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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.: QCL/TRG/002
Rev_0 for lot release on this 14/1 0/2022/.

—
Y.
Dr. Emile BIENVENU

Director General
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Article 1: 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 regulatory powers of Rwanda Food and Drugs
Authority (Rwanda FDA). These regulations are enacted pursuant to Law......

Article 2: Citations

These regulations may be cited as Rwanda FDA Regulations Governing the Lot release of
Vaccines and other Biological Products.

Article 3: Application

These regulations shall apply to all vaccines and biological products that are manufactured,
imported, distributed, stored, sold and used in Rwanda.

Article 4: Definitions and abbreviations

a. Lot release: the process of NRA/NCL evaluation of an individual lot of a licensed vaccine/
biological products before giving approval for its release on to the market;

b. Summary protocol: also called “lot summary protocol”) is a document summarizing all
manufacturing steps and test results for a lot of vaccine, which is certified and signed by the
responsible person of the manufacturing company.

c. Biological products: They are class of medicines which are grown and then purified from
large-scale cell cultures of bacteria or yeast/mould, or plant or animal cells such as serum,
antitoxins, vaccines, toxoids and bacterial suspensions produced by microbiological and
immunological methods;

d. NRA: National Regulatory Authority;

e. QCL: Quality Control Laboratory;

f. GMP: Good Manufacturing Practice.

Article 5: Responsibilities of Rwanda FDA in Lot Release

The Rwanda FDA has the responsibility of regulating and granting market approval for Lot Release
for vaccines that are ready for use for public health purposes. Specifically, the Rwanda FDA has
the following responsibilities:

1. To grant marketing authorization for a vaccine which is also responsible for continued post-
authorization monitoring;
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To provide lot release services by enforcing laws and regulations in force governing lot
release.

. The manufacturer and relevant health authorities should be informed in the event of a delay.

To request appropriate samples from manufacturers when required. The samples should be
properly identified and portions may be kept for future reference.

Where independent testing is required, the Rwanda FDA should have the capacity to
perform the appropriate tests on all relevant samples, which may include critical upstream
components, bulk and finished products, or have access to a laboratory that is competent to
perform the necessary tests. This would require that the Rwanda FDA has access to
specialized facilities, equipment and expertise.

To provide information concerning the quality of the lot of a product to the NRA/ NCL of
an importing country, upon request.

To ensure that every employee of Rwanda FDA respects and is bound by the principles of
confidentiality of the contents, data and any information that is shared by an applicant or
known during the analysis of the vaccines;

To ensure the production and release of vaccines of assured quality whether they are used
within the country or exported. Vaccines for local use and those for export should have the
same level of quality.

Article 6: Responsibility of the manufacturer in Rwanda FDA lot release

The manufacturer has a number of responsibilities in terms of Rwanda FDA lot release. In this

regard,
1.

14.

the manufacturer should:

Submit the sample of each lot/batch, within a week, directly to Rwanda FDA upon the
completion of manufacturing process and quality control testing and quality assurance
review of each lot;

Collaborate with the responsible Rwanda FDA to develop the product summary protocol
template when requested;

Submit each manufacturing and control summary protocol;

. if requested, submit samples in an appropriate condition, including packaging, leaflet and

label;

Assist the responsible personnel in technical transfer of testing methods;

Submit the lot release certificate of the responsible NRA in the case of exported products;
Provide product-specific reagents and working reference materials, as needed;

Participate in collaborative studies in establishment of a national standard,;

Work with Rwanda FDA to resolve any discrepancy in test results;

. Take appropriate action on any issues related to error or non-compliance;

. Take appropriate action on any rejected lots according to GMP requirements;

. Provide proof of payment of required fees;

. Provide any other document or other information regarding the quality of the vaccine or

biological products, which may be required by Rwanda FDA.
If requested, submit to Rwanda FDA trend analysis of key parameters tested on the
regulated product.
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Article 7 Lot release application requirements

After biological products being imported or manufactured, pharmaceutical firms shall fill out an
application form for lot release procedure of biological products, pay the assessment fee upon
notice including testing fee, lot release fee, travel and delivery fee, and submit the application along
with the following:

1. Importing packing list;

2. Drug approval license or a copy of the approval document from the Rwanda FDA;

3. Lot release certificate issued by the NRA/NCL of country of origin may be replaced by
reviewing summary protocol and certificate of analysis from the manufacturer where the
original health authority allows self-release;

4. Literatures regarding the manufacturing process, testing method, specifications, and
standards of the biologics; '

5. Standard operating procedures (SOP) of source management on animal raw materials and
proof of source of raw material;

6. Summary protocol of biological products during manufacturing process, and testing records
and the certificate of analysis of finished products.

Domestic manufacturer shall apply for lot release referred to the preceding paragraph after the
product being tested by the manufacturer and complied with the specifications. In this case, they
don’t have to provide the information requested in the preceding first (1) and third(3™ )
subparagraph. However, a parallel testing procedure may be requested for locally manufactured
vaccines and other biological products. A lot release certificate shall only be issued after testing the
samples and reviewing the lot summary protocol by the QCL.

Biological products for epidemic control or exportation use, the submission of documents
mentioned in paragraph 1, subparagraph 6 can be postponed until the date before the release of the
product upon permission of the central competent authority.

Pharmaceutical firms which failed to pay the assessment fees, fill out the application, submit all
necessary documents or comply with paragraph 1 , shall complete all process upon notice of the
Rwanda FDA within two months.

Pharmaceutical firms which failed to complete the process within the deadline shall write an
extension request before the deadline. The period of extension, if permitted, is one month after the
date of the deadline, and such extension will be granted only once. In case a pharmaceutical firm
fails to complete the process before the deadline, or before the expiration of the one-month
extension period, Rwanda FDA may perform the review on the basis of existing information and
accept or reject the application.
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Article 8: Compliance with regulatory requirements

Upon receiving application for lot release, Rwanda FDA shall send an agent to check if the product
conditions such as temperature for transportation and storage of biologics complies with
requirements, and shall sample appropriate amount of the biological products for inspecting and

sampling. The remainder of biological products shall be sealed and kept by the pharmaceutical
firms.

Article 9: Review and sampling (Lot release approaches/policy)

The Rwanda FDA shall conduct a lot release on case-by-case basis depending on the application
and the product under consideration. Rwanda FDA shall decide the suitable approach such as the
review of the manufacturer’s summary protocol only, the review of the summary protocol with
independent testing, the reliance or recognition of lot release from other NRAs or NCLs.

Released biological products may be sold and supplied after receiving a drug approval seal from
Rwanda FDA attached to each container. The certificate of lot release of biological products or the

lot release certificate shall be issued by the Rwanda FDA to those pharmaceutical firms who apply
for lot release.

The timelines for issuance of the lot release certificate shall be determined by the nature and the
scope of independent testing required. Timeline modalities shall be documented in operational
guidelines and will be communicated to the applicant at the time of the application receipt. In case
of delays due to various reasons, the applicant shall be communicated.

Under exceptional circumstances such as public health emergency, a critical vaccine shortagee, or
donation from international organizations, the release of a particular lot may be fast-tracked after
the review of relevant documents and conducting the minimum tests if necessary to ensure the
product safety, quality, and efficacy.

Article 10: Lot release under emergency situations

In accordance with national epidemic control policy or in case of serious emergencies, or special
medical purpose, biological products with approval of the Rwanda FDA, may be exempted from
testing as stated in article 5 of these regulations such shortage of a product on the market.

The biological products in the preceding paragraph may be sold and supplied if the documents and
temperature of transportation and storage of biological products comply with requirements, and the
drug approval seal has been attached with each container. The certificate of lot release of biological
products or the lot release certificate shall be issued by the Rwanda FDA to those pharmaceutical
firms who apply for lot release.

In the circumstances described in the preceding paragraph, Rwanda FDA may, when necessary,
take samples of biological products to test for compliance with requirements.

(o
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Article 11: Vaccines and other biological products for emergency use

Under exceptional circumstances such as a public health emergency, vaccine and other biological
products shortage due to a disease outbreak, natural disaster, manufacturing problems or other
unforeseen circumstances, exemption may be granted for vaccines and other biological products lot
release process. The permitted circumstances and the procedures to be followed to ensure quality in
the absence of lot release are determined by the Rwanda FDA guidelines on lot release.

Pharmaceutical firms shall keep the information associated with the lot number of the vaccines and
other biological products for emergency use, the users and the amount, for future reference.

Article 12: Recognition of, and confidence in, lot release by other NRAs/NCLs

Rwanda FDA uses reliance or recognition of the decision of another trusted regulatory authority by
recognition/acceptance of lot release certificates. Procedures for reliance and recognition follow

both Rwanda FDA guidelines on reliance for regulatory decision making and guidelines for lot
release.

Article 13: Entry into force
These regulations shall come into force on the date of promulgation.

End of the document
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