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	Date of revision
	Revision number
	Changes made and/or reasons for revision

	07/12/2021
	1
	1. List of definitions updated to include the definition of investigational products and definition unfit product was updated;
2. Rwanda FDA is replaced with Authority were necessary;
3. Article regarding the safe disposal of investigational product was included;
4. Provisions related to the disposal/destruction of unfit/unused investigational products were included;
5. Article on reasons for recall was included;
6. Article on types of recalls was included;
7. Article on monitoring and recalls audit;
8. Article regarding penalties was changed to administrative sanctions;
9. Article regarding the implementation of these regulations was included;
10. The table of revision history was included;
11. Necessary editorial changes and formatting were made in the entire document.

	15/01/2026
	2
	1. Alignment with the new organizational structure of Rwanda FDA
2. Alignment with the new QMS format 
3. Updating the title of regulation and becoming Regulations governing Recall, Treatment and disposal of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics (IVDs)
4. The table of glossary was updated to include other definitions of terms
5. Term Unfit products was replaced by Substandard and falsified pharmaceutical products and medical devices including IVDs	
6. Article 13, paragraph 5 outlining the roles and responsibilities of local manufacturers in Rwanda for the effective implementation of recall procedures were added
7. Article 18 on the refund mechanism was reinforced by the inclusion of explicit timelines and mandatory reporting obligations
8. Articles 23 and 24 on Health risk evaluation and follow up to consumers/patients were included,
9. Articles 34 and 35 on administrative fines and regulatory sanctions were incorporated,
10. Removal of disposal fees in alignment with the new Regulation on Regulatory Service Tariffs and Fines.





[bookmark: _Toc77322030][bookmark: _Toc216516981][bookmark: _Toc235029701]ADOPTION AND APPROVAL OF THE REGULATIONS	

In EXERCISE of the powers conferred upon Rwanda Food and Drugs Authority by Article N° 9 of the Law N° 003/2018 of 09/02/2018 establishing Rwanda FDA and determining its mission, organization and functioning, hereby ADOPTS and ISSUES these regulations No DD/PVCT/TRG/2025/005 Version_3 governing recall, treatment and disposal of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics (IVDs) 



Prof. Emile BIENVENU
Director General 
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[bookmark: _Toc235029704]Article 1: Purpose of these regulations

The purpose of these Regulations is to provide a legal framework for the effective and efficient regulation of recall, treatment and disposal of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics (IVDs) and providing an open transparent and non- discriminatory process for the treatment and disposal of substandard and/or falsified products.
[bookmark: _Toc235029705]Article 2: Citation	

These regulations may be cited as “the regulations governing recall, treatment and disposal of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics (IVDs)” and shall come into operation from the date of publication.

[bookmark: _Toc235029706]Article 3: Application and scope

These regulations apply to all pharmaceutical products and medical devices including in-vitro diagnostics (IVDs) that are manufactured, imported, distributed, stored, sold and used in Rwanda.

[bookmark: _Toc235029707]Article 4: Definitions

In these regulations, unless the context otherwise requires:

a. Disposal means the process of rendering harmless any unwanted or substandard and/or falsified regulated product;

b. Investigational Product (IP) Any regulated products being tested or used as a reference in a clinical trial, including a product with a marketing authorization when used or assembled (formulated or packaged) in a way different from the approved form, or when used for an unapproved indication, or when used to gain further information about an approved use.

c. In-Vitro Diagnostics: a medical device, whether used alone or in combination, intended by the manufacturer for the in vitro examination of specimens derived from the human or animal body solely or principally to provide information for diagnostic, monitoring or compatibility purposes. this includes reagents, calibrators, control materials, specimen receptacles, software, and related instruments or apparatus or other articles; IVD medical devices include reagents, calibrators, control materials, specimen receptacles, software, and related instruments or apparatus or other articles and are used, for example, for the following test purposes: diagnosis, aid to diagnosis, screening, monitoring, predisposition, prognosis, prediction, determination of physiological status;

d. Market Authorization Holder (MAH): a corporate body which holds an authorization to place a pharmaceutical product on the Rwandan market and is responsible for that product.

e. Medical Device/Devices: any instrument, machine, appliance, material intended by the manufacturer to be used alone or in combination for the purpose of diagnosis, testing, vaccination, cure, surgery or for human or animal health protection;

f. Pharmaceutical products: Any substance capable of preventing, treating human or animal diseases and any other substance intended for administration to a human being or an animal in order to diagnose diseases, restore, correct or carry out modification of organic or mental functions. It also means products used in disinfecting premises where food and drugs are manufactured, prepared or stored, cleaning hospitals, equipment and farm houses;

g. Product defect: a non-conformity to a specification confirmed by laboratory analysis or a suspected deficiency which may produce an impact either directly or indirectly on the continuing safety, efficacy or quality of the product.

h. Product recall is a process for withdrawing or removing a medical product from the supply chain because of defects in the product, complaints of serious adverse reactions to the product, unauthorized entry on to the market and/or concerns that the product is or may be substandard and/or falsified. The recall might be initiated by the manufacturer, importer, Local Technical Representative (LTR) wholesaler, distributor or Rwanda FDA;

i. Quarantine: The status of regulated products isolated physically due to suspicion on the quality or safety, while a decision is waited for their release, recall, and rejection or reprocessing. Quarantine status is ensured by storage in separate areas, these areas must be clearly marked and access limited to only authorized personnel.

j. Regulated product: means Any human and veterinary drugs, human and animal vaccines and other biological products used in clinical as drugs or investigational products; poisonous substances; herbal medicines; medicated cosmetics; human and veterinary medical devices; tobacco and tobacco products; laboratory and cleaning chemicals and pesticides, and raw materials used in the manufacture of regulated products;

k. Substandard and/or falsified medical products

i. Falsified medical products: Pharmaceutical products that deliberately/fraudulently misrepresent their identity, composition or source;

ii. Substandard medical products: Also called “out of specification”, these are authorized Pharmaceutical products that fail to meet either their quality standards or their specifications, or both;


l. Unregistered/unlicensed product is products that have not undergone evaluation and/or approval by Rwanda Food and Drugs Authority (Rwanda FDA) for the market in which they are marketed/distributed or used, subject to permitted conditions under national or regional regulation and legislation;

[bookmark: _Toc235029708]CHAPTER TWO: GENERAL REQUIREMENTS

[bookmark: _Toc235029709]Article 5: Prohibition

It is prohibited for everyone to:
a. possess or sell any medical product which is referred to as substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics (IVDs);
b. distribute, offer or expose for sale, procure for sale, or administer to any person or animal, any medical product which is substandard and/or falsified for its intended purpose;
c. manufacture, import, export and distribute substandard and/or falsified of pharmaceutical products and medical devices including in-vitro diagnostics (IVDs); subjected to be recalled;
d. no person shall dispose of any substandard and/or falsified of pharmaceutical products and medical devices including in-vitro diagnostics (IVDs); unless she/he has requested Rwanda FDA and secured an approval to proceed with disposal procedure.

[bookmark: _Toc235029710]Article 6: Powers to seize, forfeit, condemn, destruct and recall substandard and/or falsified products

1. Rwanda FDA shall issue public alert notice, a call for quarantine while the investigation on quality and safety of medical product is ongoing. Quarantine status is ensured by storage in separate dedicated areas, clearly marked and access restricted only to authorized personnel.
2. Rwanda FDA shall, if satisfied that any medical product is substandard and/or falsified for the intended use, seize, forfeit, condemn and recall such product and declare it substandard and/or falsified for intended use and shall order that product be destroyed at the owner’s cost.
3. In the event of recall, the Rwanda FDA expects the holder of registration certificate and the importers to take full responsibility of products recalls including follow-up, checks to ensure that the recalls are successful.
4. Rwanda FDA shall monitor the progress and effectiveness of a recall procedures and ensure that no recalled product can re-enter the Rwandan market through different market authorization holders.

[bookmark: _Toc235029711]Article 7: Reasons for recall

The reasons for the recall of Substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs shall include:
a. incorrect labelling of the product;
b. incorrect formulation of the product;
c. designed defect of medical devices and/or IVDs
d. Labelling or instruction for use errors of medical devices and/or IVDs
e. Material or component failure such as battery overheating/material fatigue
f. Performance failure (such as false diagnostic result
g. Adverse event trend (device malfunction that are warranty corrective action)
h. Packaging defect (Missing component)
i. Regulatory noncompliance (failure to meet manufacturing standard)
j. substandard and/or falsified product;
k. unfavorable result of ongoing stability studies;
l. evidence of poor storage and handling;
m. microbial contamination of sterile product;
n. contamination with another chemical with serious health consequences;
o. non-compliance with specification (e.g. assay, fill/ weight or dissolution);
p. wrong active ingredients;
q. product registration cancellation;
r. proven safety issue(s) on the products that can harm consumers 
s. Any other reason that may compromise the safety, efficacy, quality and standard of the product.

[bookmark: _Toc216516984][bookmark: _Toc235029712]CHAPTER THREE: RECALL OF Substandard and/or falsified PHARMACEUTICAL PRODUCTS and medical devices including in-vitro diagnostics IVDs

[bookmark: _Toc235029713]Article 8: Initiation of recall

1. Rwanda FDA may at any time, when it is of the opinion that any medical product, for reasons relating to deficiencies in the quality, safety or efficacy, order recall of such product from the market at the cost of the manufacturer or supplier, marketing authorization holder, importer, distributor as the case may be.
2. The manufacturer, marketing authorization holder, importer, distributor of medical product may voluntarily initiate a recall after receiving complaints from users or upon proof after investigation that such product has caused or is about to cause injury to the health or safety of patients, users or consumers.
3. The manufacturer, marketing authorization holder, importer, distributor of regulated products who voluntarily initiates a recall shall be required to comply with the requirements stipulated under these regulations.
4. Before or while undertaking a recall, the manufacturer or supplier, marketing authorization holder, importer, and distributor of confirmed/suspected substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs shall provide to Rwanda FDA with the following:
i. Proprietary name, generic name, dosage form, strength, batch or lot number, pack size, the name and address of the manufacturer, manufacturing date and expiry date;
ii. The reason for the recall, the nature of the confirmed or possible defectiveness, the date on and circumstances under which the confirmed or possible defects were discovered;
iii. The total quantity of the product being recalled originally in possession of the manufacturer, marketing authorization holder or importer and distributor;
iv. The date on which distribution of the product began;
v. The total quantity of the product being recalled that had been distributed up to the time of the recall;
vi. Area of distribution of the product;
vii. List of customers to whom product was distributed;
viii. The quantity of the recalled product still in possession of the manufacturer, marketing authorization holder or importer and distributor.

[bookmark: _Toc235029714]Article 9: Classification of recall

1. Rwanda FDA or any stakeholder (manufacturer, market authorization holder, importer or distributor) shall assign each recall a classification in the form of Class I, Class II, or Class III, depending on the nature and degree of health risk or adverse events of the product being recalled or considered for recall:
a. Class I is for defective, dangerous or potentially life threatening substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics (IVDs) that predictably or probably could result into serious health risk or adverse events or death;
b. Class II is substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics (IVDs) that possibly could cause temporary or medically reversible adverse health problem or mistreatment;
c. Class III is for substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics (IVDs) that are defective and are unlikely to cause any adverse health reaction or which do not comply with the requirements for the printed packaging material, product specification or labelling. 
2. The maximum time for recalling class I, II and III shall be three (3) working days, ten (10) working days and thirty (30) working days respectively. 
3. Notwithstanding the provisions of the article 9 of these regulations, Rwanda FDA reserves the right to determine the maximum time for recall depending on the urgency and health risk involved. 
[bookmark: _Toc235029715]Article 10: Levels of Recall

1. Rwanda FDA shall determine the level of recall. The determining factors shall include the level of hazard, the level to which the distribution has taken place and channels through which the products have been distributed according to the recall levels which shall include wholesale, retail and consumer or user level.
2. More details on recall requirements and processes shall be provided in the applicable guidelines for Recall, Treatment and disposal of substandard and falsified pharmaceutical products and medical devices including in-vitro diagnostics (IVDs) issued by Rwanda FDA.

[bookmark: _Toc235029716]Article 11: Types of Recall

Rwanda FDA recognizes two (2) types of recalls: Voluntary Recall and Statutory Recall.
a. A voluntary recall is a recall initiated by a manufacturer, local technical representative market authorization holder, distributor or importer as a result of a defective report from the manufacturer or market complaints. 
b. A Statutory recall also called non-voluntary recall is initiated by Rwanda FDA after a notification that a batch (es) or a product is identified as substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs.
[bookmark: _Toc235029717]Article 12: Notification of Product defect

The recall might be initiated as a result of complaints by consumers, health professional, supply chain managers on its quality, safety or efficacy of the product. It might also be notified as a result of test carried out by the quality control laboratory of Rwanda FDA on samples of a product obtained from post-marketing sampling or based on request from international companies or health authorities.
[bookmark: _Toc235029718]Article 13: Initiation of Voluntary and Statutory Recall

1. The manufacturer, marketing authorization holder, local technical representative or importer shall initiate the voluntary recall of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs and shall notify Rwanda FDA in writing within twenty-four (24) hours.
2. In case of the statutory recall or non-voluntary recall, Rwanda FDA upon the establishment of the reason for recall of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs shall notify the manufacturer, marketing authorization holder, local technical representative or importer and other stakeholders.
3. In all cases, the notification shall include the following details:
a. product proprietary name;
b. product non-proprietary name (active pharmaceutical ingredients), dosage form, strength, pack size or type;
c. batch number;
d. manufacturing date and expiry date;
e. names and address of manufacturer/distributors and contact telephone numbers and email address;
f. quantity released or imported into Rwandan market;
g. local distribution list;
h. identified defect;
i. quantity of the recalled product still in possession of the manufacturer, MAH or importer
j. reason for recall;
k. product recall protocol;
l. overseas distribution list of products exported from Rwanda;
m. whether the product is meant to be sterile;
n. any other information as may be prescribed by Rwanda FDA to make informed decision.

4. The manufacturer, marketing authorization holder, local technical representative or importer shall notify all the distributors of the product recall, reason for recall and the recall structures. 

5. In case of recall involving products manufactured in Rwanda and recalled in foreign countries, the local manufacturer shall:
a. Immediately notify Rwanda FDA;
b. Initiate recall at all distribution levels;
c. Notify foreign regulatory authorities where products were exported;
d. Submit evidence of recall implementation both locally and internationally.

6. Where a Rwandan-manufactured product is recalled in a foreign market, the manufacturer shall notify the Rwanda FDA within seventy-two (72) hours and submit a detailed action plan.

[bookmark: _Toc235029719]Article 14: Reporting of Recalls
1. The manufacturer, marketing authorization holder, local technical representative or importer of a recalled medical product shall submit to Rwanda FDA, a final report in stipulated timelines based on the class of recall.
2. The manufacturer, marketing authorization holder, local technical representative or importer shall submit to Rwanda FDA an investigation report detailing causes of the defect, stock reconciliation report and corrective and preventive actions undertaken within fourteen (14) calendar days after termination of a recall.
[bookmark: _Toc235029720]Article 15: Recall Strategy
1. The recall strategy shall specify the proposed level in the distribution chain to which the recall will be extended to, the duration for the recall, recall communication strategy and key personnel appointed to coordinate the recall until the completion of the exercise.
2. In case the recall is not applied to all levels, manufacturer, marketing authorization holder, local technical representative or importer shall indicate the reasons for not extending the recall to all distribution levels.
3. The manufacturer, marketing authorization holder, local technical representative or importer shall provide a proposed disposal plan of the recalled products.

[bookmark: _Toc235029721]Article 16: Communication to the public

1. In case of the need to communicate a recall, the manufacturer, marketing authorization holder, or local technical representative or importer shall prepare letters/notices containing reasons for the recall of the product and specific details that can allow the product to be easily identified. The recall letter shall contain also the method of return, disposal or collection and refund mechanism of the product.

2. Rwanda FDA shall prepare an alert notice to inform the public that a product being recalled presents a serious hazard to health through approved internal and external communications channels as per applicable communication procedures 

3. The alert/ notice shall contain health risk associate to the consumption of recalled products and clearly provide guidance on required medical follow-up if any and establish communication channel for affected patients. (More detail in applicable Guidelines on Safety and Vigilance of Medical Products and Health Technologies)
[bookmark: _Toc235029722]Article 17: Responsibilities of Marketing Authorization Holders, Manufacturers and Importers

In the exercise of recall of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs, a manufacturer, marketing authorization holder, local technical representative or importer shall:
a. voluntarily recall a product if any evidence confirming quality defect on its quality, efficacy or safety and inform Rwanda FDA within twenty-four (24) hours of initiating such voluntary recall;
b. recall every batch or every product of confirmed substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs from the circulation in Rwanda within specified timeframe;
c. collaborate with Rwanda FDA on action taken to avoid or reduce risks posed by the specific batch(es) or product;
d. liaise with the manufacturer of the product to investigate the reasons for the reported quality or safety issues to carry out corrective and preventive actions;
e. put in place clear procedures for handling and monitoring of recalls;
f. accept all quantities of recalled pharmaceutical products and medical devices including in-vitro diagnostics (IVDs) returned by their clients;
g. store any stock of recalled substandard and/or falsified products in a safe, separate and lockable demarcated area;
h. dispose recalled substandard and/or falsified products according to the provisions of these regulations and applicable guidelines issued by Rwanda FDA;
i. maintain records of recalled products related to the production, import or export, distribution, storage or disposal records;
j. conduct Root Cause Analysis for the identified quality defect;
k. develop Corrective Actions and Preventives Actions (CAPA) plan and submit to Rwanda FDA; 
l. share with Rwanda FDA, distribution records of the recalled product; 
m. receive all quantities of returned products. 

[bookmark: _Toc235029723]Article 18: Refund Mechanism and Post Recall

1. The manufacturer, marketing authorization holder, local technical representative, importer, distributor, or any other supplier of recalled products shall:

a. Ensure a full and transparent refund to all clients affected by the recall;

b. Provide a comprehensive refund mechanism detailing the implementation, the procedures for refund requests, timelines for processing, and reimbursement methods to their respective wholesalers, retailers, Health care facilities, and consumers receiving recalled product;

c. submit to Rwanda FDA, the report of reimbursements including quantities refunded, number of beneficiaries, and financial reconciliation report within sixty (60) days from initiation of recall. 

The report shall additionally contain the following information:
a. number of premises or persons to whom the defective product has been supplied;
b. date and means of notifying the recall to them;
c. number of responses received from them;
d. names of the non-responders;
e. total quantity imported for the recalled products;
f. quantity distributed for the recalled products;
g. quantity of stock returned/ recovered;
h. quantity of stock that has been taken off shelves (stock on hand at the time of recall);
i. evidence of communication of the recall to clients.
j. Refund provided for the returned products (either money, credit note, product replacement or others).
k. Keep a record of all refunded transactions and made available for regulatory inspection to demonstrate compliance with this requirement.


[bookmark: _Toc235029724] Article 19: Monitoring and Recall Audit

1. Rwanda FDA shall closely monitor the effectiveness of recall procedures and evaluate the recall by conducting recall audit and inspection at all levels of the supply chain, cross-checking distribution records, and reviewing quarantine and disposal records within ninety (90) calendar days; 
2. Rwanda FDA shall analyze the final recall report submitted by the manufacturer, marketing authorization holder, local technical representative or importer, distributor and any other supplier to check whether recalled regulated products were totally removed from the market;
3. Rwanda FDA shall apply administrative sanctions as per article 33 due to non-compliance observed during recall audit  
4. The manufacturer, marketing authorization holder, or local technical representative or importer shall ensure for safe disposal of quarantined recalled products within ninety (90) workings days following submission of final recall report.
5. Rwanda FDA issue a recall closure letter to the manufacturer, marketing authorization holder, local technical representative or importer, distributor and any other supplier of the recalled product when the analysis of submitted report and evidences from conducted recall audits confirmed that the recalled products were totally removed from the market.


[bookmark: _Toc235029725]Article 20: Implementation of Remedial Action

1. The manufacturer, marketing authorization holder, local technical representative or importer shall identify the root cause of the problem and implement the remedial action taken and corrective action and preventive action (CAPA).
2. All costs associated with the recall of a product and its safe disposal shall be for the account of the manufacturer, marketing authorization holder, local technical representative or importer.

[bookmark: _Toc235029726]Article 21: Submission of Analytical Report

1. After implementing the remedial action and subsequent manufacturing or importing the new batch of the product, the marketing authorization holder shall submit analytical report(s) of the new batch tested by external accredited laboratory to Rwanda FDA as a proof of product quality.

2. The submitted report(s) shall be evaluated by the Rwanda FDA and inform the manufacturer, marketing authorization holder, local technical representative or importer whether the submitted reports are satisfactory.
[bookmark: _Toc235029727]Article 22: Termination of Product Recall

A recall shall be terminated when Rwanda FDA and manufacturer, marketing authorization holder, or local technical representative or importer are in agreement that the product which was recalled has been removed from the market and proper disposal has been accomplished, therefore, Rwanda FDA shall issue a recall termination letter.
[bookmark: _Toc235029728]Article 23: Health risk evaluation

1. During recall audit activity Rwanda FDA shall conduct also the evaluation of the health risk presented by recalled product taking into account to the following factors:

a. whether any disease or injuries have already occurred from the use of the product;
b. whether any existing conditions could contribute to a clinical situation that could expose humans or animals to a health risk;
c. any conclusion shall be supported as completely as possible by scientific documentation and/or statements that the conclusion is the opinion of the individual(s) making the health risk determination;
d. assessment of risk to various group of the population, e.g., children, surgical patients, pets, livestock, etc., who are exposed to the recalled product, with particular attention paid to the risk to those individuals who may be at greatest risk;
e. assessment of the consequences (immediate or long-term) of occurrence of the risk.

2. Following the conduct of health risk evaluations for the recalled products, Rwanda FDA shall determine and implement appropriate regulatory actions and risk minimization measures. These shall include, where necessary, the issuance of clinical guidance for patients who may have been exposed, as well as recommendations for healthcare providers on patient monitoring and management.
[bookmark: _Toc235029729]Article 24: Reporting of risk and follow up to consumers/patients

1. Rwanda FDA shall request all suspected, affected consumers/patients or healthcare providers to report suspected adverse drug events or risks on recalled products as per the guidelines No DD/PVCT/GDL/001 on safety and vigilance of medical products
2. Rwanda FDA shall follow up on the reported cases on the risk of recalled products until resolved, constitutes a database and conducts investigation on the health facility when necessary
3. Rwanda FDA compiles investigation and analysis report and share with the Manufacturer, MAH, Importer, Local technical representative and Distributor for follow up and risk management 

[bookmark: _Toc216516985][bookmark: _Toc235029730]CHAPTER FOUR: TREATMENT AND DISPOSAL OF SUBSTANDARD AND/OR FALSIFIED PHARMACEUTICAL PRODUCTS AND MEDICAL DEVICES INCLUDING IN-VITRO DIAGNOSTICS IVDS

[bookmark: _bookmark31][bookmark: _Toc235029731]Article 25: Treatment of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs

1. All pharmaceutical products and medical devices including in-vitro diagnostics (IVDs) which are substandard and/or falsified shall be quarantined and kept in a separate place clearly labelled “Substandard and/or falsified” to prevent their distribution, unintended use and harmful effects.

2. In order to properly manage substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs at a facility level, the following requirements shall be adhered to:
a. Maintain an updated inventory register of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs;
b. Keep and segregate them into different categories according to their type, with special regard to substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs which fall under controlled drugs, antineoplastic, antibiotics and any other hazardous substances;
c. Store in containers according to their dosage forms to facilitate verification and sorting exercise for proper selection of disposal method;
d. Maintain safe custody of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs in registered or approved premises or facility until they are disposed-off according to the provisions of these regulations.

[bookmark: _bookmark32][bookmark: _Toc235029732]Article 26: Restriction of unauthorized disposal of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs

1. It is restricted for everyone to dispose of any substandard and/or falsified product unless she/he has notified Rwanda FDA and has obtained approval to proceed with the disposal.
2. The request and approval for safe disposal of any substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs shall be sought from Rwanda FDA and shall be done in accordance with relevant guidelines.

[bookmark: _bookmark33][bookmark: _Toc235029733]Article 27: Decision to initiate disposal of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs

The decision to initiate disposal shall be made by the owner or responsible person of a facility or premises. However, the Rwanda FDA must approve and supervise the disposal.

[bookmark: _bookmark34][bookmark: _Toc235029734]Article 28: Request for disposal of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs

1. A request for disposal of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs shall be made to Rwanda FDA according to the requirements prescribed in relevant guidelines and standards operating procedures for better implementation of these regulations.
2. A request for disposal of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs shall be accompanied by a list of products to be safely disposed which shall state clearly the registered or approved details of the product including any trade name, brand name, type of packaging material and pack size, quantity, manufacturer, batch or lot number and market value of each product.

3. In the case of a pharmaceutical product, the strength and dosage form, where applicable, are not stated, the reason(s) for which the products are declared substandard and/or falsified shall be clearly stated.

[bookmark: _bookmark35][bookmark: _Toc235029735]Article 29: Safe disposal of investigational products

1. All unused investigational product/placebo shall be safely disposed of, in order to prevent them of being abused.
2. In all circumstances, the sponsor shall:
a. ensure that the authorization from Rwanda FDA is obtained prior to the safe disposal of investigational product(s) and/or placebo to the sponsor;
b. ensure that any unused or returned investigational products is disposed of, within six (6) months of the conclusion or termination of the clinical trial;
c. ensure that all other unused non-investigational products such as concomitant medications, standard care medications, diagnostics, laboratory reagents and medical devices used in the context of a clinical trial are well kept before disposal according to the provisions of these regulations and relevant guidelines issued by Rwanda FDA.

3. The application of safe disposal of investigational products shall be accompanied by the signed, dated and balanced investigational product accountability logs in addition to the provisions stated in article 28 of these regulations.

4. [bookmark: _bookmark36]The principal investigator and sponsor shall retain records of shipment, receipt, disposal, and returned investigational product.

[bookmark: _Toc235029736]Article 30: Approval to dispose of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs

1. Rwanda FDA shall, upon receipt for request for disposal appoint inspectors to verify and authenticate the information submitted in relation to the list of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs to be disposed of according to the provisions of the article 28 of these regulations.

2. The safe disposal/destruction of substandard and falsified/unused investigational products shall be carried out for a given trial site or a given trial period only after any discrepancies have been investigated and satisfactorily explained and the reconciliation has been accepted.

3. Upon verification, Rwanda FDA shall inform the applicant to liaise with the appropriate waste management agency or any other institution responsible for environment management on the proposed safe mode of disposal and issue a disposal permit.

4. After receiving the disposal permit, the applicant shall liaise with the appropriate local government agency for identification of disposal site, appropriate conveyance to disposal site, cost and date of destruction.

5. The cost of destruction shall be covered by the owner of the substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs.

[bookmark: _bookmark37][bookmark: _Toc235029737]Article 31: Disposal of substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs

1. Subject to the provisions of these Regulations, Rwanda FDA shall prescribe the conditions for transportation of the consignment from the premises to the disposal site for safe disposal/ destruction exercise.

2. Rwanda FDA shall notify the applicant of the need for and terms for supervision of the safe disposal/destruction, where necessary, Rwanda FDA shall prescribe that representative from the waste management agency, environment management agency, police, customs and excise be present as witnesses.
3. Rwanda FDA shall, upon completion of the exercise issue a Certificate of Disposal of the products.


[bookmark: _Toc235029738]Article 32: Safe Disposal of Expired, Damaged, Improperly Stored, Improperly Labelled, Adulterated, Prohibited, Unauthorized and Other Non-Compliant Regulated Products
1. Any regulated product that is expired, damaged, improperly sealed, improperly stored, improperly labelled, adulterated, prohibited, unauthorized shall be immediately quarantined, clearly labelled, and stored in a secure designated area to prevent its distribution or use.
2. Facility shall maintain an up-to-date inventory of all products intended for disposal, indicating the product name, strength or specification, dosage form or device type, manufacturer, batch or lot number, quantity, reason for disposal, and market value, where applicable.
3. No person shall dispose of any product referred to under Paragraph 1 of this Article without prior written approval from Rwanda FDA. The request for disposal shall be submitted in accordance with the applicable Rwanda FDA guidelines and standard operating procedures.
4. Rwanda FDA shall verify the products proposed for disposal and, where satisfied, issue a disposal permit. Disposal shall be carried out under the supervision of Rwanda FDA in accordance with the conditions for transportation and the approved method of disposal. As provided under Article 31 of this Regulation
5. The costs associated with the transportation, handling, and disposal of the products shall be covered by the owner of the products.
[bookmark: _bookmark38][bookmark: _Toc235029739]Article 33: Implementation of these regulations

Rwanda FDA shall issue guidelines and standards operating procedures (SOPs), forms and checklists for proper implementation of these regulations.

[bookmark: _bookmark39][bookmark: _Toc235029740]Article 34: Administrative fines

Without prejudice to Article 13 of Law Nº 059/2023 of 04/12/2023 amending Law Nº 68/2018 of 30/08/2018 determining offences and penalties in general related to Production, sale, distribution or importation of products that are substandard or harmful to human being;
a. Any person found to be manufacturing, importation, sale, storage and distribution of substandard falsified, unregistered/ unlicensed, unapproved, expired and fraudulent pharmaceutical products shall be subject to an administrative fine comprising 50% of the value of product found in violation plus testing and/ or disposal related costs (as applicable).
b. Any manufacturer, marketing authorization holder, or local technical representative or importer who fails or refuses to recall substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs from the market as requested by Rwanda FDA shall be sanctioned with fines amounting to triple the value of condemned products. 
c. Any manufacturer, marketing authorization holder, local technical representative or importer, retailer who continue to store in shelves, distribute or sale a recalled substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs from the market as requested shall be sanctioned with fines amounting to triple the value of condemned products.
d. Any person who fails to submit recall-related reports within the prescribed timeframe shall incur an administrative fine of a total of one million Rwandan Francs (FRW 1,000,000). In the event that the delay persists, Rwanda FDA may impose additional regulatory measures as deemed appropriate.
e. Any person who fails or refuse to refund clients on the recalled products shall incur an administrative fine of a total of one million Rwandan Francs (FRW 1,000,000) and instructed to refund with immediate effect
f. Any person who fails or refuses to safely dispose of substandard and/or falsified pharmaceutical products and medical devices, including in vitro diagnostics (IVDs), within the prescribed timelines shall be subject to an administrative fine of one million Rwandan francs (FRW 1,000,000).
g. Rwanda FDA may constitute legal proceedings against offenders, if administrative measures alone are not sufficient in comparison to the magnitude/public health impact of the offence in line with applicable penal code.

[bookmark: _Toc235029741]Article 35: Regulatory sanctions

Rwanda FDA may take following regulatory actions based on the outcome of recall investigation /disposal report and associated risk to public health:
a. request for payment of prescribed administrative fines based on the violation done;
b. suspension or cancellation of product marketing authorization and manufacturing/Wholesale license;
accumulation of reported unanticipated adverse effects/ reactions, 
i. the standard of quality, safety and efficacy as prescribed in the documentation for marketing authorization is not being complied with,
ii. the product is not in compliance with the conditions of marketing authorization 
iii. the product has proven to be ineffective for the approved indication(s), It is proven that the product is unsafe in the normal conditions of use,
iv. intentionally distribution of the unsafe products to the public.
c. suspension of import permit of incriminated substandard and/or falsified pharmaceutical products and medical devices including in-vitro diagnostics IVDs15
d. seek for a court injunction when the violation constitutes a significant threat to public health or when the committed offence is punishable by law.
[bookmark: _bookmark40]
[bookmark: _Toc235029742]Article 36: Appeals to Rwanda FDA

[bookmark: _bookmark41]Any person aggrieved by a decision of Rwanda FDA during the implementation of these regulations may appeal to Rwanda FDA for review of the decision showing grounds for dissatisfaction following Rwanda FDA Guidelines No.: ODG/QMS/GDL/001 on Appeals and Complaints. 

[bookmark: _Toc235029743]Article 37: Commencement
These regulations shall enter into force on date of their signature and publication. All prior contrary provisions to these regulations are hereby repealed.
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