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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.: LSD/VBT/TRG/001 Version 2 Governing the Lot Release of Vaccines and other Biological Products.
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[bookmark: _Toc204692750]CHAPTER ONE: GENERAL PROVISIONS
[bookmark: _Toc204692751]Article One: Purpose of these regulations
The purpose of these regulations is to establish provisions governing the lot release for vaccines and other biological products that fall under the mandate of Rwanda Food and Drugs Authority (Rwanda FDA). 
[bookmark: _Toc204692752]Article 2: Citations
These regulations may be cited as “Regulations Governing the Lot release of Vaccines and other Biological Products”.
[bookmark: _Toc204692753]Article 3: Application and scope
These regulations shall apply to licensed vaccines and other regulated biological products, for human and animal use, that are either domestically manufactured or imported into Rwanda.

Article 4: Definitions 
1. Biological products: also referred to as Biologicals, are medicines whose active substance is made by or derived from a living organism, such as a microorganism (bacteria, yeast), plant cell, or animal cell or plasma. Biological products are diverse and include products such as vaccines, growth factors, immune modulators, monoclonal antibodies, and products derived from human blood and plasma (PDMPs). 
2. Lot release: the process of NRA/NCL evaluation of an individual lot of a licensed vaccine and /or other biological products before approving its release onto the market; 
3. Lot summary protocol: is a document summarizing all manufacturing steps and test results for a lot of vaccine or biological product, which is certified and signed by the responsible person of the manufacturing company. The test results shall include the test specifications and the date of test conducted.
4. Vaccine: Preparations intended to induce or boost a specific and active immunity in humans against an infectious agent or toxin.

[bookmark: _Toc204692754]CHAPTER II: TECHNICAL CONSIDERATION
[bookmark: _Toc204692755]Article 5: Lot release approaches 
Subject to a risk-based approach, the Authority decides to use one of these lot release approaches for each vaccine or regulated biological product: 
a. Review of the lot summary protocol only, 
b. Review of the lot summary protocol combined with independent testing (i.e., either full or selected testing), and 
c. Recognition and/or acceptance of lot release certificates from the responsible NRA or National Control Laboratory (NCL).
[bookmark: _Toc204692756]Article 6: Lot release application requirements
The applicant shall submit lot release application in accordance with established requirements as per relevant guidelines.  The applicant shall be held accountable for the authenticity of the materials, records, and data generated during the production, testing and relevant processes of lot release product.
[bookmark: _Toc204692757]Article 7: Lot release timeline
The timeline for issuance of the lot release certificate shall be determined in the relevant procedures based on the nature of the product and the adopted lot release approach.   
[bookmark: _Toc204692758]Article 8: Lot release under exceptional circumstances 
All vaccines and other relevant biological products must undergo the lot release process. However, exemptions may be granted in specific exceptional circumstances by the competent authority. In cases such as a public health emergency or crisis, a shortage of a critical vaccine or other concerned biological products, or a donation of vaccines and/or other concerned biological products by international organizations, the release of a particular lot may be expedited. This can occur after reviewing the relevant documentation and, if necessary, conducting the minimum required tests to ensure the product’s safety, quality, and efficacy.
[bookmark: _Toc204692759]Article 9: Issuance of lot release or lot rejection certificate 
Rwanda FDA/LSD shall issue a lot release certificate as an official document confirming that the particular lot meets the approved requirements and related provisions, or a lot rejection certificate in case of noncompliance. The manufacturer takes responsibility for the disposal of the noncompliant lot.
Procedures dealing with the actions to be taken when test results do not comply with the requirements shall be provided in the relevant procedures. 
[bookmark: _Toc204692760]Article 10: Advisory or Scientific Committee
Rwanda FDA shall appoint an advisory or scientific committee, including external experts, to assist the Authority in making decisions, particularly in cases when greater knowledge is required or when a public health emergency occurs.
[bookmark: _Toc204692761]Article 11: Appeals and review
Any applicant dissatisfied with a decision made by Rwanda FDA may submit a formal request for a review of the decision, stating the grounds for dissatisfaction, within thirty (30) working days from the date of notification. The Authority shall review, amend, or uphold its decision within fifteen (15) working days of receiving the application. If the applicant remains dissatisfied with the outcome, he/she may appeal to the chairperson of the Board of Directors of Rwanda FDA or the Ministry of Health, whose decision will be final.
[bookmark: _Toc204692762]Article 12: Power to issue guidelines
The Authority shall issue guidelines, SOPs, forms necessary for the implementation of these regulations.
[bookmark: _Toc204692763]Article 13: Commencement and repealing 
These regulations shall come into force on the date of promulgation. All provisions contrary to these regulations are hereby repealed. 
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