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	SAHPRA/2026/AI TECHNOLOGY CONSULTANT/RFB007

	
	

	CLOSE
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	Thursday, 21 May 2026

	
	Time:
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	DESCRIPTION:
	REQUEST FOR BID TO SOURCE AI TECHNOLOGY CONSULTANT FOR A PERIOD OF THIRTY-SIX (36) MONTHS WITH AN OPTION TO RENEW FOR ADDITIONAL TWENTY-FOUR (24) MONTHS
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	x
	No
	
	

	
	See Section A-1 Paragraph 2 on Bid Submission Conditions and Instructions that the Bidder needs to take note of.



DETAILS OF BIDDER

	Organisation/individual:
	

	Contact person:
	

	Telephone/ Cell number:
	

	E-mail address:
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GLOSSARY

	Award 
	Conclusion of the procurement process and final notification to the effect to the successful bidder

	B-BBEE
	Broad-based Black Economic Empowerment in terms of the Broad-based Black Economic Empowerment Act, 2003 (Act No. 53 of 2003) and the Codes of Good Practice issued thereunder by the Department of Trade and Industry

	Bid
	Written offer in a prescribed or stipulated form in response to an invitation by SAHPRA for the provision of goods, works or services

	Contractor
	Organisation with whom SAHPRA will conclude a contract and potential service level agreement subsequent to the final award of the contract based on this Request for Bid

	Core Team
	The core team are those members who fill the non-administrative positions against which the experience will be measured.

	DTI
	Department of Trade and Industry 

	EME
	Exempted Micro Enterprise in terms of the Codes of Good Practice

	GCC
	General Conditions of Contract

	IP
	Intellectual Property

	SAHPRA
	South African Health Products Regulatory Authority

	Original Bid
	Original document signed in ink, or
Copy of original document signed in ink, or
Submitted Facsimile of original document signed in ink

	Originally certified
	To comply with the principle of originally certified, a document must be both stamped and signed in original ink by a commissioner of oaths.  

	SCM
	Supply Chain Management

	SLA
	Service Level Agreement

	AI
	Artificial Intelligence

	API
	Application Programming Interface

	CEP
	Certificate of European Pharmacopoeia

	CPQ
	Certificate of Pharmaceutical Product

	CSV
	Computer System Validation

	CUDA
	Compute Unified Device Architecture (NVIDIA)

	eCTD
	Electronic Common Technical Document

	EDQM
	European Directorate for the Quality of Medicines

	EMA
	European Medicines Agency

	ETL
	Extract, Transform, Load

	FDA
	Food and Drug Administration (USA)

	GAMP5
	Good Automated Manufacturing Practice version 5 

	GRevP
	Good Reliance Practices

	ICR
	Individual Case Report 

	IQ/OQ/PQ
	Installation/Operational/Performance Qualification 

	LLM
	Large Language Model

	ML
	Machine Learning

	MLOps
	Machine Learning Operations

	NDA
	Non-Disclosure Agreement

	NLP
	Natural Language Processing

	OCR
	Optical Character Recognition

	PI/PIL
POC
	Product Information/Patient Information Leaflet 
Proof of Concept 

	POPIA
	Protection of Personal Information Act

	RAG
	Retrieval-Augmented Generation

	SOP
	Standard Operating Procedure 

	UAT
	User Acceptance Testing

	WHO PQ
	World Health Organization Prequalification 

	ZAPAR
	South African Public Assessment Report







DOCUMENTS IN THIS BID DOCUMENT PACK

Bidders are to ensure that they have received all pages (66) of this document, which consist of the following sections:

	SECTION A

	Note:  Documents in this section are for information to/instruction of bidders and must be returned with bids.

	

	· Section A 1:  Bid Submission Conditions and Instructions

	

	· Section A 2:  Specifications and Requirements

	

	· Section A 3:  Evaluation Process/Criteria

	

	· Section A 4:  Contract Form (Rendering of Services) (Parts 1 & 2)/Letter of Acceptance/Formal Contract
(The pro forma contract is only included for Bidders to take note of the contents of the contract that will be entered into with the successful contractor)

	

	

	

	SECTION B

	Note:  Documents in this section must be completed and returned or supplied with bids.

	

	· Section B 1:  Special Conditions of Bid and Contract:  Special conditions that the Bidder needs to accept

	

	· Section B 2:  Declaration of Interest (SBD 4) 

	

	· Section B 3:  Preference Points Claim Form in terms of the Preferential Procurement Regulations, 2022 (SBD 6.1)

	

	· Section B 4:  Invitation to Bid (SBD 1)

	

	· Section B 5:  Pricing Schedule (Professional Services) (SBD 3.3)



	

	                                                                                                                                                                          







SECTION A
(This section must be returned as part of the bid document)



	Bid No:
	SAHPRA/2025/AI TECHNOLOGY CONSULTANT /RFB007
	SAHPRA Bid Document

	
	
	

	Section A

	
	
	




BID SUBMISSION CONDITIONS AND INSTRUCTIONS

CONDITIONS AND INSTRUCTIONS THAT BIDDERS NEED TO TAKE NOTE OF

1. FRAUD AND CORRUPTION

0. All providers are to take note of the implications of contravening the Prevention and Combating of Corrupt Activities Act, Act No 12 of 2004 and any other Act applicable.
	
1. BRIEFING SESSION

1.1. Compulsory Briefing Session 
Date: Monday 04 May 2026
Time: 10h00-11h00
                Meeting link:
                Join: https://teams.microsoft.com/meet/37879484560535?p=idMceGxSuIBWlFfEm1 
                Meeting ID: 378 794 845 605 35 
                Passcode: NJ968L7z 




2. CLARIFICATIONS/ QUERIES - UPDATE  

2. Any clarification required by a bidder regarding the meaning or interpretation of the Terms of Reference, or any other aspect concerning the bid, is to be requested in writing (e-mail) from Malose.teffo@sahpra.org.za by not later than Thursday 14 May 2026. A reply will be forwarded within three (3) working days. Telephonic requests for clarification will not be accepted. The questions and answers will be uploaded on SAHPRA website on Friday 15 May 2026. The bid number should be mentioned in all correspondence.

Contact details for Malose Teffo

E-Mail:		malose.teffo@sahpra.org.za

3. SUBMITTING BIDS

3. One (1) original document plus two (2) copies and one (01) USB must be handed in/ delivered to:

	Loftus Park, Building A, 
402 Kirkness St
Arcadia
Pretoria
0083


	No posted, faxed or e-mailed bids will be accepted

	
	
	
	
	
	

	Bidders should ensure that bids are delivered before the closing date and time to the correct physical address mentioned above. If the bid is late, it will not be accepted for consideration.
* Refer to Paragraph 5 below



1. Bids can only be delivered and deposited into the tender box or handed in at second floor any time during office hours (08:30 to 16:00 Mondays to Fridays) before or on the closing date. Receipt of bid documents outside of these hours cannot be guaranteed.

2. Bids submitted or handed in at any other address than the one stated above will not be considered.


3.1. Bids should be submitted in a sealed envelope, marked with: 

· BID NUMBER (SAHPRA/2026/AI TECHNOLOGY CONSULTANT/RFB007)
· Closing date and time (Thursday, 21 May 2026 @ 11:00 am)
· The name and address of the Bidder.

3.2. Documents submitted on time by bidders shall not be returned.

4. LATE BID SUBMISSIONS

4. Bids received late shall not be considered. A bid will be considered late if it arrived even one second after 11:00 am or any time thereafter. The tender (bid) box shall be closed at exactly 11:00 am of the closing date and bids arriving late will not be considered under any circumstances. Bids received late shall be returned unopened to the bidder. Bidders are therefore strongly advised to ensure that bids be despatched at such a time that will accommodate of any unforeseen events that may delay the delivery of the bid.

4.1. The official Telkom time, which can be observed by dialling 1026 from any phone, will be used to verify the exact closing time.

5. BID VALIDITY

The bid is valid for ninety (90) days from closing date.

6. GENERAL CONDITIONS OF CONTRACT

6.1. The General Conditions of Contract must be accepted. The GCC can be downloaded from the Treasury Website. Please refer to the link below:

http://www.treasury.gov.za/divisions/ocpo/sc/GeneralConditions/General%20Conditions%20of%20Contract.pdf 







TERMS OF REFERENCE 

1. INTRODUCTION

The South African Health Products Regulatory Authority (SAHPRA / The Authority) is the regulatory authority responsible for the regulation of health products intended for human and animal use, the conduct of clinical trials, as well as the licensing of manufacturers, wholesalers, and distributors of medicines and medical devices, radiation emitting devices, and radioactive nuclides.

The legislative mandates of SAHPRA are derived from the Medicines and Related Substances
Act, 1965 (Act No. 101 of 1965), as amended (herein after referred to as “the Medicines Act”),
and other relevant legislation, regulations, and policies.

In terms of the Medicines Act, the objectives of the Authority are to provide for the monitoring,
evaluation, regulation, investigation, inspection, registration, and control of medicines,
scheduled substances, clinical trials, medical devices, and radiation emitting devices, and related
matters that are in the public’s interest. 


SAHPRA transitioned into a public entity on 1 February 2018. Previously, the Authority was
known as the Medicines Control Council (MCC), a sub-programme of the National Department
of Health (NDOH).


2. PURPOSE

To invite bids to support SAHPRA's vision of a risk-based, data-driven, and AI-enabled regulatory environment.
Contract a technically proficient service provider to expand and enhance regulatory operations, streamline decision-making and optimize workflow efficiency.
The successful bidder will be appointed for an initial period of three (3) years with the option to extend for up to two (2) additional years (maximum total duration of 5 years).

3. PROBLEM STATEMENT

In 2024, the South African Health Products Regulatory Authority (SAHPRA) articulated a vision to become a pioneering national regulatory agency on the African Continent by leveraging Artificial Intelligence (AI) to transform operations, decision-making, and value creation.
AI is not just a tool but a strategic advantage that will enable SAHPRA to improve efficiency, foster innovation, and increase impact, ultimately enabling faster and safer access to medicines for the South African population.
Key innovations developed under this initiative to date include the "AI Technical Screening Tool" prototype and the "Assisted Structured Assessment Tool" proof of concept (POC).
SAHPRA aims to expand the number of AI Technical Tools it uses to support improved operational efficiencies by scaling up the prototype and POC tools—and where required, bringing onboard additional models and building new tools based on identified and prioritized use cases.

4. DATA SECURITY AND PRIVACY REQUIREMENT

Due to the highly sensitive and confidential nature of the data analyzed by the AI Tools, all code and data are kept strictly local and are not shared, uploaded, or executed on any external platforms at any point during processing.
This includes cloud-based tools, public code repositories, and AI services that store user data, even temporarily. Platforms such as ChatGPT, GitHub Copilot, Google Colab, and similar services that retain input data for model training or analytics are explicitly prohibited to ensure strict compliance with privacy and confidentiality policies.
All solutions must comply with:
· Protection of Personal Information Act (POPIA)
· GDPR where applicable
· SAHPRA's data security and privacy policies
· Industry best practices for handling sensitive pharmaceutical and patient data
Key Challenges Addressed

Some of the key challenges addressed by the AI Technical Tools include but are not limited to:
•	Working with the eCTD structure and extracting data from necessary documents on different levels of the eCTD
•	Confirmation of data from external websites/public data sources/subscribed data services
•	Computer System Validation, compliant with internationally recognized guidelines such as FDA 21 CFR Part 11, GAMP5, and EMA Annex 11
•	Processing large volumes of scanned documents with varying quality
•	Ensuring traceability and explainability of AI-driven decisions
•	Integration with existing SAHPRA systems and workflows


5. SCOPE OF WORK AND SPECIFICATIONS

5.1. The Technical Partner will provide comprehensive technical resource support to design, develop, test, implement, integrate, validate, and maintain Artificial Intelligence (AI) technical tools or platforms. The scope of support will include, but not be limited to, the following activities:
· Requirements Gathering and Analysis
Engage with relevant stakeholders to collect, analyse, and document functional and technical requirements for the proposed AI solutions.
· Solution Architecture and Design
Develop the overall system architecture, including data architecture, integration frameworks, and AI model design aligned with SAHPRA’s ICT and enterprise architecture standards.
· Software Development and Testing
Develop AI tools and supporting software components, including model development, integration services, and user interfaces, followed by rigorous testing (unit, system, integration, and user acceptance testing).
· Computer System Validation (CSV)
Prepare and execute Computer System Validation documentation and activities in compliance with regulatory requirements, including validation plans, test scripts, traceability matrices, and validation reports.
· User Training and Training Material Development
Develop comprehensive training materials and deliver training sessions to ensure effective adoption and use of the implemented AI tools by SAHPRA users.
· Technical Documentation
Produce detailed technical documentation including user manuals, system architecture documentation, configuration guides, and API documentation.
· Ongoing Support and Maintenance
Provide post-implementation support, including troubleshooting, system enhancements, prompt re-engineering, model monitoring, and AI model refinement to ensure sustained performance and accuracy.
· Knowledge Transfer
Facilitate structured knowledge transfer to SAHPRA’s internal ICT team to enable effective system management, maintenance, and future enhancements.

Note:
The scope defined above is limited to the following use cases: Technical Screening Tool – MA Variations (Type I focus) (Item 1), LASA Tool (Look-Alike, Sound-Alike Similarity Checker) (Item 2), Site Surveillance Tool (Item 3), ZAPAR Reporting (Item 5), BA/BE Review Tool (Item 6), Online Surveillance Tool (Crawler) (Item 7), and the APPMS System (Advanced Surveillance and Adverse Product and Patient Monitoring System) (Item 8).
Accordingly, the proposal and associated costing are based exclusively on these use cases.
However, for informational purposes and to provide broader contextual understanding, we have included a list of additional AI use cases identified within the organization. These are not part of the current implementation scope but are presented to support strategic awareness and potential consideration in the event of a future contractual extension.

5.2. Prioritized Uses Cases
                 
The following use cases have been identified and prioritized based on a feasibility-impact assessment conducted in collaboration with the Gates Foundation. Each use case will be quoted separately based on agreed deliverables and timelines. Prioritization considers both operational efficiency gains and strategic alignment with GBT (Gates Benchmarking Tool) requirements.

Prioritized Framework: Use cases have been evaluated against two dimensions:
· Impact: Operational efficiency, workload reduction, strategic importance, GBT compliance requirements
· Feasibility: Technical complexity, data availability, development timeline, potential partnerships with other regulatory agencies

PRIORITY TIER 1: Quick Wins (High Feasibility, High Impact)
These tools should be implemented first as they offer significant impact with relatively faster development timelines (6-12 months).
	Priority Rating
	Item Number
	Tool Name
	Target Function
	What the AI Does
	Impact Rationale

	1
	1
	Technical Screening Tool – MA Variations (Type I focus)
	MA – Screening
	Complete review and evaluation of technical documents and data submitted for variations, verifying submission meets regulatory standards. Generate first drafts of summary reports and query letters (including initial recommendations on quality of applications). Cross-check with baseline data and highlight/assess changes.
	• Addresses high workload and backlogs (~800-1,000 new applications per month for variations)  
• Ensures correct risk classifications (currently incorrect classifications are a major issue)  
• Potential considerations for PHE implications

	11
	2
	LASA Tool (Look-Alike, Sound-Alike Similarity Checker)
	MA – Screening
	Detect similarities in product name/packaging versus existing products on market (used internally/externally). Potential extension as post-market surveillance tool.
	• Highly manual reviews – one name check vs. SAHPRA database currently takes ~20-30 minutes  
• Tool could support upskilling/repurposing of screeners' time to more technical checks (currently outsourced to externals)  
• No current "compliance responsibility" regarding litigations

	15
	3
	Site Surveillance Tool
	Regulatory Inspections
	Scan public websites/portals for compliance notices for SAHPRA follow-up. Generate alerts/reports; potential risk scoring functionality. Uses RAG (Retrieval-Augmented Generation) model.
	• Enables real-time detection of flagged sites/issues to aid regulatory decisions (inspections/market control)  
• Eases existing resource constraints  
• Potential extension to continental tool/collaboration with African actors



PRIORITY TIER 2: Strategic High-Impact Tools (Medium-High Feasibility, High Impact)
These tools offer substantial strategic and operational benefits with moderate complexity (9-18 months development).
	Priority Rating
	Item Number
	Tool Name
	Target Function
	What the AI Does
	Impact Rationale

	9
	4
	PI/PIL Comparison Tool
	MA – Evaluations (primary review)
	Compare generic PI/PIL to Innovator PI/PIL to confirm content consistency for all Generic Product Applications.
	• High impact operationally and strategically (GBT requirements)  • Addresses high workload, manual work, and backlogs  • PI/PIL apply for ~90% of Gx applications and relevant for variations and renewals  
• Important for risk categorization  
• Could be embedded in Technical Screening process/ checklist

	10
	5
	ZAPAR Reporting Tool
	MA – Evaluations/Decision
	Synthesize post-review findings based on reviewer evaluations to automatically generate ZAPAR (South African Public Assessment Report) reports.
	• Primarily operational and strategic importance for GBT compliance (ML4 requirements)  
• Prepare ZAPAR reports for existing and new registrations (and rejections)  
• Apply ideally for all 12k currently registered products

	7
	6
	BA/BE Review Tool
	MA – Evaluations (primary review)
	Draft a Primary Review Report based on SAHPRA and industry best practice guidelines to be used for peer review and Quality Control purposes.
	• High impact operationally 
 • Addresses high workload and backlogs – currently takes up to 2 weeks (straight) to assess materials  • Exacerbated by activities recently adopted by another team (need for capability build/transfer, resulting in tight resources)  
• Link tool functionalities to guidelines (e.g., ICH guidelines)

	16
	7
	Online surveillance Tool (Crawler)
	Market Surveillance and Control
	Tracks illicit health product advertisements/sales through unauthorized channels on social media and online platforms.
	• Strategic importance for GBT compliance and patient safety  • Enable 24/7 monitoring of online activities for illicit, substandard, and falsified products  • Currently not a capability that exists (at least not on real-time basis due to resource constraints)



PRIORITY TIER 3: Complex Strategic Tools (Lower Feasibility, High Impact)
These tools offer high strategic value but require longer development timelines (18-24+ months) and significant data preparation.
	Priority Rating
	Item Number
	Tool Name
	Target Function
	What the AI Does
	Impact Rationale

	12
	8
	APPMS System (Advanced Surveillance and Adverse Product and Patient Monitoring System)
	Pharmacovigilance
	Assist with ICR (Individual Case Report) review, coding and risk rating, collect demographics and key data for reporting, and perform signal and anomaly detection based on various biostatistical algorithms.
	• Operational and strategic importance for GBT AND national security requirements  
• Addresses highly manual reviews in resource-constrained teams  • Enables more real-time/rapid detection, assessment, and publishing of signals 
• Risk-based categorization, causality assessment functionality  
• One Health approach (whole product range)

	2
	9
	Technical Screening Tool – CT (Clinical Trials)
	CT –SAE (Serious Adverse Events) and Progress Report evaluation Tool and integration with Vigiflow
	Complete review and evaluation of clinical trial SAE, PSUSAR and Progress Reports , - auto classification and codification and output assessment recommendation to regulatory report/resolution
	• Impact demonstrated primarily operationally, but generally lower than other high-impact tools (~5-10 applications per month)


Notes on Prioritization:
1. Partnership Opportunities: Several tools have potential partnerships with other regulatory agencies (US FDA for BA/BE tool, Amgen for PI/PIL tool, Swiss medic for Online Surveillance tool) that could significantly accelerate development. These partnerships should be actively pursued.
1. Sequencing Dependencies: Some tools have dependencies (e.g., ZAPAR tool depends on PI/PIL tool completion; CT tools depend on CT digital system implementation). Project planning must account for these dependencies.
1. GBT Alignment: Tools marked for GBT compliance (PI/PIL Comparison, ZAPAR Reporting, Online Surveillance, APPMS) should be prioritized to meet strategic regulatory benchmarking requirements.
1. Data Preparation: Several tools (BA/BE Review, APPMS) require significant data cleaning and standardization efforts. Data preparation work should begin in parallel with tool development planning.
1. Phased Implementation: Where indicated, tools should be implemented in phases to deliver value incrementally and allow for learning and refinement (e.g., PI/PIL tool Phase 1 for new reports, then Phase 2 for all reports).
1. Continental Scalability: Tools like Site Surveillance have potential for continental collaboration and should be designed with scalability in mind for future African regulatory cooperation.

5.3. Phased Implementation Approach
               The successful vendor will work with SAHPRA to:

1. Develop a detailed implementation plan within four weeks of appointment
1. Prioritize use cases based on business impact, technical feasibility, and available budget
1. Define milestones and deliverables for each phase
1. Establish governance and communication protocols
1. Create a risk management and mitigation plan

5.4. PROJECT DELIVERABLES
      Each project will be individually quoted based on the agreed set of deliverables. For a typical AI 
      technical tool development project, the following deliverables are expected:
5.4.1.  Project Initiation Phase
· Inception Report (within 4 weeks of appointment)
· Detailed Implementation Plan for prioritized use cases
· Software development methodology documentation with rationale
· Risk and challenge assessment
· Full project plan with timelines and milestones
· Detailed costing based on agreed hourly rates for all resources

5.4.2. Requirements and Design Phase
· User Requirements Specification (URS)
· Functional Requirements Specification (FRS)
· System Architecture Document
· Data Flow Diagrams
· Interface Design Specifications
· Security and Privacy Impact Assessment
5.4.3. Development Phase
·  Source code (version controlled)
· API documentation (OpenAPI 3.1 compliant)
· Database schemas and data dictionaries
· Docker container configurations
· Model cards (for ML models) documenting architecture, training data, performance metrics
· Unit test suites with ≥80% code coverage
5.4.4.  Validation and Testing Phase

· Test Plans and Test Cases
· Installation/Configuration Qualification (IQ/CQ) protocol and report
· Operational Qualification (OQ) protocol and report
· Performance Qualification (PQ) protocol and report
· User Acceptance Testing (UAT) documentation
· Traceability Matrix (requirements to test cases)
· Validation Summary Report
5.4.5.  Deployment Phase

· Deployment Guide
· System Administration Manual
· Configuration Management documentation
· Rollback procedures
· Performance benchmarking results
5.4.6.  Training and Documentation Phase
· User Manuals
· Training Materials (presentations, videos, quick reference guides)
· Training session delivery (in-person and recorded)
· Standard Operating Procedures (SOPs)
· Training records and competency assessments
5.4.7.  Knowledge Transfer Phase
· Code handover with comprehensive documentation
· Architecture and design decision documentation
· Operational runbooks
· Troubleshooting guides
· Knowledge transfer sessions for SAHPRA ICT team
· Handover sign-off documentation
5.4.8.  Ongoing Maintenance and Support

· Monthly performance reports
· Model retraining and refinement documentation
· Prompt engineering optimization reports
· Bug fix logs and resolution documentation
· Enhancement requests tracking
· Quarterly health system assessments

5.5. TECHNICAL REQUIREMENTS

5.5.1.   Required Technology Stack

The following technical requirements define the technology stack for development, testing, and deployment of SAHPRA's AI strategic plan. This stack is designed to support reliable, scalable, secure, and maintainable applications.
Containerization and Deployment
Docker
· Purpose: Containerization tool for packaging and running applications in isolated environments
· Requirement: Ensures consistent deployment across different systems, particularly for complex services like local LLM backends
· Version: Latest stable version with security patches
Container Registry
· Purpose: Service for storing and distributing Docker images
· Requirement: Ensures secure and version-controlled access to containers needed for deployment
· Must support: On-premise deployment, access controls, vulnerability scanning
AI/ML Infrastructure
Local LLM Execution
· Purpose: Maintain data privacy and confidentiality
· Requirement: Local deployment and execution of LLMs (e.g., LLaMA 3.1, Mistral, etc.), including model management and API integration
· Must support: Model versioning, hot-swapping, A/B testing capabilities
· Frameworks: Ollama, vLLM, or equivalent for efficient inference

CUDA
· Purpose: GPU acceleration for compute-intensive AI tasks
· Requirement: Required for optimal performance when running local inference with LLMs
· Version: Compatible with NVIDIA GPUs deployed in SAHPRA infrastructure
Model Management
· Purpose: Version control and lifecycle management for ML models
· Requirement: Model registry, versioning, metadata tracking, rollback capabilities
· Tools: MLflow, DVC, or equivalent

Development Tools
Python
· Version: 3.9.x or higher (3.11+ recommended for performance)
· Purpose: Primary programming language for AI/ML logic, data processing, and application development
· Required packages: FastAPI, PyTorch/TensorFlow, Transformers, LangChain, spaCy, scikit-learn, pandas, numpy.
Version Control
· Purpose: Source code management, collaboration, and change tracking
· Requirement: Git-based version control with comprehensive branching strategy
· Must support: Code review workflows, protected branches, audit trails
API Development
· Purpose: Expose application logic via web-based APIs
· Requirement: RESTful APIs with multiple interface options (HTTP, command line, etc.)
· Framework: FastAPI or equivalent with automatic OpenAPI documentation
· Must support: Authentication, rate limiting, request validation
OCR (Optical Character Recognition)
· Purpose: Extract machine-readable data from scanned documents
· Requirement: High accuracy extraction from scanned PDFs, even with varying quality
· Tools: Tesseract, commercial OCR solutions, or hybrid approaches
· Must handle: Multiple languages, tables, forms, handwriting

Web Scraping/Crawling
· Purpose: Extract data from specified websites and integrate with web services
· Requirement: Accurate, reliable extraction from publicly available sources
· Must support: Respectful crawling (robots.txt compliance), error handling, data validation

Data Management
Databases
· SQL: PostgreSQL (latest stable version) for structured data
· NoSQL: MongoDB for unstructured/semi-structured data
· Purpose: Efficient storage and retrieval of application data
· Must support: Backup/recovery, encryption at rest, audit logging
Data Processing
· ETL Pipelines: For data transformation and loading
· Data Versioning: DVC or similar for tracking data changes
· Data Lineage: Tools to track data flow from source to output

Monitoring and Observability
Application Monitoring
· Logging framework (structured logging)
· Performance metrics collection
· Error tracking and alerting
· Real-time dashboards
ML Model Monitoring

· Model performance tracking
· Data drift detection
· Prediction monitoring
· Model retraining triggers
Audit and Compliance
· Comprehensive audit trails for all system actions
· User access logging
· Data access tracking
· Compliance reporting capabilities
Security Requirements
Authentication and Authorization
· Role-based access control (RBAC)
· Multi-factor authentication support
· Session management
· API key management
Encryption
· Data at rest: AES-256 or equivalent
· Data in transit: TLS 1.3 or higher
· Key management system
Security Testing
· Vulnerability scanning
· Penetration testing readiness
· Security audit support

5.5.2. Compliance and Standards

All components must adhere to:

· FDA 21 CFR Part 11 compliance for electronic records and signatures
· GAMP5 guidelines for computerized system validation
· EMA Annex 11 for computerized systems
· Security best practices: Secure API authentication, HTTPS enforcement, regular security updates
· API documentation: OpenAPI 3.1 standards for completeness and accessibility
· Data protection: POPIA and GDPR compliance where applicable
· Code quality standards: Clean code principles, documented code, automated testing

5.5.3. Performance Requirements

· Response time: API endpoints must respond within 5 seconds for 95% of requests
· Throughput: System must handle X concurrent users (to be specified per tool)
· Availability: 99% uptime during business hours (08:00-17:00 SAST, Monday-Friday)
· Scalability: Architecture must support 2x current load without significant refactoring
· Model inference time: Must be optimized for GPU acceleration with benchmarking reports

5.5.4.  Preferred Additional Technologies

While not mandatory, experience with the following is advantageous:
· Kubernetes for container orchestration (if scaling requirements increase)
· Apache Airflow or similar for workflow orchestration
· Power BI for business intelligence and reporting
· Infrastructure as Code tools (Terraform, Ansible)
· CI/CD platforms (Jenkins, GitLab CI, GitHub Actions)

6. RESOURCE REQUIREMENTS


The successful vendor must provide a multi-disciplinary team with the following roles and qualifications. Team members must be able to work on-site at SAHPRA's Pretoria office (Loftus Park) as required, discussed and agreed for specific phases of the project.

6.1 Core Technical Team
	Role
	Qualifications
	Required Experience
	Key Responsibilities

	Solutions Architect
	- Bachelor’s degree in computer science/engineering; master’s preferred  - AWS/Azure Solutions Architect certification or equivalent
	- ≥8 years in enterprise architecture - ≥5 years designing AI/ML systems at scale  
- Experience with regulatory/healthcare systems  
- Proven track record with containerized, GPU-accelerated applications  
- Experience with air-gapped or highly secure environments
	- Overall system architecture design  
- Technology stack decisions  
- Integration strategy  
- Scalability and performance planning 
 - Security architecture

	Senior Software Engineer (minimum 2)
	- Bachelor’s in computer science or related field  
- Relevant certifications (AWS, Azure, or equivalent)
	- ≥6 years full-stack development  
- ≥4 years Python development (v3.9+)  
- Strong experience with Docker, containerization  
- API development expertise (REST, FastAPI)  
- Experience with CUDA/GPU programming  
- Version control (Git) and CI/CD pipelines 
 - Experience in regulated environments
	- Lead development of core application components  
- Code review and quality assurance  
- Mentor junior developers  
- Technical documentation  
- Performance optimization

	Software Developer (minimum 2)
	- Bachelor’s in computer science or related field
	- ≥3 years software development  
- ≥2 years Python development 
 - Experience with Docker, API development  
- Familiarity with ML/AI application integration  - Understanding of software testing practices


	- Implement features and functionality  
- Unit and integration testing  
- Bug fixes and maintenance  
- Technical documentation  
- Support senior engineers

	AI Engineer (minimum 2)
	- Bachelor’s in computer science or equivalent, AI, or related field; Master's preferred  
 - Relevant AI/ML certifications
	- ≥5 years deploying AI/ML solutions in production  
- ≥3 years working with LLMs (deployment, fine-tuning, inference optimization)  
- Experience with local LLM deployment (Ollama, vLLM, or similar)  
- Strong understanding of RAG (Retrieval-Augmented Generation) architectures  
- Experience with LangChain, LlamaIndex, or similar frameworks  
- GPU optimization and CUDA experience  
- Experience building AI applications in regulated environments
	- Design and implement AI-powered features  
- LLM deployment and optimization  
- Prompt engineering and refinement  
- Integration of AI models into applications  
- Model performance monitoring  
- Stay current with AI/ML advancements

	ML Engineer (minimum 2)
	- Bachelor’s in computer science or equivalent, Statistics, Mathematics; Master's preferred 
 - Relevant ML certifications
	- ≥5 years building and deploying ML models in production 
 - ≥3 years working with NLP and document processing  
- Strong experience with PyTorch or TensorFlow  
- Experience with model training, fine-tuning, and optimization  
- Knowledge of MLOps practices and model versioning  
- Experience with biostatistical algorithms (for pharmacovigilance use case)  
- Familiarity with eCTD structure and pharmaceutical data
	- Develop and train ML models  
- Feature engineering and data preprocessing  
- Model evaluation and optimization  
- Implement MLOps pipelines  
- Model monitoring and retraining  
- Technical documentation for models

	Data Scientist (minimum 1)
	- MSc in Medical Sciences or equivalent, Statistics, Data Science, or related field
	- ≥4 years applying Data Science techniques across various industries 
 - ≥5 years working with Deep Learning (CNNs, YOLO, Transfer Learning), Anomaly Detection  
- ≥5 years with NLP (Hugging Face, spaCy, LangChain)  
- ≥5 years with Image and Video Classification  
- ≥5 years with SQL, PostgreSQL 
- ≥2 years with MongoDB  
- Experience deploying Data Science applications
	- Exploratory data analysis  
- Statistical modeling and hypothesis testing  
- Develop insights from data  
- Support ML model development  
- Create visualizations and reports  
- Communicate findings to stakeholders

	Prompt Engineer (minimum 1)
	- Bachelor's degree in relevant field  or equivalent
- Demonstrated prompt engineering expertise
	- ≥2 years working with LLMs (GPT, LLaMA, Claude, etc.)  
- Demonstrated expertise in prompt engineering techniques (few-shot, chain-of-thought, ReAct, etc.)  
- Experience with prompt optimization and testing frameworks  - Understanding of token limits, context windows, temperature settings  
- Experience creating prompt templates for structured outputs  
- Ability to iterate based on model performance metrics
	- Design and optimize prompts for AI tools  
- Create prompt templates and chains  
- Test and evaluate prompt performance  
- Document prompt engineering best practices  
- Refine prompts based on user feedback  
- Train team on prompt engineering

	DevOps Engineer (minimum 1)
	- Bachelor's in Computer Science or equivalent in related field  
- DevOps certifications (Docker, Kubernetes, or cloud platforms)
	- ≥5 years DevOps experience  
- Docker/container orchestration expertise  - CI/CD pipeline setup and maintenance  
- Infrastructure as Code (Terraform, Ansible)  
- Experience with on-premise deployments and air-gapped environments  
- GPU infrastructure management  
- Monitoring and alerting systems
	- Set up and maintain CI/CD pipelines  
- Container orchestration and management 
- Infrastructure provisioning and configuration  
- System monitoring and alerting  
- Performance optimization  
- Disaster recovery planning

	Data Engineer (minimum 1)
	- Bachelor's in Computer Science or equivalent, Data Engineering, or related field
	- ≥5 years data engineering 
- Experience with PostgreSQL, MongoDB  - ETL pipeline development  
- Experience handling sensitive/confidential data  
- Knowledge of data privacy regulations  
- Experience with eCTD data structures  
- Data modeling and database optimization
	- Design and implement ETL pipelines  
- Database schema design and optimization  
- Data quality assurance  
- Data integration from multiple sources  
- Support ML engineers with data preparation  
- Ensure data security and compliance

	OCR/Document Processing Specialist (minimum 1)
	- Bachelor's in Computer Science or equivalent in related field
	- ≥3 years working with OCR technologies (Tesseract, commercial solutions)  
- Experience processing pharmaceutical documents  
- Knowledge of document structure analysis  
- Experience with PDF processing and data extraction  
- Understanding of image preprocessing techniques
	- Implement OCR solutions  
- Optimize document processing pipelines  
- Handle various document formats and qualities  
- Validate extraction accuracy  
- Troubleshoot OCR issues






6.2 Quality Assurance and Validation Team
	Role
	Qualifications
	Required Experience
	Key Responsibilities

	Validation Officer/Quality Assurance Officer (minimum 1)
	- Bachelor's in Computer Science or equivalent, Quality Assurance, or Pharmaceutical Sciences  
- Quality management certifications (ISO 9001, etc.)  
- CSV certification preferred
	- ≥5 years in software validation in regulated industries  
- Deep knowledge of FDA 21 CFR Part 11, GAMP5, EMA Annex 11  
- Experience creating IQ/OQ/PQ protocols  
- Experience with Computer System Validation (CSV) 
 - Audit and inspection experience  
- Documentation and traceability expertise
	- Develop validation strategies and plans  
- Create IQ/OQ/PQ protocols 
 - Execute validation activities  
- Prepare validation reports  
- Maintain traceability matrices  
- Support regulatory inspections

	QA/Test Engineer (minimum 2)
	- Bachelor's in Computer Science or equivalent related field  
- Testing certifications (ISTQB or equivalent)
	- ≥4 years software testing experience  
- ≥2 years testing AI/ML applications  
- Experience with automated testing frameworks (pytest, unittest)  
- Understanding of ML model evaluation metrics  
- Experience with validation documentation for regulated environments  - Knowledge of FDA 21 CFR Part 11 compliance testing  
- Performance and security testing experience
	- Develop test plans and test cases  
- Execute manual and automated tests  
- Document test results  
- Report and track defects  
- Validate AI model outputs  
- Performance and security testing

	Security/Compliance Specialist (minimum 1)
	- Bachelor's in Information Security or equivalent, Computer Science  
- Security certifications (CISSP, CEH, or equivalent)
	- ≥5 years information security  
- Knowledge of healthcare data security requirements 
- Experience with secure API development 
- Penetration testing experience  
- Understanding of GDPR, POPIA  
- Experience with security audits and compliance assessments
	- Conduct security assessments  
- Implement security controls  
- Perform vulnerability testing  
- Ensure regulatory compliance  
- Security documentation 
- Incident response planning



6.3 Business and Project Management Team
	Role
	Qualifications
	Required Experience
	Key Responsibilities

	Project Manager (minimum 1)
	- Bachelor's degree  or equivalent - PMP or PRINCE2 certification  or  Agile/Scrum certifications
	- ≥7 years project management  
- ≥3 years managing AI/ML or software development projects  
- Experience in regulated environments (healthcare/pharmaceutical)  
- Strong understanding of Agile/Scrum methodologies  
- Experience managing multi-year, multi-phase projects  
- Risk management expertise  
- Budget management experience
	- Overall project coordination  
- Stakeholder management 
- Risk and issue management  
- Budget tracking and reporting  
- Resource allocation 
- Progress reporting to SAHPRA

	Business Analyst (minimum 1)
	- Bachelor's in Business, IT or equivalent, or related field  
- BA certifications (CBAP or equivalent)
	- ≥5 years business analysis  
- ≥2 years in healthcare/pharmaceutical regulatory environment 
 - Strong understanding of regulatory workflows  
- Experience with requirements gathering and documentation  
- Familiarity with eCTD, pharmacovigilance, and regulatory submissions  
- Ability to translate business needs into technical requirements  
- Experience with process modeling
	- Requirements elicitation and analysis  
- Document functional specifications  
- Bridge business and technical teams  
- Process mapping and optimization 
- User acceptance testing coordination  
- Change management support

	Training Specialist (minimum 1)
	- Bachelor's degree  or equivalent - Training/adult education certification preferred
	- ≥4 years developing technical training programs  
- Experience training users on AI/ML tools  
- Ability to create training materials (documentation, videos, quick reference guides) 
 - Experience with adult learning principles  
- Knowledge of regulatory training requirements (SOPs, competency assessments)  
- Experience with learning management systems
	- Develop training materials  
- Deliver training sessions  
- Create user documentation  
- Assess training effectiveness  
- Support user onboarding  
- Maintain training records



6.4 Team Composition Flexibility
The vendor may propose alternative team structures, provided:
· All required skills and experience are covered
· Justification is provided for any deviations
· The total team capacity meets project demands
· Team members can fulfill multiple roles if appropriately qualified (e.g., an AI Engineer with strong prompt engineering skills may cover both roles)










    
ALL BIDDERS MUST TAKE NOTE OF THE EVALUATION PROCESS THAT WILL BE FOLLOWED


1 EVALUATION PROCESS

1.1 COMPLIANCE WITH MINIMUM REQUIREMENTS

1.1.1 All bids duly lodged as specified in the Request for Bid will be examined to determine compliance with bid requirements and conditions. Bids with obvious deviations from the requirements/conditions may be eliminated from further consideration.

Failure to comply with or submit any one of the following items, may render a bid non-responsive and may not be evaluated further.


	Reference
	Description
	Compliant?

	
	
	YES
	NO

	Part 1
	Signed Special Conditions of Bid and Contract 
	
	

	Part 2
	Tax Compliance Requirements 
	
	

	Part 3
	Completed and signed Declaration of Interest (SBD 4)
	
	

	Part 5
	Completed and signed Invitation to Bid (SBD 1)
	
	

	Part 7
	Proof of registration on the CSD
If there will be subcontracting, proof of CSD registration of the sub-contractor must be submitted
	
	



Failure to comply with or submit completed Pricing schedule, will render a bid non-responsive and will not be evaluated further.

	Reference
	Description
	Compliant?

	
	
	YES
	NO

	Part 6
	Completed Pricing Schedule in the prescribed format (SBD 3.3)
	
	




1.1.2 Bidders must submit their proposal by the closing date and time. Proposals submitted after the closing date and time will be disqualified from further evaluation. 

1.1.3 Register the hard-copy proposals in the tender submission register at SAHPRA reception. 

1.2 DETERMINATION OF SCORE FOR FUNCTIONALITY

1.2.1 [bookmark: _Ref325607455]The evaluation criteria and weights for functionality as indicated in the table below, will apply.



	If the condition above is not met, do not evaluate further





	Technical Evaluation Criteria
	Provide evidence/page no and/or location
	Maximum points to be Awarded

	Experience & Track Record
Provide contactable details of three (3) client references for whom similar services have been rendered within the past five (5) years. The references must collectively demonstrate a minimum cumulative service period of more than two (2) years.

Each reference letter must include the following information:

(a)Client name
(b) Reference Person (Name, Telephone Number and/or Email Address)
(c) Project Scope of Work / Services Rendered
(d) Project Start and End Dates

· No reference letters submitted = 0 point
· Two (02) compliant references submitted with cumulative service period between 0 to 2 years cumulative experience = 5 points 
· Three (3) complaint reference letters submitted with cumulative service period between 1 to 2 years = 15 points 
· Three (3) compliant reference letters submitted containing all required information and demonstrating relevant services with a cumulative service period exceeding two (2) years = 25 points

	
	25

	Technical Expertise (AI Engineer)
Core AI / ML Skills (AI Engineer)

The proposed implementation engineers should collectively demonstrate the following core Artificial Intelligence and Machine Learning competencies:

· Proficiency in AI / ML model design, development, testing, and deployment
· Experience with machine learning frameworks and tools (e.g., TensorFlow, PyTorch, or equivalent)
· Capability in data preparation, feature engineering, and model optimization
· Knowledge of MLOps practices, including model monitoring and lifecycle management
· Experience integrating AI solutions with existing enterprise systems
· Understanding of AI governance, ethics, and responsible AI principles
· Demonstrated experience delivering AI / ML solutions in production environments

Bidders must provide evidence of these competencies through CVs, certifications, and/or relevant project experience.


· Less than 1 year’ relevant experience = 0 Points
· Between 1 and 3 years’ relevant experience with relevant degree/diploma =5 Points
· More than 3 years’ relevant experience and relevant degree without certification =10 Points
· More than 3 years’ relevant experience with recognized AI / ML certification and Degree =15 Points

	
	15

	Technical Expertise (Software Engineer/Developer)

Software Development Skills (Software Engineer)

The proposed implementation Software Engineer(s) should collectively demonstrate the following core application development competencies:

· Proficiency in software design, development, testing, and deployment
· Experience with modern programming languages and frameworks relevant to the proposed solution
· Experience in API design, system integration, and interoperability
· Knowledge of secure coding practices and application security principles
· Experience with version control, CI/CD pipelines, and DevOps practices
· Experience developing scalable, maintainable, and high-performance applications
· Experience working within structured software development methodologies (e.g., Agile, Scrum, or equivalent)
· Demonstrated experience delivering production-ready enterprise applications

Bidders must provide evidence of these competencies through CVs, certifications, and/or relevant project experience.


· Less than 1 year’ relevant experience = 0 Points
· Between 1 and 3 years’ relevant experience =3 Points
· More than 3 years’ relevant experience without certification = 5 Points
· More than 3 years’ relevant experience with recognized certification/Degree = 10 Points



	
	10

	Testing and Validation

Testing and Validation Plan

Bidders must provide a detailed Testing and Validation Plan that clearly outlines:

· The approach to ensure that migrated systems function as intended
· The testing methodology, including functional, integration, and user acceptance testing
· The methodology for performance verification
· The approach for identifying, managing, and resolving defects
· Post-migration validation and stabilization activities
· Clearly defined success criteria and acceptance thresholds

· No plan provided = 0 Points
· Minimal testing plan with significant gaps and no clear success criteria = 5 Points
· Adequate testing plan with minor gaps in approach or detail = 10 Points
· Thorough testing and validation plan with clearly defined methodology and success criteria =15 Points


	
	15

	Project Management and Timelines

Provide the below on the project plan :

· Clear and realistic project timeline with milestones.
· Details on resource allocation, team composition, and overall project management approach.
· Ability to meet deadlines and flexibility in managing unforeseen delays.

No indication of the above = 0 points
Unrealistic or poorly defined timeline with limited contingency planning = 1 point
Reasonable timeline but lacking in clear contingency or risk management = 3points
Well-defined project timeline with clearly defined milestones and contingency planning = 5 points

	
	5

	Total Points
	
	70


Bidders must achieve a minimum score of 55 points out of 70 to proceed to the demonstration stage

AI Tool Demonstration – Evaluation Based on Submitted Reference Sample (30)

Bidders must provide a demonstration of the AI tool based on a sample submitted as part of the client references provided under the Experience and Track Record section. The evaluation will assess how well the tool reflects real-world performance, usability, and outcomes as demonstrated in the reference project.


Evaluation Focus Areas

1. Functionality and Alignment
0. Extent to which the tool replicates the outcomes described in the reference project
0. Accuracy and reliability of AI outputs for the demonstrated use case
0. Coverage of core functionalities required for the organization

1. Usability and User Experience
1. Intuitiveness of workflows and interface
1. Ease of generating insights, reports, or actionable recommendations
1. Suitability for the target end-users

1. Integration and Data Handling
2. Ability to manage and process data in a manner consistent with the reference project
2. Compatibility with existing systems and demonstrated interoperability

1. Performance and Robustness
3. Responsiveness and stability of the AI tool
3. Scalability to handle larger datasets or more complex scenarios than the sample
1. Innovation and Value Demonstration
4. Added functionalities or improvements compared to the reference project
4. Demonstrated value for decision-making and operational efficiency

Evaluation Criteria

· Excellent (30 points) - Demonstration clearly reflects the reference project. All critical functionalities are validated. The AI outputs are accurate, performance is stable, integration capability is demonstrated, and the tool provides significant additional value and innovation.
· Good (20) - Demonstration reflects the reference project with most key functionalities working effectively. Minor limitations may exist, but overall usability, performance, and value are strong
· Acceptable or Average (15) - Demonstration partially reflects the reference project. Some functionalities work but gaps exist in performance, usability, or integration. Limited additional value demonstrated.
· Unsatisfactory (5) -Demonstration poorly reflects the reference project. Significant gaps exist in functionality, usability, or performance. Limited ability to demonstrate real-world application.
· Poor (0)- Demonstration does not reflect the reference project. Tool fails to demonstrate required capabilities or functionality



a. The score for functionality shall be calculated as follows:

i. The score of each panel member shall be added together and divided by the number of panel members to establish the average score obtained by each individual bidder for functionality.
ii. The minimum demonstration threshold is 22.5 out of 30 points. Bidders that do not meet the minimum demonstration threshold will not be evaluated further for price and specific goals.




b. PRICE AND SPECIFIC GOALS POINTS

i. All remaining bids will be evaluated as follows:

ii. The 80/20 preference point system will be applied. Points for price and specific goals will be awarded in accordance with the stipulations in the Preference Point Claim Form in terms of the Preferential Procurement Regulations, 2022.

iii. If appropriate, implied contract price adjustments will be made to the cost proposals of all remaining bids.

iv. The point scored for the specific goals for each acceptable bid will now be added to the price point.

v. [bookmark: _Hlk69136302]The bid must be awarded to the supplier that obtained the highest preference points or may be awarded to a supplier that did not score the highest points only in accordance with section 2(1)(f) of the PPPFA. 


c. ADJUDICATION OF BID

i. The relevant award structure will consider the recommendations and make the final award. The successful bidder will usually be the service provider scoring the highest number of points.



	Bid No:
	SAHPRA/2026/AI TECHNOLOGY CONSULTANT/RFB007
	SAHPRA Bid Document

	
	
	

	Section A 3:  Evaluation Process/ Criteria

	
	
	





CONTRACT FORM:  RENDERING OF SERVICES

THIS FORM MUST BE FILLED IN DUPLICATE BY BOTH THE SERVICE PROVIDER (PART 1) AND THE PURCHASER (PART 2).  BOTH FORMS MUST BE SIGNED IN THE ORIGINAL SO THAT THE SERVICE PROVIDER AND THE PURCHASER WOULD BE IN POSSESSION OF ORIGINALLY SIGNED CONTRACTS FOR THEIR RESPECTIVE RECORDS.

PART 1 (TO BE FILLED IN BY THE SERVICE PROVIDER)

1. I/we hereby undertake to render services described in the attached bidding documents to SAHPRA in accordance with the requirements and task directives/proposals specifications stipulated in Bid Number SAHPRA/2026/AI TECHNOLOGY CONSULTANT/RFB007 at the price/s quoted.  My/our offer/s remain binding upon me/us and open for acceptance by the Purchaser during the validity period indicated and calculated from the closing date of the bid.

1. The following documents shall be deemed to form and be read and construed as part of this agreement:

1. Bidding documents, viz
0. Invitation to bid
0. Tax clearance certificate
0. Pricing schedule(s)
0. Filled in terms of reference/task directive/proposal
0. Preference claims for Broad Based Black Economic Empowerment Status Level of Contribution in terms of the Preferential Procurement Regulations 2022;
0. Declaration of interest
0. Declaration of bidder’s past SCM practices
0. Special Conditions of Contract

1. General Conditions of Contract

1. Other (specify)

1. I/we confirm that I/we have satisfied myself as to the correctness and validity of my/our bid; that the price(s) and rate(s) quoted cover all the services specified in the bidding documents; that the price(s) and rate(s) cover all my obligations and I accept that any mistakes regarding price(s) and rate(s) and calculations will be at my own risk.

1. I/we accept full responsibility for the proper execution and fulfilment of all obligations and conditions devolving on me/us under this agreement as the principal liable for the due fulfilment of this contract.

1. I/we declare that I/we have no participation in any collusive practices with any bidder or any other person regarding this or any other bid.

1. I confirm that I am duly authorised to sign this contract.

	NAME (PRINT)
	
	
	WITNESSES
	

	CAPACITY
	
	
	1
	

	SIGNATURE
	
	
	2
	

	NAME OF FIRM
	
	
	DATE:
	

	DATE
	
	
	
	



CONTRACT FORM:  RENDERING OF SERVICES

PART 2 (TO BE FILLED IN BY THE PURCHASER)

1. I ……………………………………………………..……………… in my capacity as …………………………………………….. accept your bid under reference number ……………………………………………. dated ……………………………………. for the rendering of services indicated hereunder and/or further specified in the annexures.

1. An official order indicating service delivery instructions is forthcoming.
Example

1. I undertake to make payment for the services rendered in accordance with the terms and conditions of the contract within 30 (thirty) days after receipt of an invoice.

	DESCRIPTION OF SERVICE
	PRICE (VAT INCL)
	COMPLETION DATE
	B-BBEE STATUS LEVEL OF CONTRIBUTION

	







	
	
	




1. I confirm that I am duly authorised to sign this contract.


	SIGNED AT
	
	ON
	

	
	
	
	

	NAME (PRINT)
	
	
	

	
	
	
	

	SIGNATURE
	
	
	




	OFFICIAL STAMP
	
	
	WITNESSES

	
	
	
	1
	

	
	
	
	2
	

	
	
	
	DATE:
	

	
	
	
	
	






	Bid No:
	SAHPRA/2026/AI TECHNOLOGY CONSULTANT/RFB007
	SAHPRA Bid Document

	
	
	

	Section A 4: Contract Form

	
	
	





SECTION B
This section must be completed and returned or supplied with bids as prescribed.



	Bid No:
	SAHPRA/2025/AI TECHNOLOGY CONSULTANT/RFB007
	SAHPRA Bid Document

	
	
	

	Section B

	
	
	




SPECIAL CONDITIONS OF BID AND CONTRACT
Return as Part 1
	
	SPECIAL CONDITIONS

	
	

	1 
	GENERAL

	
	

	1.1 
	The Bidder must clearly state if a deviation from these special conditions are offered and the reason therefor.  If an explanatory note is provided, the paragraph reference must be indicated in a supporting appendix to the application submission.  

	
	

	1.2 
	Should Bidders fail to indicate agreement/compliance or otherwise, the SAHPRA will assume that the Bidder is in compliance or agreement with the statement(s) as specified in this bid.

	
	

	1.3 
	Bids not completed in this manner may be considered incomplete and rejected.

	
	

	1.4 
	SAHPRA shall not be liable for any expense incurred by the Bidder in the preparation and submission of a bid.

	
	

	2 
	CANCELLATION OF PROCUREMENT PROCESS

	
	

	2.1 
	This procurement process can be postponed or cancelled at any stage at the sole discretion of SAHPRA provided that such cancellation or postponement takes place prior to entering into a contract with a specific service provider to which the bid relates.

	
	

	3 
	BID SUBMISSION CONDITIONS, INSTRUCTION AND EVALUATION PROCESS/CRITERIA

	
	

	3.1 
	The Bid submission conditions and instructions as well as the evaluation process/criteria have been noted.

	
	

	4 
	NEGOTIATION AND CONTRACTING

	
	

	4.1 
	SAHPRA have the right to enter into negotiation with one or more Bidders regarding any terms and conditions, including price(s), of a proposed contract.

	
	

	4.2 
	Under no circumstances will negotiation with any Bidders, including preferred Bidders, constitute an award[footnoteRef:2] or promise/ undertaking to award the contract. [2:  See GLOSSARY.] 


	
	

	4.3 
	SAHPRA shall not be obliged to accept the lowest or any bid, offer or proposal.

	
	

	4.4 
	A contract will only be deemed to be concluded when reduced to writing in a formal contract and Service Level Agreement (if applicable) signed by the designated responsible person of both parties. The designated responsible person of SAHPRA is the CEO.

	
	

	4.5 
	SAHPRA also reserves the right to enter into one contract with a Bidder for all required functions or into more than one contract with different Bidders for different functions.

	
	

	5 
	ACCESS TO INFORMATION

	
	

	5.1 
	All bidders will be informed of the status of their bid once the procurement process has been completed.

	
	

	5.2 
	Requests for information regarding the bid process will be dealt with in line with the SAHPRA SCM Policy and relevant legislation.

	
	

	6 
	REASONS FOR REJECTION

	
	

	6.1 
	SAHPRA shall reject a proposal for the award of a contract if the recommended Bidder has committed a proven corrupt or fraudulent act in competing for the particular contract.

	
	

	6.2 
	The SAHPRA may disregard the bid of any bidder if that bidder, or any of its directors:
· Have abused the SCM system of the SAHPRA.
· Have committed proven fraud or any other improper conduct in relation to such system.
· Have failed to perform on any previous contract and the proof exists.
Such actions shall be communicated to the National Treasury.

	
	

	7 
	GENERAL CONDITIONS OF CONTRACT

	
	

	7.1 
	The General Conditions of Contract must be accepted.

	
	

	8 
	ADDITIONAL INFORMATION REQUIREMENTS

	
	

	8.1 
	During evaluation of the bids, additional information may be requested in writing from Bidders.  Replies to such request must be submitted, within 2 (two) working days or as otherwise indicated.  Failure to comply, may lead to your bid being disregarded.

	
	

	8.2 
	No additional information will be accepted from any individual Bidder without such information having been requested

	
	

	9 
	CONFIDENTIALITY

	
	

	9.1 
	The bid and all information in connection therewith shall be held in strict confidence by Bidders and usage of such information shall be limited to the preparation of the bid.  Bidders shall undertake to limit the number of copies of this document.

	
	

	10 
	INTELLECTUAL PROPERTY, INVENTIONS AND COPYRIGHT

	
	

	10.1 
	Copyright of all documentation relating to this contract belongs to the client.  The successful Bidder may not disclose any information, documentation or products to other clients without the written approval of the Board or the delegate.

	
	

	10.2 
	This paragraph shall survive termination of this contract.

	
	

	11 
	NON-COMPLIANCE WITH DELIVERY TERMS

	11.1 
	As soon as it becomes known to the contractor that he/she will not be able to deliver the services within the delivery period and/or against the quoted price and/or as specified, SAHPRA must be given immediate written notice to this effect.  SAHPRA reserves the right to implement remedies as provided for in the GCC.

	
	

	12 
	WARRANTS

	
	

	12.1 
	The Contractor warrants that it is able to conclude this Agreement to the satisfaction of SAHPRA.

	
	

	13 
	PARTIES NOT AFFECTED BY WAIVER OR BREACHES

	
	

	13.1 
	The waiver (whether express or implied) by any Party of any breach of the terms or conditions of this contract by the other Party shall not prejudice any remedy of the waiving party in respect of any continuing or other breach of the terms and conditions hereof.

	
	

	13.2 
	No favour, delay, relaxation or indulgence on the part of any Party in exercising any power or right conferred on such Party in terms of this contract shall operate as a waiver of such power or right nor shall any single or partial exercise of any such power or right under this agreement.

	
	

	14 
	RETENTION

	
	

	14.1 
	On termination of this agreement, the contractor shall, on demand hand over all documentation provided as part of the project and all deliverables, etc., without the right of retention, to SAHPRA.

	
	

	14.2 
	No agreement to amend or vary a contract or order or the conditions, stipulations or provisions thereof shall be valid and of any force and effect unless such agreement to amend or vary is entered into in writing and signed by the contracting parties.  Any waiver of the requirement that the agreement to amend or vary shall be in writing, shall also be in writing.

	
	

	15 
	CENTRAL SUPPLIER DATABASE

	
	

	15.1 
	It is a requirement that all suppliers/ services providers to SAHPRA shall be registered on the National Treasury Central Supplier Database (CSD).

	
	

	15.2 
	Bidders are therefore required to register as a supplier on the CSD before submitting a bid.

The CSD website can be accessed on the following link:  http://ocpo.treasury.gov.za/Pages/default.aspx 

	
	

	15.3 
	Bidders are therefore required to submit proof of their registration on the CSD, or if not yet registered, provide proof of their application to be registered, with their bid. 

	
	

	15.4 
	No bid will be awarded, and a contract concluded with a bidder who is not registered on the CSD.

	
	

	16 
	FORMAT OF BIDS

	
	

	16.1 
	Bidders must complete all the necessary bid documents and undertakings required in this bid document. Bidders are advised that their proposal should be concise, written in plain English and simply presented.  

	
	

	16.2 
	Bidders are to set out their proposal in the format prescribed hereunder.  This means that the proposal must be structured in the parts noted below.  Information not submitted in the relevant part, may not be considered for evaluation purposes.

	
	

	16.3 
	Part 1:  Special Conditions of Bid and Contract

	
	

	16.3.1 
	Bidders must initial each page and sign the last page and return the Special Conditions of bid and Contract (Section B-1). 

Bids submitted without a completed Special Conditions of Bid form may be deemed to be non-responsive.

	
	

	16.4 
	Part 2:  Tax Compliance

	
	

	16.4.1 
	Bidders must ensure compliance with their tax obligations. 

Bidders are required to submit their unique personal identification number (PIN) issued by SARS to enable the organ of state to view the taxpayer’s profile and tax status.

Application for tax compliance status (TCS) or PIN may also be made via e-filing. In order to use this provision, taxpayers will need to register with SARS as e-filers through the website www.sars.gov.za.

Bidders may also submit a printed TCS together with the bid. 

In bids where consortia/ joint ventures/ sub-contractors are involved; each party must submit a separate proof of TCS/ PIN/ CSD number.

Where no TCS is available, but the bidder is registered on the Central Supplier Database (CSD), a CSD number must be provided.

Bids submitted without any one of the above particulars, may be deemed to be non-responsive.

	
	

	16.5 
	Part 3:  Declaration of Interest

	
	

	16.5.1 
	Each party to the bid must complete and return the “Declaration of Interest” (Section B-2).  

Bids submitted without a complete and signed Declaration of Interest may be deemed to be non-responsive.

	
	

	16.6 
	Part 4:  Preference Points Claim Form in terms of the Preferential Procurement Regulations 2022

	
	

	16.6.1 
	Bidders must complete, sign and return the full “Preference Points Claim Form” (Section B-3) document.  

In addition, a valid BBBEE certificate must be submitted.

Quotes submitted without a completed and signed Preference Points Claim Form and evidence or proof of claim will be awarded zero points for specific goals.

	
	

	16.7 
	Part 5:  Invitation to Bid

	
	

	16.7.1 
	Bidders must complete, sign and return the full “Invitation to Bid” (Section B-4) document.  

Bids submitted without a completed and signed Invitation to Bid may be deemed to be non-responsive.

	
	

	16.8 
	Part 6:  Pricing Schedule

	
	

	16.8.1 

	All costs related to the bid are to be allowed for in the pricing schedule and in the format prescribed and must be returned as part of the submission (Section B-5). 

Bids submitted without a price or with an incomplete price, or with a price which is not in the prescribed format, will be deemed to be non-responsive.

	
	

	16.8.2 
	Price for thirty-six (36) months of the contract must be firm and must be indicated in the format prescribed. 


	
	

	
	· VAT:  Value Added Tax must be included and shown separately.

	
	

	16.9 
	Part 7:  Registration on the CSD

	
	

	16.9.1 
	In this part, bidders must submit proof of their registration.

Bids submitted without the required proof, may be deemed to be non-responsive.



I/we herewith accept all the above-mentioned special conditions of the bid. If I/we do consider a deviation therefrom, I have noted those as per the instruction in paragraph 1 (General) above.
	
	

	Name of Bidder:
	

	Signature of Bidder:
	

	Date:
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	Section B 1:  Special Conditions of Bid and Contract

	
	
	




2

BIDDERS DISCLOSURE (SBD 4)
Return as Part 3


1. PURPOSE OF THE FORM
Any person (natural or juristic) may make an offer or offers in terms of this invitation to bid. In line with the principles of transparency, accountability, impartiality, and ethics as enshrined in the Constitution of the Republic of South Africa and further expressed in various pieces of legislation, it is required for the bidder to make this declaration in respect of the details required hereunder.

Where a person/s are listed in the Register for Tender Defaulters and / or the List of Restricted Suppliers, that person will automatically be disqualified from the bid process. 

2. Bidder’s declaration
2.1 	Is the bidder, or any of its directors / trustees / shareholders / members / partners or any person having a controlling interest[footnoteRef:3] in the enterprise, employed by the state?		YES/NO	 [3:  the power, by one person or a group of persons holding the majority of the equity of an enterprise, alternatively, the person/s having the deciding vote or power to influence or to direct the course and decisions of the enterprise.

] 


2.1.1	If so, furnish particulars of the names, individual identity numbers, and, if applicable, state employee numbers of sole proprietor/ directors / trustees / shareholders / members/ partners or any person having a controlling interest in the enterprise, in table below.
	Full Name
	Identity Number
	Name of State institution

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	
2.2	Do you, or any person connected with the bidder, have a relationship with any person who is employed by the procuring institution?          YES/NO	
				                                          
2.2.1     If so, furnish particulars:
……………………………………………………………………………………
……………………………………………………………………………………

2.3 	Does the bidder or any of its directors / trustees / shareholders / members / partners or any person having a controlling interest in the enterprise have any interest in any other related enterprise whether or not they are bidding for this contract?			YES/NO

2.3.1 If so, furnish particulars:
…………………………………………………………………………….
…………………………………………………………………………….

3 DECLARATION

I, the undersigned, (name)……………………………………………………………………. in submitting the accompanying bid, do hereby make the following statements that I certify to be true and complete in every respect:

3.1 	I have read, and I understand the contents of this disclosure;

3.2	I understand that the accompanying bid will be disqualified if this disclosure is found not to be true and complete in every respect;

3.3 	The bidder has arrived at the accompanying bid independently from, and without consultation, communication, agreement or arrangement with any competitor. However, communication between partners in a joint venture or consortium[footnoteRef:4] will not be construed as collusive bidding. [4:  Joint venture or Consortium means an association of persons for the purpose of combining their expertise, property, capital, efforts, skill and knowledge in an activity for the execution of a contract.] 


3.4 	In addition, there have been no consultations, communications, agreements, or arrangements with any competitor regarding the quality, quantity, specifications, prices, including methods, factors or formulas used to calculate prices, market allocation, the intention or decision to submit or not to submit the bid, bidding with the intention not to win the bid and conditions or delivery particulars of the products or services to which this bid invitation relates.

3.4	The terms of the accompanying bid have not been, and will not be, disclosed by the bidder, directly or indirectly, to any competitor, prior to the date and time of the official bid opening or of the awarding of the contract.

3.5 	There have been no consultations, communications, agreements, or arrangements made by the bidder with any official of the procuring institution in relation to this procurement process prior to and during the bidding process except to provide clarification on the bid submitted where so required by the institution; and the bidder was not involved in the drafting of the specifications or terms of reference for this bid.

3.6 I am aware that, in addition and without prejudice to any other remedy provided to combat any restrictive practices related to bids and contracts, bids that are suspicious will be reported to the Competition Commission for investigation and possible imposition of administrative penalties in terms of section 59 of the Competition Act No 89 of 1998 and or may be reported to the National Prosecuting Authority (NPA) for criminal investigation and or may be restricted from conducting business with the public sector for a period not exceeding ten (10) years in terms of the Prevention and Combating of Corrupt Activities Act No 12 of 2004 or any other applicable legislation.

I CERTIFY THAT THE INFORMATION FURNISHED IN PARAGRAPHS 1, 2 and 3 ABOVE IS CORRECT. 
I ACCEPT THAT THE STATE MAY REJECT THE BID OR ACT AGAINST ME IN TERMS OF PARAGRAPH 6 OF PFMA SCM INSTRUCTION 03 OF 2021/22 ON PREVENTING AND COMBATING ABUSE IN THE SUPPLY CHAIN MANAGEMENT SYSTEM SHOULD THIS DECLARATION PROVE TO BE FALSE.  


………………………………	                ..…………………………………………… 	
	Signature	                                     Date

………………………………	                ………………………………………………
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	Position 	Name of bidder
2


PREFERENCE POINTS CLAIM FORM IN TERMS OF THE PREFERENTIAL PROCUREMENT REGULATIONS 2022 (SBD 6.1)

Return as Part 4

NB:	BEFORE COMPLETING THIS FORM, BIDDERS MUST STUDY THE GENERAL CONDITIONS, DEFINITIONS AND DIRECTIVES APPLICABLE IN RESPECT OF B-BBEE, AS PRESCRIBED IN THE PREFERENTIAL PROCUREMENT REGULATIONS, 2022. 


1. GENERAL CONDITIONS

0. The following preference point systems are applicable to all bids:
· the 80/20 system for requirements with a Rand value of up to R50 000 000 (all applicable taxes included); and 
· the 90/10 system for requirements with a Rand value above R50 000 000 (all applicable taxes included).

0. The value of this bid is estimated to not exceed R50 000 000 (all applicable taxes included) and therefore the 80/20 preference point system shall be applicable; 
0. Points for this bid shall be awarded for: 
1. Price; and
1. Specific goals
0. The maximum points for this bid are allocated as follows:

	
	POINTS

	PRICE
	80

	Specific Goals
	20

	Total points for Price and Specific goals must not exceed
	100



0. Failure on the part of a bidder to fill in and/ or sign this form and submit proof of specific goals  as stipulated on paragraph 4 below  together with the bid, will be interpreted to mean that specific goals points are not claimed.
0. The purchaser reserves the right to require of a bidder, either before a bid is adjudicated or at any time subsequently, to substantiate any claim in regard to preferences, in any manner required by the purchaser.

1. DEFINITIONS

1. “B-BBEE” means broad-based black economic empowerment as defined in section 1 of the Broad-Based Black Economic Empowerment Act;
1. “B-BBEE status level of contributor” means the B-BBEE status of an entity in terms of a code of good practice on black economic empowerment, issued in terms of section 9(1) of the Broad-Based Black Economic Empowerment Act;
1. “bid” means a written offer in a prescribed or stipulated form in response to an invitation by an organ of state for the provision of goods or services, through price quotations, advertised competitive bidding processes or proposals; 
1. “Broad-Based Black Economic Empowerment Act” means the Broad-Based Black Economic Empowerment Act, 2003 (Act No. 53 of 2003);
1. “EME” means an Exempted Micro Enterprise in terms of a code of good practice on black economic empowerment issued in terms of section 9 (1) of the Broad-Based Black Economic Empowerment Act;
1. “functionality” means the ability of a tenderer to provide goods or services in accordance with specifications as set out in the tender documents.
1. “prices” includes all applicable taxes less all unconditional discounts;  
1. “proof of B-BBEE status level of contributor” means:
1. B-BBEE Status level certificate issued by an authorized body or person;
1. A sworn affidavit as prescribed by the B-BBEE Codes of Good Practice;
1. Any other requirement prescribed in terms of the B-BBEE Act;
1. “QSE” means a qualifying small business enterprise in terms of a code of good practice on black economic empowerment issued in terms of section 9 (1) of the Broad-Based Black Economic Empowerment Act;
1. “rand value” means the total estimated value of a contract in Rand, calculated at the time of bid invitation, and includes all applicable taxes;
1. Specific goals” means specific goals as contemplated in section 2(1)(d) of the Act which may include contracting with persons, or categories of persons, historically disadvantaged by unfair discrimination on the basis of race, gender and disability 

1. POINTS AWARDED FOR PRICE

2. THE 80/20 OR 90/10 PREFERENCE POINT SYSTEMS 
	A maximum of 80 or 90 points is allocated for price on the following basis:

	80/20	or	90/10



		or	
Where
Ps	=	Points scored for price of bid under consideration
Pt	=	Price of bid under consideration
Pmin	=	Price of lowest acceptable bid


















1. POINTS AWARDED FOR SPECIFIC GOALS


	SAHPRA SPECIFIC PREFERENTIAL PROCUREMENT GOALS
	

	Description / Goals

	Allocated points
	Evidence or Proof of claim
	Number of points claimed
(80/20 system)
(To be completed by the tenderer)

	
	Preference Point System

	
	

	Category A: Promotion of SMMEs

	80/20
	90/10
	· Valid BBBEE certificate
· Valid affidavit
· Director(s)’ certified ID copy
· CSD report
	

	1.
	100% Black owned EME and QSE
 

	20
	10
	
	

	2.
	At least 51% Black owned EME and QSEs


	18
	9
	
	

	3.
	Zero and less than 51% Black owned EME and QSEs 
	16
	8
	
	

	Category B: Promotion of Historically Disadvantaged Individuals -HDI (Large enterprises)
	BBBEE Level
	Preference Point System
	Evidence / proof of claim
	

	4.

	% Ownership

1. 30% - 100% Black women 

1. 51% - 100% Black youth 

1. 51% - 100% Black people with - disability 





	
	80/20
	90/10
	· CSD report 
· Valid affidavit
· Valid BBBEE certificate
· Directors(s) certified ID copy
· Declaration / proof of disability issued by medical practitioner

	

	
	
	All levels

	20

	10

	
	

	
	1. 51% - 100% Black 

	1

	18
	9
	
	

	
	
	2

	16
	8
	
	

	
	
	3

	14
	7
	
	

	
	
	4

	12
	6
	
	

	
	
	5

	8
	5
	
	

	
	
	6

	6
	4
	
	

	
	
	7

	4
	2
	
	

	
	
	8 and Non-compliant
	0
	0
	
	

	Category C: Promotion of BBBEE Contributors - large enterprises
	BBBEE
Level
	Preference Point System
	Evidence / proof of claim
	

	
	
		80/20
	90/10
	
	

	10.
	Nonblack and Non-HDI enterprises
	1
	12
	6
	Valid BBBEE certificate



	

	
	
	2
	10
	5
	
	

	
	
	3
	8
	4
	
	

	
	
	4
	6
	3
	
	

	
	
	5 to non-compliant
	
0
	
0
	
	

	
	
	





1. BID DECLARATION

4. Bidders who claim points in respect of B-BBEE  Contribution must complete the following:

1. SPECIFIC GOALS CLAIMED IN TERMS OF PARAGRAPHS 1.4 AND 4 

5. B-BBEE Status Level of Contributor:	= ………….…… (maximum of 10 or 20 points)
(Points claimed in respect of paragraph 6.1 must be in accordance with the table reflected in paragraph 4 and must be substantiated by relevant proof 

1. SUB-CONTRACTING

6. Will any portion of the contract be sub-contracted?  
(Tick applicable box)
	YES
	
	NO
	


0. If yes, indicate:
1. What percentage of the contract will be subcontracted? ............….…………%
1. The name of the sub-contractor …………………..………….…………………….
1. The B-BBEE status level of the sub-contractor .................................…………..
1. Whether the sub-contractor is an EME or QSE
(Tick applicable box)
	YES
	
	NO
	


1. Specify, by ticking the appropriate box, if subcontracting with an enterprise.

	Designated Group: An EME or QSE which is at last 51% owned by:
	EME
√
	QSE
√

	Black people
	
	

	Black people who are youth
	
	

	Black people who are women
	
	

	Black people with disabilities
	
	

	Black people living in rural or underdeveloped areas or townships
	
	

	Cooperative owned by black people
	
	

	Black people who are military veterans
	
	

	OR

	Any EME 
	
	

	Any QSE
	
	



1. DECLARATION WITH REGARD TO COMPANY/FIRM
7. Name of company/firm: ….……………………………………………………………….
7. VAT registration number: …..……………………………….……………………………
7. Company registration number: ……….……..…………….…………………………….
7. TYPE OF COMPANY/ FIRM
(Tick applicable box)
	Partnership/ Joint Venture/ Consortium
	One person business/ sole propriety
	Close corporation
	Company
	(Pty) Limited




7. DESCRIBE PRINCIPAL BUSINESS ACTIVITIES
………………………………………………………………………………………………

………………………………………………………………………………………………

………………………………………………………………………………………………

………………………………………………………………………………………….…..

7. COMPANY CLASSIFICATION
(Tick applicable box)
	Manufacturer
	Supplier
	Professional service provider
	Other service providers, e.g. transporter, etc.

7. Total number of years the company/firm has been in business: …..…….……..……………
7. I/ we, the undersigned, who is / are duly authorised to do so on behalf of the company/firm, certify that the points claimed, based on the B-BBE status level of contributor indicated in paragraphs 1.4 and 6.1 of the foregoing certificate, qualifies the company/ firm for the preference(s) shown and I/ we acknowledge that:
1. The information furnished is true and correct;
1. The preference points claimed are in accordance with the General Conditions as indicated in paragraph 1 of this form;
1. In the event of a contract being awarded as a result of points claimed as shown in paragraphs 1.4 and 6.1, the contractor may be required to furnish documentary proof to the satisfaction of the purchaser that the claims are correct; 
1. If points for specific goals have  been claimed or obtained on a fraudulent basis or any of the conditions of contract have not been fulfilled, the purchaser may, in addition to any other remedy it may have –
0. disqualify the person from the bidding process;
0. recover costs, losses or damages it has incurred or suffered as a result of that person’s conduct;
0. cancel the contract and claim any damages which it has suffered as a result of having to make less favourable arrangements due to such cancellation;
0. recommend that the bidder or contractor, its shareholders and directors, or only the shareholders and directors who acted on a fraudulent basis, be restricted by the National Treasury from obtaining business from any organ of state for a period not exceeding 10 years, after the audi alteram partem (hear the other side) rule has been applied; and
0. forward the matter for criminal prosecution.

	


WITNESSES

1. …………………………………………………

1. …………………………………………………

	

……………………………………………………………..
SIGNATURE(S) OF BIDDERS(S)

DATE:	       ……………………………………..….….
ADDRESS:  .………………..…………………………..
	    ………..…………………..…….…………..
    ………..…………………………….…………..
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	[bookmark: _Hlk118377069]YOU ARE HEREBY INVITED TO QUOTE FOR REQUIREMENT OF SAHPRA

	BID NUMBER:
	SAHPRA/2026/ RFB 007
	CLOSING DATE:
	Thursday, 21 May 2026

	CLOSING TIME:
	11:00 am

	DESCRIPTION
	REQUEST FOR BID TO SOURCE AI TECHNOLOGY CONSULTANT FOR A PERIOD OF THIRTY-SIX (36) MONTHS WITH AN OPTION TO RENEW FOR ADDITIONAL TWENTY-FOUR (24) MONTHS


	BIDDING PROCEDURE ENQUIRIES MAY BE DIRECTED TO
	TECHNICAL ENQUIRIES MAY BE DIRECTED TO:

	CONTACT PERSON
	Malose Teffo
	CONTACT PERSON
	Malose Teffo

	TELEPHONE NUMBER
	
	TELEPHONE NUMBER
	

	FACSIMILE NUMBER
	N/A
	FACSIMILE NUMBER
	N/A

	E-MAIL ADDRESS
	Malose.teffo@sahpra.org.za
	E-MAIL ADDRESS
	Malose.teffo@sahpra.org.za

	SUPPLIER INFORMATION

	NAME OF BIDDER
	

	POSTAL ADDRESS
	

	STREET ADDRESS
	

	TELEPHONE NUMBER
	CODE
	
	NUMBER
	

	CELLPHONE NUMBER
	

	FACSIMILE NUMBER
	CODE
	
	NUMBER
	

	E-MAIL ADDRESS
	

	VAT REGISTRATION NUMBER
	

	SUPPLIER COMPLIANCE STATUS
	TAX COMPLIANCE SYSTEM PIN:
	
	OR
	CENTRAL SUPPLIER DATABASE No: 
	MAAA

	B-BBEE STATUS LEVEL VERIFICATION CERTIFICATE

	TICK APPLICABLE BOX]

|_| Yes                     |_| No

	B-BBEE STATUS LEVEL SWORN AFFIDAVIT  


	[TICK APPLICABLE BOX]

|_| Yes               |_| No


	[A B-BBEE STATUS LEVEL VERIFICATION CERTIFICATE/ SWORN AFFIDAVIT (FOR EMES & QSEs) MUST BE SUBMITTED IN ORDER TO QUALIFY FOR PREFERENCE POINTS FOR B-BBEE]

	ARE YOU THE ACCREDITED REPRESENTATIVE IN SOUTH AFRICA FOR THE GOODS /SERVICES /WORKS OFFERED?
	|_|Yes                         |_|No 

[IF YES ENCLOSE PROOF]

	ARE YOU A FOREIGN BASED SUPPLIER FOR THE GOODS /SERVICES /WORKS OFFERED?

	[bookmark: Check2]|_|Yes |_|No

[IF YES, ANSWER THE QUESTIONNAIRE BELOW]


	QUESTIONNAIRE TO BIDDING FOREIGN SUPPLIERS

	IS THE ENTITY A RESIDENT OF THE REPUBLIC OF SOUTH AFRICA (RSA)?		                                |_|  YES  |_| NO
DOES THE ENTITY HAVE A BRANCH IN THE RSA?				                                |_|  YES  |_| NO
DOES THE ENTITY HAVE A PERMANENT ESTABLISHMENT IN THE RSA?	                                                          |_|  YES  |_| NO
DOES THE ENTITY HAVE ANY SOURCE OF INCOME IN THE RSA?		                                       |_|  YES  |_| NO
IS THE ENTITY LIABLE IN THE RSA FOR ANY FORM OF TAXATION?		                                |_|  YES  |_| NO 
IF THE ANSWER IS “NO” TO ALL OF THE ABOVE, THEN IT IS NOT A REQUIREMENT TO REGISTER FOR A TAX COMPLIANCE STATUS SYSTEM PIN CODE FROM THE SOUTH AFRICAN REVENUE SERVICE (SARS) AND IF NOT REGISTER AS PER 2.3 BELOW. 
TERMS AND CONDITIONS FOR BIDDING
	
	1. BID SUBMISSION:

	1.1. BIDS MUST BE DELIVERED BY THE STIPULATED TIME TO THE CORRECT ADDRESS. LATE BIDS WILL NOT BE ACCEPTED FOR CONSIDERATION.
1.2. ALL BIDS MUST BE SUBMITTED ON THE OFFICIAL FORMS PROVIDED–(NOT TO BE RE-TYPED) OR IN THE MANNER PRESCRIBED IN THE BID DOCUMENT.
1.3. THIS BID IS SUBJECT TO THE PREFERENTIAL PROCUREMENT POLICY FRAMEWORK ACT, 2000 AND THE PREFERENTIAL PROCUREMENT REGULATIONS, 2022, THE GENERAL CONDITIONS OF CONTRACT (GCC) AND, IF APPLICABLE, ANY OTHER SPECIAL CONDITIONS OF CONTRACT.
1.4. THE SUCCESSFUL BIDDER WILL BE REQUIRED TO FILL IN AND SIGN A WRITTEN CONTRACT FORM (SBD7).


	2. TAX COMPLIANCE REQUIREMENTS

	2.1 BIDDERS MUST ENSURE COMPLIANCE WITH THEIR TAX OBLIGATIONS. 
2.2 BIDDERS ARE REQUIRED TO SUBMIT THEIR UNIQUE PERSONAL IDENTIFICATION NUMBER (PIN) ISSUED BY SARS TO ENABLE   THE ORGAN OF STATE TO VERIFY THE TAXPAYER’S PROFILE AND TAX STATUS.
2.3 APPLICATION FOR TAX COMPLIANCE STATUS (TCS) PIN MAY BE MADE VIA E-FILING THROUGH THE SARS WEBSITE WWW.SARS.GOV.ZA.
2.4 BIDDERS MAY ALSO SUBMIT A PRINTED TCS CERTIFICATE TOGETHER WITH THE BID. 
2.5 IN BIDS WHERE CONSORTIA / JOINT VENTURES / SUB-CONTRACTORS ARE INVOLVED, EACH PARTY MUST SUBMIT A SEPARATE   TCS CERTIFICATE / PIN / CSD NUMBER.
2.6 WHERE NO TCS PIN IS AVAILABLE BUT THE BIDDER IS REGISTERED ON THE CENTRAL SUPPLIER DATABASE (CSD), A CSD NUMBER MUST BE PROVIDED. 
2.7 NO BIDS WILL BE CONSIDERED FROM PERSONS IN THE SERVICE OF THE STATE, COMPANIES WITH DIRECTORS WHO ARE PERSONS IN THE SERVICE OF THE STATE, OR CLOSE CORPORATIONS WITH MEMBERS PERSONS IN THE SERVICE OF THE STATE.”



NB: FAILURE TO PROVIDE / OR COMPLY WITH ANY OF THE ABOVE PARTICULARS MAY RENDER THE BID INVALID.

SIGNATURE OF BIDDER:				……………………………………………

CAPACITY UNDER WHICH THIS BID IS SIGNED:	……………………………………………
(Proof of authority must be submitted e.g., company resolution)

DATE:							…………………………………………...
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	Section B 4:  Invitation to Bid

	
	
	


INVITATION TO BID
Return as Part 5


PRICING SCHEDULE (SBD 3.3)
Services
Return as Part 6

	NAME OF BIDDER:
	

	OFFER TO BE VALID FOR 90 DAYS FROM THE CLOSING DATE OF BID




The pricing schedule as indicated below must be signed and completed in the format provided.  No alterations to this pricing schedule will be allowed and the bids of bidders who do so will be regarded as non-responsive and will not be evaluated.  

Bids submitted without a price and with an incomplete price, and with no total cost for three years and with a price which is not in the prescribed format, will be deemed to be non-responsive.

	Item No 
	Description
	Quantity

	Amount (R)

	
	
	
	

	1.
	 A comprehensive cost implication analysis for the AI use case: Technical Screening Tool - MA Variations, including design, requirement gathering, project management, development, testing, deployment, and integration with existing digital solutions.

	
	

	2.
	A comprehensive cost implication analysis for the AI use case: LASA Tool (Look-Alike, Sound-Alike Similarity Checker)  including design, requirement gathering, project management, development, testing, deployment, and integration with existing digital solutions.

	
	

	3.
	A comprehensive cost implication analysis for the AI use case: Site Surveillance Tool including design, requirement gathering, project management, development, testing, deployment, and integration with existing digital solutions.

	
	

	4.
	A comprehensive cost implication analysis for the AI use case: ZAPAR Reporting including design, requirement gathering, project management, development, testing, deployment, and integration with existing digital solutions.

	
	

	5.
	A comprehensive cost implication analysis for the AI use case: BA/BE Review Tool including design, requirement gathering, project management, development, testing, deployment, and integration with existing digital solutions.

	
	

	6.
	A comprehensive cost implication analysis for the AI use case: Online Surveillance Tool (Crawler) including design, requirement gathering, project management, development, testing, deployment, and integration with existing digital solutions.

	
	

	7.
	A comprehensive cost implication analysis for the AI use case: APPMS System (Advanced Surveillance and Adverse Product and Patient Monitoring System) including design, requirement gathering, project management, development, testing, deployment, and integration with existing digital solutions.

	
	

	8.
	Provide Support services will be rendered on request and billed at an hourly rate. The bidder is required to specify a fixed hourly rate (inclusive of VAT, clearly indicated) for all support and maintenance activities for the duration of the contract period (36 Months).

	
	

	
	Total cost for 36 Months (VAT Exclusive)
	R

	
	VAT@15%
	R

	
	Total cost for 36 months (VAT Inclusive)
	R                                                                                            








[image: ]

** ”all applicable taxes” includes  value- added tax, pay as you earn, income tax, unemployment  insurance fund contributions and skills development levies

[image: ]



Bidder Representative Signature

Title:  …………………………………………………………. 

Name:  ………………………………………………………...

Date: …...................................................
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  SBD 3.3   PRICING SCHEDULE     (Professional Services)      

  NAME OF BIDDER: ………………………………………………………………………………………………BID NO.:  SAHPRA/202 6/AI  TECHNOLOGY  CONSULTAN T /RFB007 ……………………………………      CLOSING TIME 11:00              CLOSING DATE… 21 May  2026 ………………………...    

  OFFER TO BE VALID FOR …… 90 ……DAYS FROM THE CLOSING DATE OF BID.     ITEM      DESCRIPTION     BID PRICE IN RSA CURRENCY   NO       ** (ALL APPLICABLE TAXES INCLUDED)         1.   The accompanying information must be used for the formulation       of proposals.       2.   Bidders are required to indicate a ceiling price based on the total       estimated time for completion of all phases and including all       expenses  inclusive of   all  applicable taxes   f or the project.   R………..…………………………………………………...       3.   PERSONS WHO WILL BE INVOLVED IN THE PROJECT AND        RATES APPLICABLE (CERTIFIED INVOICES MUST BE        RENDERED IN TERMS HEREOF)       4.   PERSON AND POSITION   HOURLY RATE   DAILY RATE       --------------------------------------------------------------------------------------   R ------------------------------   ---------------------------------     --------------------------------------------------------------------------------------   R ------------------------------   ---------------------------------     --------------------------------------------------------------------------------------   R ------------------------------   ---------------------------------     --------------------------------------------------------------------------------------   R ------------------------------   ---------------------------------     --------------------------------------------------------------------------------------   R ------------------------------   ---------------------------------     5.   PHASES ACCORDING TO WHICH THE PROJECT WILL BE       COMPLETED, COST PER PHASE AND MAN - DAYS TO BE        SPENT         -------------------------------------------------------------------------------   R ------------------------------   --------------------------   days       -------------------------------------------------------------------------------   R ------------------------------   --------------------------   days       -------------------------------------------------------------------------------   R ------------------------------   --------------------------   days       -------------------------------------------------------------------------------   R ------------------------------   --------------------------   days       5.1   Travel expenses (specify, for example rate/km and total km, class       of airtravel, etc).  Only actual costs are recoverable.  Proof of the       expenses incurred must accompany certified invoices.         DESCRIPTION OF EXPENSE TO BE INCURRED   RATE   QUANTITY   AMOUNT         --------------------------------------------------------------------------------   ……………….   ……………..   R………………..       --------------------------------------------------------------------------------   ……………….   ……………..   R………………..       --------------------------------------------------------------------------------   ……………….   ……………..   R………………..       --------------------------------------------------------------------------------   ……………….   ……………..   R………………..           TOTAL:  R………………………………………………….    


image4.emf
5.2   Other expenses, for example accommodation (specify, eg. Three       star hotel, bed and breakfast, telephone cost, reproduction cost,       etc.).  On basis of these particulars, certified invoices will be checked       for correctness.  Proof of the expenses must accompany invoices.         DESCRIPTION OF EXPENSE TO BE INCURRED   RATE   QUANTITY   AMOUNT         ----------------------------------------------------------------------------------   ……………….   ……………..   R………………..       ----------------------------------------------------------------------------------   ……………….   ……………..   R………………..       ----------------------------------------------------------------------------------   ……………….   ……………..   R………………..       ----------------------------------------------------------------------------------   ……………….   ……………..   R………………..           TOTAL:  R………………………………………………….       6.   Period required for commencement with project after       acceptance of bid   ……………………………………………………………….       7.   Estimated man - days for completion of project   ……………………………………………………………….       8.   Are the rates quoted firm for the full period of con tract?         * YES/NO             9.   If not firm for the full period, provide details of the basis on which       adjustments will be applied for, for example consumer price index.   ……………………………………………………………….           ……………………………………………………………….       ……………………………………………………………….       ……………………………………………………………….             * [ DELETE IF NOT APPLICABLE]    


