FREQUENTLY ASKED QUESTIONS (FAQ)

PUBLIC CONSULTATION ON DRAFT MEDICINES AND RELATED SUBSTANCES REGULATIONS, 2025

GENERAL QUESTIONS
Q1: What is this consultation about?
A: BoMRA has developed comprehensive draft regulations to operationalise the Medicines and Related Substances Act, 2025. These regulations cover the registration of medical products, licensing of operators, fees, enforcement, and other regulatory matters. We are inviting stakeholders to review and comment on the draft regulations before they are finalised.

Q2: Why is this consultation important?
A: These regulations will govern how medicines, medical devices, blood products, and cosmetics are regulated in Botswana for years to come. Your input ensures the regulations are practical, fair, and effective. Stakeholder feedback helps us identify unintended consequences, technical errors, and opportunities for improvement.

Q3: Who can participate in this consultation?
A: Anyone with an interest in the regulation of medical products in Botswana can participate, including:
· Pharmaceutical manufacturers and importers
· Medical device companies
· Blood establishments and hospitals
· Pharmacies and wholesalers
· Healthcare professional bodies
· Patient organisations
· Academic and research institutions
· Civil society organisations
· International organisations
· Individual members of the public

Q4: What documents are available for comment?
A: Six sets of draft regulations are available:
· General Regulations - Core provisions on registration, licensing, import/export, vigilance, enforcement
· Fees, Levies and Penalties Regulations - All fee schedules and penalty frameworks
· Human Medicines Regulations - Requirements for human medicines and clinical trials
· Veterinary Medicines Regulations - Requirements for veterinary products
· Medical Devices Regulations - Requirements for devices and IVDs
· Blood and Blood Products Regulations - Blood establishment and transfusion requirements

Q5: How long is the consultation period?
A: The consultation period is open for 30 days from 20th April 2026 to 20th May 2026. For this period the Authority will be receiving written comments in accordance with the attached comment forms. Comments must be received by 16:30 on the closing date.

Q6: Can I get an extension to submit comments?
A: The standard deadline applies to all stakeholders. However, for complex technical submissions or should the need arise , you may request an extension by emailing info@bomra.co.bw before the deadline. Extensions are granted at BoMRA's discretion for substantive technical input.
Following the end of the period, written comments shall be consolidated, considered and incorporated into the Regulations.

ACCESSING DOCUMENTS
Q7: Where can I access the draft regulations?
A: Documents are available:
· Online: www.bomra.co.bw/downloads 
· Email request: info@bomra.co.bw (we will email you the documents)

Q8: Are the documents available in Setswana?
A: The draft regulations are in English, which is the official language for legal instruments. If you need assistance understanding specific provisions, please contact us.


SUBMITTING COMMENTS
Q10: How do I submit comments?
A: Four submission options are available:
· Online (preferred): www.bomra.co.bw/legal@bomra.co.bw
· Email: legal@bomra.co.bw with completed Comment Template
· Physical delivery: Legal Unit, BoMRA Head Office
· Post: Private Bag 2, Gaborone Station

Q11: Do I have to use the Comment Template?
A: We strongly encourage use of the Comment Template to ensure your feedback is systematically captured and considered. Comments in other formats will be accepted but may take longer to process.

Q12: Can I submit comments on more than one document?
A: Yes. You can comment on any or all of the draft regulations. Use separate comment entries for each provision you wish to address.

Q13: Will I receive confirmation that my submission was received?
A: Yes. All submissions will be acknowledged within three (3) working days. If you don't receive acknowledgment, please contact us to verify receipt.

Q14: Can I submit comments confidentially?
A: Yes. If you wish your submission to be treated confidentially, please clearly mark it as such and explain the reasons. Note that even confidential submissions will be considered in the review process, but will not be publicly disclosed.

ABOUT THE REGULATIONS
Q15: When will the regulations come into force?
A: The regulations are expected to come into force in 2026 following completion of the consultation process, finalisation, Ministerial approval, and gazetting. Some provisions may have phased implementation dates.

Q16: Will there be transitional arrangements for existing registrations and licences?
A: Yes. The draft regulations include transitional provisions ensuring that:
· Existing registrations and licences remain valid until their expiry
· Applications submitted before commencement are processed under current rules
· Phased compliance periods apply for certain new requirements

Q17: How do the new fees compare to current fees?
A: The draft Fees Regulations include comprehensive schedules. Some fees have increased to reflect the cost of modern regulatory services; others have decreased or been streamlined. Importantly, the fees have been subject to engagement and are part of the pack, so feel free to raise any issues you identify:
· Local manufacturers receive significant reductions
· Orphan medicines have reduced or waived fees
· Phased implementation applies where increases exceed 50%

Q18: What is the "risk-based approach" mentioned in the regulations?
A: Risk-based regulation means that regulatory oversight is proportionate to risk. Higher-risk products and activities receive more intensive scrutiny, while lower-risk products benefit from streamlined processes. This approach is recommended by WHO and is standard in modern regulatory systems and allow us to tailor resources and requirements to a variety of different products.

Q19: What are the different registration pathways?
A: The draft Regulations establish four key pathways:
· Full Evaluation - For new products requiring complete assessment
· Abridged Evaluation - For products approved by stringent authorities or WHO
· Verification - For products with multiple prior approvals
· Notification - For low-risk products (some devices, cosmetics)
This allows faster access for products with established safety records while maintaining rigorous assessment for novel products.

Q20: Will BoMRA recognise approvals from other countries?
A: Yes. The draft regulations allow BoMRA to rely on assessments and decisions from recognised regulatory authorities, including:
· Stringent Regulatory Authorities (SRAs);
· WHO Prequalification;
· SADC and African regional harmonisation initiatives;
· And other bodies where satisfactory scientific rationale exists to satisfy; BoMRA of the reliability of the decisions made by those entities or bodies.
BoMRA retains final decision-making authority for the Botswana context.

STAKEHOLDER ENGAGEMENT
Q21: Will there be stakeholder engagement sessions?
A: Yes. We are planning stakeholder engagement sessions following the lapse of the period for written submissions.. Sessions will cover different regulatory areas and allow for oral presentations and discussion around matters you have raised as well as issues you may have around the regulations.
Registration details will be announced separately.


Q22: Can I attend virtually?
A: Yes. Virtual participation via video conference will be available. Registration details will include virtual attendance options.
AFTER THE CONSULTATION
Q24: What happens to my comments after submission?
A: All comments will be:
· Logged and categorised.
· Reviewed by relevant technical teams.
· Considered in revising the draft regulations.
· Recurring comments and issues of concern will be addressed in a published response document.

Q25: Will BoMRA adopt all suggestions made?
A: Not necessarily. BoMRA will carefully consider all comments but must balance stakeholder input with public health objectives, international standards, and practical constraints. The consolidated response document will explain the rationale for decisions made. To assist us in considering your input make sure to highlight the rationale or reasons you propose a change and where possible suggest an alternative way

Q26: Will I know if my specific comments were accepted?
A: The consolidated response document will address all substantive comments received, grouped by theme. If you want specific feedback on your submission, you may request it in your covering letter.

Q27: When will the final regulations be published?
A: The Timeline is subject to change and varies across the different legislation. Progress updates will be posted at www.bomra.co.bw and advised during the consultation meetings.


TECHNICAL QUESTIONS
Q28: What international standards were used in developing these regulations?
A: The draft regulations are aligned with:
· WHO Global Benchmarking Tool (GBT) Maturity Level 3/4
· WHO Good Regulatory Practices guidelines
· ICH guidelines for pharmaceuticals
· IMDRF guidelines for medical devices
· WHO Blood Safety guidelines
· SADC Pharmaceutical Harmonisation Programme
· African Medicines Regulatory Harmonisation (AMRH) initiative

CONTACT
Q31: Who should I contact if I have questions not covered here?
A: Contact the Legal and Corporate Unit:
· Email: legal@bomra.co.bw
· Telephone: +267 3731781or +267 3731737 or 74988050
· Visit: BoMRA Head Office, Gaborone (08:00-16:30, Monday-Friday)

Q32: Can I meet with BoMRA staff to discuss the regulations?
A: During the consultation period, we encourage written submissions to ensure all stakeholders have equal opportunity to provide input. Meetings may be arranged for industry associations or for specific technical discussions. Request a meeting through legal@bomra.co.bw.
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