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All Stakeholders 24 February 2022.

Dear Sir/Madam

EXTENSION OF COSMETIC LISTING PROCESS

Reference is made to correspondence titled MRAT/8/5 Vol lIl (35) dated 30™ August 2021 and to the
above subject matter,

The Botswana Medicines Regulatory Authority (BoMRA) is mandated by the Medicines and Related
Substances Act of 2013 to regulate cosmetics in Botswana. This is a new area of regulation for the
country and hence BoMRA has been purposefully rolling out regulatory measures in a stepwise
manner to ensure that there are no trade barriers brought about by sudden requirements. To this
end, the Listing exercise of cosmetics was commenced to serve as a means to provide BoMRA with a
clear picture of the type of cosmetic products and ingredients that are on the market. This endeavor
will aid in the formulation of regulatory decisions concerning cosmetics.

BoMRA has received several inquiries concerning the process. The Authority would provide clarity on
the following commonly asked questions;

1. Will stakeholders receive a registration certificate after listing the cosmetics?

The Listing process is not a registration, certification nor verification of your cosmetics, This exercise
is aimed at profiling the cosmetic products on the market. There currently is no registration
requirement for cosmetics to enter the Botswana market.

2. Please clarify the company registration process and listing process as well as the reasons for
embarking on these processes. This will assist in a uniform response to enquiring member
companies.

BoMRA started operations in:2018 taking over the regulatory function from a now defunct
department within the Ministry-of Health and Wellness. Cosmetics regulation, which was carried
out partially and seldomly by the 'aforementioned department due to the presence of borderline
products between medicines and cosmetics, became a core regulatory function. Unfortunately, no
database existed for stakeholders involved in cosmetics, be it retail, distribution, manufacturing or
research and development. Company registration enables BoMRA to know the industry better and
communicate more effectively with the stakeholders.



The Listing process is also premised on.a similar situation with the takeover of the cosmetic regulatory

function by BoMRA. Cosmetic products are currently being sold on the market without any regulatory

oversight. As a way to better understand the cosmetic products on the market and apply appropriate
regulatory mechanisms, the listing process was started in 2021. The maln regulatory oversight BoMRA
envisages on embarking on is safety and compliance to labelling of cosmetic products. Safety is partly
achieved through ensuring that ingredients used in formulating cosmetics are acceptable as per
current international standards, Listing enables stakeholders to provide information on ingredients
used in the formulation and hence provides BoMRA with inforrmation that may be used for regulatory
notices, updates and actions.

3.

4,

Please clarify the responsibility of the brand owner and the distributor.

BoMRA carries out all its activities in fulfillment of the Medicines and Related Substances Act and
its regulations on behalf of the government of Botswana. The responsibilities of the Brand owner
and distributor would ordinarily be dictated by these pieces of legislation. The parent actis currently
undergoing revision. Currently, the brand owner and distributors are not terms that are explicitly
defined and stated in the legislation.

More specifically, for the listing exercise, any product that is being sold in Botswana shouid be listed
with the Authority. Therefore, brand owners and distributors should partake in the exercise. It is
envisaged that the roles would be added to the Act to ensure that the roles and responsibilities are
clearly defined and delineated.

Please clarify the responsibility for the retailer with regards to registration of their company and
listing of: a. Their own house brands b. Other brands that they export directly to Botswana. Please
take note of the following: a. In some cases, a small amount of products are imported by brand
owners, b. Retailers supply the Botswana market directly from their own warehouses so they are
putting products on the market that the brand owner is NOT selling directly into Botswana and in
much larger quantities - Who is responsible in such a case to list such products with BoMRA?

The authority expects whoever is bringing a product into Botswana te list their product with us.
Where the brand owner does not directly sell a product into the country, the importer (be it for
distribution only or for retail} should list the product.

. How does the registration requirement by companies affect current and future trade?

Registration by companies assists companies to have access to information that BoMRA will be
sending out be it stakeholder engagements, updates of the regulations. Please note that the
registration link is on our website www.bomra.co.bw.,

How will the listing process affect current and future trade?

The listing process Is not expected to affect current or future trade unless in accordance with
provisions of the stated befow. Asmentioned, the listing process has been instituted as a surveillafice
tool with particular emphasis oh-ingredient usage. Future trade of cosmetics will be affected onEy T
for products that contain prohibited and/or restricted ingredients. NS

H

7. The revised process allows the listing of product types under a single listing where products may vary. .

only in the addition of certain colorants and to then state may contain +/- the followmg ingredients.-
Does this mean that not every single sku has to be listed? ¢
All products should be listed. If the ingredients are the same/similar except for the colorants list the




products name for example, ifyou arelisting lipsticks at part B5, input the name of the lipstick and' =
all the available shades, then at part B7 input all ingredients and the colorants using +/- between -
the different colorants. : !

8. What is the next step once the listing process is concluded?

The analysis of listed products and their ingredients will admittedly be a protracted and onerous
process. BoMRA will provide updates on the findings when this exercise is completed.

9. May we provide the lists in an excel document instead of using the multipage listing facility provided
by BoMRA?

No. The multipage facility consolidates all lists provided by stakeholders into one repository for
better handling and interpretation of data. We understand the current process is lengthy, hence
we hope the extension provided below will give stakeholders more time to provide the require
cosmetic lists.

Following the numerous questions as well as the requests to extend the deadline to list the products,
BoMRA has moved the deadline for this process to the 30t of September 2022. This deadline covers
all stakeholders including those who have been granted individual extensions.

BoMRA emphasizes that any regulatory steps concerning cosmetics will be duly communicated to

all its stakeholders. BoMRA espouses international practices and standards of products it regulates
including cosmetics.

Yours Sincerely

Dr. Sinah Selelo
For/Chief Executive Officer



