Research Organization (CRO): A person or an organization (commercial, 236 

academic, or other) contracted by the sponsor to perform one or more of a sponsor's trial-related 237 

duties and functions. 238 

Documentation: All records, in any form (including, but not limited to, written, electronic, 239 

magnetic, and optical records, and scans, x-rays, and electrocardiograms) that describe or record 240 

the methods, conduct, and/or results of a trial, the factors affecting a trial, and the actions taken. 241 

Good Clinical Practice (GCP): A standard for the design, conduct, performance, monitoring, 242 

auditing, recording, analyses, and reporting of clinical trials that provides assurance that the data 243 

and reported results are credible and accurate and that the rights, integrity, and confidentiality 244 

of trial subjects are protected. 245 

Independent Ethics Committee (IEC): An independent body (a review board or a committee, 246 

institutional, regional, national, or supranational), constituted of medical professionals and non-247 

medical members, whose responsibility it is to ensure the protection of the rights, safety, and 248 

well-being of human subjects involved in a trial and to provide public assurance of that 249 

protection, by, among other things, reviewing and approving/providing a favorable opinion on, 250 

the trial protocol, the suitability of the investigator(s), facilities, and the methods and material 251 

to be used in obtaining and documenting informed consent of the trial subjects. 252 

Informed consent: A process by which a subject voluntarily confirms his or her willingness to 253 

participate in a particular trial, after having been informed of all aspects of the trial that are 254 
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relevant to the subject's decision to participate. Informed consent is documented by means of a 255 

written, signed, and dated informed consent form. 256 

Inspection: The act by a regulatory authority(ies) of conducting an official review of 257 

documents, facilities, records, and any other resources that are deemed by the authority(ies) to 258 

be related to the clinical trial and that may be located at the site of the trial, at the sponsor's 259 

and/or contract research organization’s (CRO’s) facilities, or at other establishments deemed 260 

appropriate by the regulatory authority(ies). 261 

Institutional Review Board (IRB): An independent body constituted of medical, scientific, 262 

and non-scientific members, whose responsibility is to ensure the protection of the rights, safety, 263 

and well-being of human subjects involved in a trial by, among other things, reviewing, 264 

approving, and providing a continuing review of the trial protocol and amendments and of the 265 

methods and material to be used in obtaining and documenting informed consent of the trial 266 

subjects. 267 

Interim clinical trial/study report: A report of intermediate results and their evaluation based 268 

on analyses performed during the course of a trial. 269 

Investigational product: A pharmaceutical form of an active ingredient or placebo being tested 270 

or used as a reference in a clinical trial, including a product with a marketing authorization when 271 

used or assembled (formulated or packaged) in a way different from the approved form, or when 272 

used for an unapproved indication, or when used to gain further information about an approved 273 

use. 274 

Investigator: A person responsible for the conduct of the clinical trial at a trial site. If a trial is 275 

conducted by a team of individuals at a trial site, the investigator is the responsible leader of the 276 

team and may be called the principal investigator.  277 
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Investigator's brochure: A compilation of the clinical and nonclinical data on the 278 

investigational product(s) which is relevant to the study of the investigational product(s) in 279 

human subjects. 280 

Legally acceptable representative: An individual or juridical or other body authorized under 281 

applicable law to consent, on behalf of a prospective subject, to the subject's participation in the 282 

clinical trial. 283 

Major GCP finding(s): Conditions, practices, or processes that might adversely affect the 284 

rights, safety, or well-being of the subjects and/or the quality and integrity of data. Major 285 

observations are serious findings and are direct violations of GCP principles. - Possible 286 

consequences: data may be rejected and/or legal action required.  Remarks: observations 287 

classified as major, may include a pattern of deviations and/or numerous minor observations. 288 

 289 

Minor GCP finding (s): Conditions, practices, or processes that would not be expected to 290 

adversely affect the right, safety, or well-being of the subjects and/or the quality and integrity 291 

of data. Possible consequences: observations classified as minor indicate the need for 292 

improvement of conditions, practices, and processes. Remarks: many minor observations might 293 

indicate a bad quality and the sum might be equal to a major finding with its consequences. 294 

Monitoring: The act of overseeing the progress of a clinical trial, and of ensuring that it is 295 

conducted, recorded, and reported in accordance with the protocol, Standard Operating 296 

Procedures (SOPs), Good Clinical Practice (GCP), and the applicable regulatory requirement(s). 297 

Multicenter trial: A clinical trial conducted according to a single protocol but at more than one 298 

site, and therefore, carried out by more than one investigator. 299 

Nonclinical study/Pre-clinical Research: Research conducted at an early experimental stage 300 

prior to trials on humans, which aims to specify the degrees of safety and effectiveness of the 301 

medical intervention to be studied. Pre-clinical research is conducted through in vitro tests or 302 
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using experimental animals in accordance with the prescribed international standards in pre-303 

clinical research. 304 

Protocol: Document that describes the objective(s), design, methodology, statistical 305 

considerations, and organization of a trial. The protocol usually also gives the background and 306 

rationale for the trial, but these could be provided in other protocol-referenced documents. 307 

Throughout the ICH GCP Guideline, the term protocol refers to protocol and protocol 308 

amendments 309 

Randomization: The process of assigning trial subjects to treatment or control groups using an 310 

element of chance to determine the assignments in order to reduce bias. 311 

Regulatory authorities: Bodies having the power to regulate. In the ICH GCP guideline, the 312 

expression Regulatory Authorities includes the authorities that review submitted clinical data 313 

and those that conduct inspections. These bodies are sometimes referred to as competent 314 

authorities. 315 

Routine inspection: Inspection of the system and procedures used to conduct clinical research 316 

by both commercial and non-commercial organizations, in order to assure compliance with 317 

applicable legislations, protocol, procedures, guidelines & regulatory requirements. 318 

Organizations are notified of routine inspections in advance. 319 

Serious Adverse Events (Serious ADR): Any untoward medical occurrence that at any dose 320 

results in death, is life-threatening, requires inpatient hospitalization or prolongation of existing 321 

hospitalization, results in persistent or significant disability/incapacity, or results in a congenital 322 

anomaly/birth defect. 323 

Sponsor: A party that assumes responsibility for initiating, management, funding, and 324 

supervision of medical research; whether this party is a natural person such as the principal 325 

investigator or a body corporate such as a company, institution, domestic, regional, or 326 
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international organization, provided, however, it is legally represented in the Arab Republic of 327 

Egypt. 328 

Standard Operating Procedures (SOPs): Detailed, written instructions to achieve uniformity 329 

of the performance of a specific function. 330 

Subject/trial subject: An individual who participates in a clinical trial, either as a recipient of 331 

the investigational product(s) or as a control. 332 

The Supreme Council for Review of the Ethics of Medical Clinical Research (The Supreme 333 

Council): The council comprises a group of persons with medical and non-medical 334 

specializations and who are entrusted with the duty of establishing and following up on the 335 

general policies applicable to conducting medical research. It is referred to hereinafter as “The 336 

Supreme Council”. 337 

 Trial site: The location(s) where trial-related activities are actually conducted. 338 

Trigger inspection: These are ad hoc inspections that may be triggered as a result of NRA 339 

licensing requests or reports received by the NRA on suspected violations of legislation relating 340 

to the conduct of the clinical trials. In rare circumstances, the organization may not be notified 341 

of these inspections in advance. 342 

Unexpected adverse drug reaction: An adverse reaction, the nature or severity of which is not 343 

consistent with the applicable product information (e.g., Investigator's Brochure for an 344 

unapproved investigational product or package insert/summary of product characteristics for an 345 

approved product) 346 

Vulnerable subjects: Individuals whose willingness to volunteer in a clinical trial may be 347 

unduly influenced by the expectation, whether justified or not, of benefits associated with 348 

participation or of a retaliatory response from senior members of a hierarchy in case of refusal 349 

to participate. Examples are members of a group with a hierarchical structure, such as medical, 350 
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pharmacy, dental, and nursing students, subordinate hospital and laboratory personnel, 351 

employees of the pharmaceutical industry, members of the armed forces, and persons kept in 352 

detention. Other vulnerable subjects include patients with incurable diseases, persons in nursing 353 

homes, unemployed or impoverished persons, patients in emergency situations, ethnic minority 354 

groups, homeless persons, nomads, refugees, minors, and those incapable of giving consent. 355 

 356 

7 Objective: 357 

 This guideline outlines the information required by the Egyptian Regulatory Authority 358 

from applicants (sponsors/CRO/PI) wishing to conduct clinical trials in Egypt as well as to 359 

define the evaluation process for the conduct of clinical trials and indicate the order of the 360 

material to be submitted and the minimum requirements for conducting clinical trials. 361 

        This guideline also describes the rights of the participants, the responsibilities of the 362 

Sponsor and the Principal Investigator, and the key activities in designing, conducting, 363 

monitoring, and reporting clinical trials that should be performed according to the Egyptian 364 

Clinical trials law no. 214/2020 and the Good Clinical Practice (GCP) regulations. 365 

 366 

 This detailed guideline is intended to fulfill the obligations laid down in clinical trials law 367 

no. 214/2020, including the requirements of Articles 9 & 10 in clinical trials law no. 214/2020 368 

and articles 19 & 20 in the executive regulation of CT law 214/2020 and provide advice on the 369 

format, submission steps, timelines, and content of the information to be submitted to the 370 

Egyptian Drug Authority in the Arab Republic of Egypt for the applicant as per the following’s 371 

roles:  372 

a) A request for technical support for preclinical and clinical purposes during the 373 

medicinal product for human use development. 374 

b) Evaluate the results of pre-clinical and clinical medical research.  375 
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c)  Carry out the scientific review of the medicinal or biological product prior to 376 

the clinical medical research. 377 

d) A request for Egyptian Drug Authority opinion on a proposal Research Plan 378 

“Protocol” and amendments to be to, review the documents of the 379 

pharmaceutical product subject of the medical research in an endeavor to ensure 380 

the accomplishment of the good clinical practice, proper administration, and 381 

storage 382 

e) Notification of a substantial amendment and the request for Egyptian Drug 383 

Authority opinion on a substantial amendment,  384 

f) Notification of the Egyptian Drug Authority on the end of the trial or early 385 

termination of the trial. 386 

g) Submission of preclinical results for evaluation before introducing for first in 387 

human use (FIH) clinical trials.  388 

h)  Inspect the research clinical trial site(s) and other relevant entities in which 389 

clinical medical research is carried out for the purpose of verifying good clinical 390 

practices. 391 

 392 

8 Clinical Trials Regulatory Oversight in Egypt: 393 

8.1 EDA is adopting the Principles of GCP according to ICH E6 and WHO and all 394 

their Updates that are described as Follows 395 

 396 

a) Clinical trials should be conducted in accordance with the ethical principles that have 397 

their origin in the Declaration of Helsinki, and that are consistent with GCP and the 398 

applicable regulatory requirement(s).  399 

b) Before a trial is initiated, foreseeable risks and inconveniences should be weighed 400 

against the anticipated benefit for the individual trial subject and society. A trial should 401 

be initiated and continued only if the anticipated benefits justify the risks.  402 
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c) The rights, safety, and well-being of the trial subjects are the most important 403 

considerations and should prevail over the interests of science and society.  404 

d) The available nonclinical and clinical information on an investigational product should 405 

be adequate to support the proposed clinical trial.  406 

e) Clinical trials should be scientifically sound and described in a clear, detailed protocol.  407 

f) A trial should be conducted in compliance with the protocol that has received prior 408 

institutional review board (IRB)/independent ethics committee (IEC) 409 

approval/favorable opinion, EDA, and supreme council approvals. 410 

g) The medical care given to, and medical decisions made on behalf of, subjects should 411 

always be the responsibility of a qualified physician or, when appropriate, of a qualified 412 

dentist.  413 

h) Each individual involved in conducting a trial should be qualified by education, training, 414 

and experience to perform his or her respective task(s).  415 

i) Freely given informed consent should be obtained from every subject prior to clinical 416 

trial participation.  417 

j) All clinical trial information should be recorded, handled, and stored in a way that allows 418 

accurate reporting, interpretation, and verification. 419 

k) The confidentiality of records that could identify subjects should be protected, 420 

respecting the privacy and confidentiality rules in accordance with the applicable 421 

regulatory requirement(s).  422 

l) Investigational products should be manufactured, handled, stored, and disposed of in 423 

accordance with applicable good manufacturing practice (GMP) and EDA regulations. 424 

They should be used in accordance with the approved protocol.  425 

m) Importation of Investigational products should follow EDA regulations 426 

Systems with procedures that assure the quality of every aspect of the trial should be 427 

implemented. Aspects of the trial that are essential to ensure human subject protection and 428 

reliability of trial results should be the focus of such systems. 429 

 430 
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 431 

8.2 Submission and Evaluation of Preclinical Results before First in Human Clinical 432 

Trial (FIH)  433 

 434 

For the purpose of evaluation of preclinical results before conducting first in human 435 

(FIH) clinical trials in Egypt.  436 

 437 

8.2.1 Evaluation Process  438 

 8.2.1.1 Screening:  439 

The applicant shall prepare the documents including the results of preclinical studies for 440 

evaluation as per “List of Preclinical requirements: List of preclinical required documents in 441 

the file of the investigator and/or sponsor/CRO to be submitted to EDA for a scientific opinion 442 

before First in human use.” before submission. The screening period will take 5 working days. 443 

The applicant shall respond to the requirements within 5 working days. This can be 444 

renewed for another 5 working days when a suitable justification for missed or incomplete 445 

documents is submitted. The administration of Protocol and studies follow-up will reply to 446 

the applicant to perform official submission within 3 working days in case of acceptance of 447 

full package data. If the applicant does not respond to the requirements of screening, the 448 

submission will be considered rejected, and the applicant could re-submit again after at least 449 

one month.  450 

8.2.1.2 Submission:  451 

The applicant will submit the screened complete preclinical file with all requirements after 452 

paying the submission fees  453 

8.2.1.3 Evaluation: 454 

It takes 60 working days after completion of all requested documents and answering all 455 

inquiries and/or clarifications raised by EDA from the applicant   456 

During evaluation, requirements and/or clarification arise will be sent to the applicant  457 
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The applicant should respond to all raised requirements within 15 working days or else two 458 

acceleration letters of 5 working days interval will be sent in case of delay. 459 

8.2.1.4 EDA Final decision:  460 

  EDA will release the final decision after peer review by EDA advisory scientific 461 

committee for preclinical and clinical studies evaluation.   462 

 463 

8.3 Submission & Evaluation of Clinical Trials Protocol &/or Amendments to 464 

EDA 465 

 466 

8.3.1 Evaluation Process  467 

8.3.1.1 Screening:  468 

  The applicant shall submit a clinical study protocol &/or amendments to EDA. 469 

 The official delegated person from the company shall sign and fill the application form 470 

“Applicant request to the Egyptian Drug Authority for Clinical Trial Authorization on a 471 

medicinal product for Human use”  472 

 The applicant shall satisfy all the List of required documents from the investigator, 473 

sponsor&/or CRO to be submitted to EDA “List of required documents from the investigator, 474 

sponsor&/or CRO to be submitted to Bio Inn-EDA for clinical trials in Egypt. 475 

 The screening period will take 5 working days. The applicant shall respond to the 476 

requirements if any within 5 working days. This can be renewed for another 5 working days 477 

when a suitable justification for any missed or incomplete documents is submitted. After that, 478 

the administration of Protocol and studies follow-up will reply to the applicant to perform 479 

official submission within 3 working days in case of acceptance of full package data. If the 480 

applicant did not respond to the requirements of screening, the submission is considered 481 

rejected and could be re-submitted after at least one month. 482 

 483 

 484 
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8.3.1.2 Submission:  485 

 The applicant will submit the screened complete CT package data after paying the 486 

relevant fees depending on the type of submission whether first submission or protocol 487 

amendments. 488 

 489 

8.3.1.3 Evaluation:  490 

8.3.1.3.1 It takes 60 working days after completion of all requested documents and answering 491 

all inquiries and/or clarifications raised by EDA from the applicant   492 

During evaluation, requirements and/or clarification arise will be sent to the applicant  493 

The applicant should respond to all raised requirements within 15 working days or else two 494 

acceleration letters of 5 working days interval will be sent in case of delay. 495 

 496 

8.3.1.3.2  Data, decisions, reports of stringent regulatory authority specified in accordance 497 

with the international standards by the technical committee for drug control may be relied on 498 

to issue a resolution concerning evaluation and approval of clinical medical research that will 499 

be conducted in Egypt, EDA is still independent and responsible for all decision taken even if 500 

in case of relying to other stringent NRAs decisions and information approved by these bodies.  501 

8.3.1.4 EDA Final decision: 502 

 EDA will release the final decision after peer review by EDA advisory scientific 503 

committee for preclinical and clinical studies evaluation.  504 

** The Approval on CT conduction is valid for one year through which the applicant shall 505 

initiate the study. A renewal request should be submitted to EDA.  506 

The final decision will be raised to the supreme council for issuing final approval.  507 

 508 

 509 

 510 

 511 

 512 
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8.3.2 In Case of Amendment submission to EDA: 513 

The applicant should notify EDA with Any deviation or change of the   approved 514 

protocol and its related documents till official submission of changed documents as 515 

amendments for approval  516 

  The applicant shall consider all the steps stated above for protocol&/amendment 517 

submission and prepare CT package data as per the List of required documents from the 518 

investigator, sponsor&/or CRO to be submitted in case of Amendment, The applicant 519 

(sponsor/PI/CRO) must notify and submit to EDA any amendments (if found) in case of 520 

changes occurring to the original protocol or any of the submitted C.T. package data or if 521 

were required by EDA, illustrating a list of changes compared to the original versions and 522 

submitting the required documents according to “List of required documents from the 523 

investigator, sponsor&/or CRO to be submitted in case of Amendment”. 524 

 If the amendment after EDA approval is judged (by the DSMB and/or Principal 525 

Investigator) as urgently necessary to protect the life or well-being of trial participants or 526 

the community, the change may be effected immediately, and the investigator must 527 

inform the IRB/IEC, EDA and supreme council within 24 hours by a written full 528 

explanation. 529 

 If the amendment after EDA approval may affect the safety of the trial participants 530 

(e.g., changes to dose, regimen, concomitant medication, monitoring, etc.) the 531 

amendment must be submitted and approved by EDA, supreme council and IRB/IEC 532 

obtained prior to implementation. 533 

 If the amendment after EDA approval is unlikely to impact on participant safety (e.g., 534 

change of investigator (except Principal Investigator), endpoint assay, laboratory, 535 

statistical analysis, etc.) the full detail of the change must be submitted to EDA and 536 

supreme council in writing, and the change may be implemented 14 days after receipt 537 

of the amendment by EDA if no notification to the contrary is received by the applicant. 538 

 539 

 540 
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8.3.3 In case of public health emergency:  541 

The applicant shall submit a clinical trial protocol &/or amendments to EDA. An 542 

acceleration procedure will be taken by EDA regarding this clinical trial(s) 543 

application exhibiting a non-routine submission, as in case of parallel submission or 544 

any other measures accepted by The Supreme council & EDA with fast-track 545 

timelines.  546 

 547 

8.4  Initiation of the Study and Reporting from the Applicant (Sponsor/ CRO) 548 

 549 

8.4.1 Study initiation and site activation:  550 

The applicant (sponsor/PI/CRO) shall notify the administration of Protocols and studies 551 

follow-up upon initiating the study via email  552 

If the applicant initiated the study without notifying EDA, the trial is subjected to 553 

suspension based on EDA recommendation. 554 

8.4.2 Periodic reports/progress reports:  555 

The applicant shall submit periodic follow-up progress reports (including adverse events 556 

and serious adverse events) every three months if the study period is less than a year and 557 

every six months if the study period is more than a year using the follow-up template 558 

“Follow up template”.  559 

8.4.3 Interim Clinical study report: 560 

     The applicant shall submit an interim clinical study report as per protocol  561 

 562 

8.4.4 Safety reports reporting:  563 

 For local Fatal or life threatening or all other expected or unexpected SAR and severe 564 

AE, EDA should be notified within 24 hours at the maximum from the notification date 565 

of PI with identifying subjects by unique code numbers assigned to the trial subjects 566 

rather than by the subjects' names, personal identification numbers, and/or addresses. 567 
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Then the case report of this adverse events case should be submitted within 7 days to the 568 

Egyptian drug authority 569 

The Council for International Organizations of Medical Sciences (CIOMS) form of the 570 

adverse event cases should be submitted to EDA 571 

In case of reporting non-serious adverse events case, the applicant should submit the 572 

case report form within 7 days from the date notification date of PI in case of phase 1 &2 573 

clinical trial to be conducted in Egypt to the Egyptian drug Authority and should be 574 

submitted to EDA in follow up progress report in case of phase III &IV to be conducted 575 

in Egypt 576 

8.4.5 Investigational Medicinal Product (IMP) Destruction: 577 

- The applicant shall notify EDA of the date of the destruction of IMP during the ongoing 578 

CT.  579 

- EDA Inspectors shall attend the IMP destruction procedures to ensure the correct and safe 580 

disposal and control of IMP destruction procedures. 581 

- The applicant shall notify the Administration of Protocols and Studies Follow up after the 582 

destruction of the IMP with further evidence. 583 

 584 

8.5 Completion of the Study 585 

 586 

 The sponsor shall notify the Administration of Protocols and Studies Follow up by 587 

email that the clinical trial has ended up and submit a summary of the trial’s outcome, all 588 

information, data, and related reports of clinical medical research within 60 days of the end 589 

of the clinical trial till issuing of the final clinical study report which should be submitted to 590 

the Administration of Protocols and Studies Follow up of GA of CT at EDA for reviewing 591 

and evaluation. 592 
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 593 

8.6 Early Termination or Withdrawal of the Study by the Sponsor 594 

 595 

8.6.1 If the trial is prematurely terminated or suspended for any reason by the sponsor, the 596 

investigator should promptly inform the trial subjects, should assure appropriate 597 

therapy and follow-up for the subjects, and as per applicable regulatory 598 

requirement(s), should inform the administration of Protocols and studies follow-up 599 

in writing within 15 working days. 600 

8.6.2 The applicant may request the withdrawal of his protocol/ amendment before/after 601 

EDA has reached its decision on authorization, and then a formal letter of withdrawal 602 

providing a brief description of the reasons must be submitted to EDA. 603 

 604 

8.7 Suspension or Termination of the Study by EDA 605 

 606 

 EDA shall suspend or terminate clinical trials in Egypt that were granted EDA approval 607 

for any reasons concerning the non-GCP compliance or non-GMP compliance or SAEs or 608 

SUSAR or non-compliance with protocol after a scientific committee is held (if needed) and 609 

the reasons shall be clearly explained to the applicant. The final EDA decision is raised to the 610 

supreme council for final approval. 611 

 612 

8.8 Inspection on Clinical Trials and Review Follow up Reports 613 

 614 

 EDA shall inspect the clinical trial site(s) and other relevant entities in which clinical 615 

medical research is carried out for the purpose of verifying good clinical practices. 616 
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 EDA shall prepare for inspections at any step of the trial conduction whether pre, 617 

during, or post conduction to ensure compliance with GCP guidelines. 618 

 619 

8.8.1 Inspection plan notification: 620 

8.8.1.1 For routine inspection: 621 

The inspection team prepares the inspection plan and sends an email to the applicant at least 622 

two weeks before the stated date for inspection. 623 

The inspection agenda and the confirmation letter of the date of proposed inspection are sent 624 

to the PI through the applicant, responsible for following up of the trial from EDA, via email 625 

to confirm with the clinical trial site where the inspection will be conducted, the date of the 626 

inspection and names of the inspectors that will carry out the inspection will be included in 627 

the confirmation letter. 628 

The applicant shall respond with approval to the proposed inspection date. 629 

 630 

8.8.1.2 For triggered inspection:  631 

The inspection team may or may not notify the applicant within 24 hours before the inspection. 632 

 633 

8.8.1.3 For follow up inspection:  634 

Follow-up inspection can be carried out to ensure the corrective action(s) &/or preventive 635 

action(s) were implemented. 636 

 637 

8.8.2 Inspection Report:  638 

 The inspection team prepares an inspection report that includes all kinds of 639 

observations within 15 working days after completion of the inspection. Observations of 640 

inspection are classified as (critical, major, or minor). 641 

 642 

 643 
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8.8.3 Corrective action plan:  644 

The applicant shall prepare the corrective and preventive actions plan within 20 working 645 

days from receiving the inspection report from EDA then, two acceleration letters of 5 working 646 

days interval will be sent to the applicant. In case of delay, the issue will be raised to the supreme 647 

council to take the final decision for the status of the ongoing clinical trial. 648 

 649 

8.9 Technical Support for Preclinical and Clinical Trials 650 

Technical support of preclinical and clinical data can make the evaluation easier and 651 

quicker because the evidence is likely to be more robust, appropriate, and complete, but it 652 

does not affect the stringent assessment of safety and efficacy. 653 

Applicants should comply with the technical support approach, therefore, enhancing the 654 

chances of submission of preclinical results and clinical trial(s) application but it does not 655 

guarantee it. 656 

For technical support Submission, applicants are advised to fill in the application form 657 

“Application form for technical support” and attach it with the related documents. This 658 

application helps to describe your case in an organized manner to allow for better 659 

understanding. The requests will be studied on a case-by-case basis according to the 660 

international guidelines. 661 

8.9.1 Submission: 662 

The company /applicant shall fill and sign the “Application form of pre-clinical and 663 

clinical technical support request”. preliminary screening is done within 10 working 664 

days. In case any document is missing after reviewing the whole submitted technical 665 

support dossier, the applicant is notified to complete it. The applicant should respond 666 

to the letter within 10 working days, followed by two acceleration letters of 5 working 667 

days interval in case of delay.  668 
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 669 

8.9.2 Technical Support assistance:  670 

The whole dossier of the technical support is reviewed according to the international 671 

and national guidelines within 60 working days from the date of the completion of 672 

data. 673 

8.9.3 EDA Technical Support report: 674 

Technical support report of Evaluation is issued and sent to the applicant.  675 

 676 

8.10   The Principal Investigator Criteria and Responsibilities  677 

 678 

8.10.1 The Principal Investigator Criteria 679 

a) The Principal Investigator should meet all academic qualifications, training, and 680 

experience criteria to be able to assume the responsibility of administering medical 681 

research and to be fully acquainted with the rules and ethics of scientific research, and 682 

possess the skills deemed inevitable and necessary to deal with patients.  683 

b) To be of good reputation.  684 

c) Not to have been sentenced in a penal punishment or incarceration for a crime of honor or 685 

honesty unless otherwise exonerated.  686 

d) To be free from any personal conflict of interest against conducting or completing the 687 

research or protecting the safety of any of the research subjects. 688 

8.10.2 Responsibilities before starting the study 689 

a) To obtain the approvals required for conducting the medical research.  690 

b) To obtain the informed consent of research subjects or their legal representatives and 691 

document it, which shall be signed and dated by the research subject and reviewed and 692 

approved by the institutional committee.  693 

c) To obtain approval on the research plan (protocol) of the medical research.  694 

d) To register the research plan (protocol) in the designated database.  695 
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e) To obtain the other permits and approvals as stipulated under the law. 696 

f) To choose an assistant to the principal investigator and members of the research team in 697 

accordance with the criteria of scientific competence.  698 

g) To choose research subject with complete impartiality and to specify the appropriate 699 

number to conduct the medical research in accordance with the approved research plan 700 

(protocol). 701 

 702 

8.10.3 Responsibilities during conduction of the study 703 

a) To conduct the medical research at the clinical trial site and attend and supervise the 704 

research on regular basis; in accordance with recognized practices and standards.  705 

b) To conform with the relevant laws and regulations and to apply the principles of good 706 

clinical practices, as well as, recognized and relevant local and international standards.  707 

c) To manage the medical research in accordance with the research plan (Protocol) as 708 

approved by competent authorities, on a case-by-case basis.  709 

d) The principal investigator may not cause any amendments to the research plan (Protocol) 710 

except after obtaining the approval of the entities concerned.  711 

e) To inform research subjects of any amendments to the research plan that may affect their 712 

safety and of any unexpected risks that they or other research subjects may become exposed 713 

to, in the process of conducting the medical research.  714 

f) To take necessary measures to protect the life, physical, psychological health, and 715 

dignity of research subjects, as well as, minimize the side effects of the medical research; 716 

including the introduction of amendments to the research plan in event of the emergence of 717 

serious side effects that may place the safety of the research subjects at risk. In such case; the 718 

principal investigator shall notify the research sponsor, institutional review board, EDA, and 719 

the Supreme Council; each in their jurisdiction of the adverse events and the procedures taken 720 

to protect the research subjects within no more than 24 hours.  721 
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g) To keep the documents of the medical research at the research facility and the premises 722 

of the research sponsor (if any) and take sufficient precautions to protect the same from any 723 

loss or damage.  724 

h) To publish the results of the medical research in a peer-reviewed scientific journal after 725 

completion of the research.  726 

i) To provide the necessary medical care to research subjects after completion of the 727 

medical research on a case-by-case basis whenever the principal investigator concludes the 728 

occurrence of adverse events or serious adverse events, and to notify research subjects of their 729 

need for such medical care; all for the purpose of mitigation of the harmful effects. 730 

 731 

8.11 Responsibilities of the Sponsor/CRO 732 

 733 

a) The Sponsor should obtain all the required approvals depending on the nature and type 734 

of the medical research. 735 

b) To supervise the completion of the medical research and fund the research from its 736 

beginning until its completion.  737 

c) To establish the mechanisms required for monitoring performance and quality of 738 

performance and assurance to obtaining, documenting, and publication of the results of the 739 

medical research in accordance with the approved study protocol and good clinical practices.  740 

d) To serve the competent institutional review board and the Supreme council with 741 

periodical reports on the progress of the medical research and the funding made by the 742 

sponsor, as the case may be.  743 

e) To enter into agreements with all parties concerned with the medical research and 744 

include these agreements in the medical research file.  745 

f) To safe-keep with self, and in the Supreme Council's medical research database inside 746 

the Arab Republic of Egypt all the main documents and dates related to the medical research 747 

after publication of the results.  748 
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g) To provide research subjects with medical intervention during and after the completion 749 

of the medical research on a case-by-case basis and as required.  750 

h) To immediately notify the research subjects of any modifications on the medical 751 

research, of any results that may adversely affect their safety, and of any unexpected adverse 752 

events of the medical research.  753 

i) To conclude an insurance contract with the research subjects named as beneficiaries, 754 

and with an insurance company chartered in the Arab Republic of Egypt against any damages 755 

sustained by the research subject due to their participation in the medical research.  756 

j) The insurance contract stated herein shall cover the entire period of the medical research 757 

and the follow-up period provided however that it shall be valid for one year after the 758 

completion of the medical research, and the insurance value shall be approved by the Supreme 759 

Council.  760 

k) Indemnification and treatment of research subjects in case of injures related to medical 761 

research.  762 

l) To complete the treatment of research subjects proven to need treatment after the 763 

completion of the medical research.  764 

 765 

8.12 Key Activities that Should Comply with GCP and Related to the Design Phase  766 

 767 

8.12.1 Development of clinical trial protocol 768 

Clinical trials should be described in a clear, detailed protocol. The sponsor, often in 769 

consultation with one or more clinical investigators, generally designs the study protocol. 770 

Integral to protocol development are the concepts of risk identification, study design and 771 

control groups, and statistical methodology. The sponsor and clinical investigator(s) should 772 

be aware of the Egyptian clinical trial law no.214/2020 773 

 774 
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8.12.2 Development of standard operating procedures (SOPs) 775 

All parties who oversee, conduct, or support clinical trials (i.e., sponsors, clinical 776 

investigators, Institutional Review Boards [IRBs] monitors, contract research organizations 777 

[CROs]) should develop and follow written standard operating procedures (SOPs) that define 778 

responsibilities, records, and methods to be used for study-related activities. 779 

Sponsors should consider preparing SOPs for: 780 

a) Developing and updating the protocol, investigator’s brochure, case report forms 781 

(CRFs), and other study-related documents. 782 

b) Shipping, handling, destruction, and accounting for all supplies of the investigational 783 

product. 784 

c) Standardizing the activities of sponsors and study personnel (e.g., review of adverse 785 

event reports by medical experts; data analysis by statisticians). 786 

d) Standardizing the activities of clinical investigators to ensure that trial data is accurately 787 

captured. 788 

e)  Monitoring, to ensure that processes are consistently followed and activities are 789 

consistently documented. 790 

f) Auditing, to determine whether monitoring is being appropriately carried out and the 791 

systems for quality control are operational and effective. 792 

 Investigators should consider developing SOPs for common trial-related procedures not 793 

addressed in the protocol. These may include but are not limited to: 794 

 Communicating with the IEC/IRB; obtaining and updating informed consent; reporting 795 

adverse events; preparing and maintaining adequate records; administering the investigational 796 

product, and accounting for and disposing of the investigational product. IECs/IRBs should 797 

develop and follow written procedures for their operations, including but not limited to: 798 

membership requirements; initial and continuing review; communicating with the 799 

investigator(s) and institution; and minimizing or eliminating conflicts of interest. 800 

 801 

 802 
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8.12.3 Development of support systems and tools: 803 

Appropriate support systems and tools facilitate the conduct of the study and collection of 804 

data required by the protocol. Support systems and tools include, but are not limited to, trial-805 

related information documents (e.g., investigator’s brochure, case report forms [CRFs], and 806 

checklists. The sponsor is generally responsible for developing support systems and tools for 807 

conducting the trial and collecting and reporting required data. For example, a diagnostic or 808 

laboratory equipment specified in the study protocol, and procedures/schedules for servicing 809 

the equipment according to the manufacturer’s specifications; computer systems (hardware 810 

and software) to be used in the clinical trial (e.g., statistical or other software, electronic patient 811 

diaries, coding of personal data), and software validation systems, as needed; facsimile or 812 

other communications equipment to facilitate reporting of serious adverse events; information 813 

and training tools for clinical investigators and site personnel. 814 

8.12.4 Generation and approval of trial-related documents: 815 

Development of trial-related documents may facilitate the conduct of the study, collection and 816 

reporting of study-related data, and analysis of study results. The sponsor generally develops, 817 

designs, and provides various standardized forms and checklists to assist the clinical 818 

investigator and his/ her staff in capturing and reporting data required by the protocol. 819 

Examples of trial information documents include, but are not limited to: 820 

a) Investigator’s Brochure. 821 

b) Checklists to identify and document the required steps for each of the various clinical 822 

trial activities (e.g., investigator selection, approvals and clearances, monitoring, adverse 823 

event reporting and evaluation, analysis of interim data). 824 

c) Investigational supplies accountability forms to document the amount and source of 825 

investigational product shipped and received, the amount dispensed to subjects, and the 826 

return/destruction, as appropriate, of any unused product. 827 

d) Signature logs and other forms to document by whom activities are completed, when, 828 

and the sequence in which they are carried out.  829 
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e) Case report forms (CRFs) for each scheduled study visit to capture all of the necessary 830 

data collected from and reported for each subject.  831 

f) Informed consent documents. 832 

g) Adverse events or safety reporting forms.  833 

h) Administrative forms to track research funds and expenses. 834 

i) Forms to disclose information about the investigator’s financial, property, or other 835 

interests in the product under study, in accordance with national/local law or regulations. 836 

j) Formats for reports of monitoring visits.  837 

k) Formats for progress reports, annual reports, and final study reports 838 

Selection of trial sites and the selection of properly qualified, trained and experienced 839 

investigators and study personnel. 840 

  841 

8.13      Key Activities that Should Comply with GCP and Related to the 842 

Conduction Phase 843 

 844 

8.13.1 Enrollment of subjects into the study: recruitment, eligibility, and informed 845 

consent. 846 

 The clinical investigator has primary responsibility for recruiting subjects, ensuring that 847 

only eligible subjects are enrolled in the study, and obtaining and documenting the informed 848 

consent of each subject. Within GCP, informed consent must be obtained from each study 849 

subject prior to enrollment in the study or performing any specific study procedures 850 

8.13.2  The investigational product(s): quality, handling, and accounting. 851 

  Investigational products should be manufactured, handled, and stored in accordance 852 

with applicable good manufacturing practice (GMP) and EDA regulations. They should be 853 

used in accordance with the approved protocol. GCP requires that sponsors control access to 854 

the investigational product and also document the quantity(ies) produced, to whom the 855 

product is shipped, and disposition (e.g., return or destruction) of any unused supplies. 856 
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Destruction & disposition of investigational products should be conducted as per EDA 857 

regulations. 858 

8.13.3 Trial data acquisition: conducting the trial. 859 

 Research should be conducted according to the approved protocol and applicable 860 

regulatory requirements. Study records documenting each trial-related activity provide critical 861 

verification that the study has been carried out in compliance with the protocol. 862 

8.13.4 Safety management and reporting. 863 

 All clinical trials must be managed for safety. Although all parties who oversee or 864 

conduct clinical research have a role/responsibility for the safety of the study subjects, the 865 

clinical investigator has primary responsibility for alerting the sponsor, the IEC/IRB, EDA, 866 

and the supreme council to adverse events, particularly serious/life-threatening unanticipated 867 

events, observed during the course of the research. The sponsor, in turn, has primary 868 

responsibility for reporting of study safety to regulatory authorities and other investigators 869 

and for the ongoing global safety assessment of the investigational product. A data and safety 870 

monitoring board (DSMB) may be constituted by the sponsor to assist in overall safety 871 

management. 872 

8.13.5 Monitoring the trial 873 

Sponsors generally perform site monitoring of a clinical trial to assure high-quality trial 874 

conduct. The sponsor may perform such monitoring directly or may utilize the services of an 875 

outside individual or organization (e.g., contract research organization [CRO]). The sponsor 876 

determines the appropriate extent and nature of monitoring based on the objective, purpose, 877 

design, complexity, size, blinding, and endpoints of the trial, and the risks posed by the 878 

investigational product. The “on-site” monitors review individual case histories in order to 879 

verify adherence to the protocol, ensure the ongoing implementation of appropriate data entry 880 

and quality control procedures, and verify adherence to GCP. In blinded studies, these 881 

monitors remain blinded to study arm assignment. 882 

 883 

 884 
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8.13.6 Managing trial data 885 

Within GCP, managing clinical trial data appropriately assures that the data are complete, 886 

reliable, and processed correctly, and that data integrity is preserved. Data management 887 

includes all processes and procedures for collecting, handling, manipulating, analyzing, and 888 

storing/archiving of data from study start to completion. The sponsor bears primary 889 

responsibility for developing appropriate data management systems. The sponsor and the 890 

investigator share responsibility for implementing such systems to ensure that the integrity of 891 

trial data is preserved. 892 

8.13.7 Quality assurance of the trial performance and data 893 

Quality assurance (QA) verifies through systematic, independent audits that existing quality 894 

control systems are working and effective. Quality assurance audits may be performed during 895 

the course of the clinical trial and/or upon trial completion. 896 

Sponsors bear primary responsibility for establishing quality systems and conducting quality 897 

assurance audits. 898 

 899 

8.14 General Considerations 900 

 901 

8.14.1 According to the Egyptian clinical trials law no. 214/2020 article 10, the allowed CT 902 

applications for submission to EDA as follows: 903 

 For nationally originated interventions, all phases of clinical trials (I, II, III, and IV) are allowed 904 

to be conducted in Egypt on the condition that the results of each stage are reviewed and 905 

EDA approves to move forward to the next clinical phase.  906 

 For the medical interventions that arise outside the Arab Republic of Egypt, clinical trial 907 

phases III and IV are allowed after review and approval by the EDA and the Supreme 908 

Council of the results of the clinical trial phases I and II, which were conducted in the 909 

country of origin.  910 
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 As an exemption from this condition; is the medical intervention for endemic 911 

diseases that do not exist in the country of the origin of the medical intervention 912 

and rare diseases, in which case medical research for cases is allowed in the 913 

Arab Republic of Egypt beginning from the clinical trial phase II and subject 914 

to the approval of the Supreme Council. 915 

 916 

8.14.2 Other Authorities involved in the decision of the CT application:  917 

 IRB approval. 918 

 Supreme council: it is a must to acquire supreme council final approval. 919 

 General Intelligence Agency opinion shall be obtained in case the research is being 920 

conducted with foreign entities and in case of jointly conducted international trials. 921 

 Drug control entities and other relevant entities’ opinions shall be obtained in 922 

accordance with the executive regulations of Egyptian CT law no. 214/2020. 923 

 924 

 925 

 926 

 927 

 928 

 929 

 930 

 931 
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9 Template forms: 962 

9.1  List of Preclinical requirements: List of preclinical required documents in the 963 

file of the investigator and/or sponsor/CRO to be submitted to EDA for scientific 964 

opinion before First in human use. 965 

9.2 Application form "Applicant request to the Egyptian Drug Authority for 966 

Clinical Trial Authorization on a medicinal product for human use".  967 

9.3 List of required documents from the investigator, sponsor&/or CRO to be 968 

submitted to Bio Inn-EDA for clinical trials in Egypt  969 

9.4 List of required documents from the investigator, sponsor&/or CRO to be 970 

submitted in case of Amendment. 971 

9.5 Follow up template 972 

9.6  Application form for technical support 973 

 974 

 All these forms are available on the EDA website and should be checked regularly for updates. 975 

 976 

 977 

 978 

 979 


