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Confidence building/harmonisation/convergence

Examples: AMRH; PIC/S; ICH; IPRF; IMDRF; RHIs/RECs; WHO trainings and 

networks, ICDRA; GRPs; Bilateral agreements; …

Reliance/Work-sharing

Examples: Abridged application routes/reference country model; WHO Pre-

Qualification; EAC/MRH; ZAZIBONA(S), IGDRP; ACSS Consortium (HSA, 

TGA, HPFB, Swissmedic); …

Recognition

Examples: Mutual Recognition Agreements (EU, ASEAN); marketing 

authorisation procedures (EU, GCC); unilateral recognition of marketing 

authorisations (Mexico);…

Levels of Regulatory Cooperation

Background



Reliance and Work-Sharing
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Definition of work-sharing

• Making use of work products and leveraging resources and 

expertise of as well as sharing workload between 

agencies.

• This includes: 

• Reliance on or consideration of work already 

performed by other agencies

• “Real-time” work sharing for simultaneous 

activities (“joint assessments”).

Background



Reliance and Work-Sharing
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Prerequisites for work-sharing

• Based on established confidence and trust in the 

regulatory system(s) and 

• Equivalence of requirements

• Independent decision-making

Background



Swissmedic Approach
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Swissmedic in the national context

• Mature system for the regulation of therapeutic products

• Swissmedic: a “small and medium sized agency” (360 

FTE; budget: 90 Mio. CHF)

• Major location for research-based pharmaceutical and 

medical device industry

• Exports in pharmaceuticals: 66.6 Bio. CHF (2013, 33% of 

all Swiss exports)

Swissmedic Approach



Swissmedic Approach
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Marketing Authorisation

• Political/strategic approach: Article 13 Therapeutic 

Products Act

• “If a medicinal product or procedure is already 

authorised in a country having equivalent 

medicinal product control, the results of tests (= 

assessments) carried out for this purpose shall be 

taken into account.”

Swissmedic Approach



Swissmedic Approach
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Marketing Authorisation

• Applications for innovative medicinal products

• For applications for approval of a drug with a new 

active substance or its line extensions (e.g. new 

indications) Swissmedic conducts a comprehensive 

scientific assessment. 

Swissmedic Approach



Swissmedic Approach
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Marketing Authorisation

• Applications for non-innovative medicinal products

• Swissmedic should consider assessments of 

other well-recognised regulatory authorities, 

such as European Medicines Agency (EMA), US-

Food and Drug Administration (US-FDA), etc.

Swissmedic Approach



Swissmedic Approach
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GXP Inspections

• Inspection frequency is based on previous performance of 

facility and on “complexity” (risk) of manufacturing 

processes performed at the site

• Reliance on inspections of foreign regulatory authorities 

(MRA partners, PIC/S members)

Swissmedic Approach
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National context

Prioritisation Reliance

Focussing on risk Equivalence & trust

Conduct own assessment 

of innovative medicinal 

product applications

Focus on maintaining high 

GXP standards in own 

territory

Consideration of other 

regulators assessments for 

generic applications

Rely on outcome of other 

regulators’ inspections for 

foreign manufacturing sites

Swissmedic Approach

Swissmedic Approach



Capacity building by supporting WHO
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Until 2013, capacity building in Africa and other developing 

and emerging countries/regions has been done by 

Swissmedic through supporting WHO initiatives and expert 

groups. 

Examples:

• Support of WHO PQ by providing quality reviewers and inspectors

• Experts nominated to ECBS, Blood Regulators Network, Paediatric 

• Support of guideline development (GMP for blood establishments)

• Organising 13th ICDRA (2008) in Berne

Capacity Building



Adaptation of Service Mandate in 2013
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“The Federal Council authorizes Swissmedic with this revised mandate 

to conduct projects in the area of development cooperation, together with 

the Swiss Agency for Development Cooperation (SDC) and/or non-profit 

organizations, if the financing of the activities (at full cost) is guaranteed 

through financial resources of the “International Cooperation Strategy 

2013-2016” (of the SDC) and/or financial resources of the non-profit 

organizations.

In addition, the independence and the functioning of Swissmedic must 

not be put at risk by these activities. 

The financing of such projects is fixed in the respective project 

agreements.”

Capacity Building



Memorandum with the Bill & Melinda Gates 
Foundation

• Signed on 22 January 2014 between the Bill & Melinda Gates 
Foundation, the Federal Department of Home Affairs (FDHA) and the 
Federal Department of Foreign Affairs (FDFA)

• To improve and accelerate access to health interventions and 
therapeutic products in resource-constrained countries

• Geographic focus: sub-Saharan Africa countries

• Coordinating and leveraging resources through co-operation, in order 
to strengthen regulatory systems in these countries 

• Work under the partnership is led by Swissmedic and the Swiss 
Agency for Development and Cooperation (SDC)

https://www.swissmedic.ch/ueber/01398/01401/01939/index.html?lang=en
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Capacity Building

https://www.swissmedic.ch/ueber/01398/01401/01939/index.html?lang=en
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Capacity Building



Project under development (2016/2017)

• Support the implementation of the 
EAC/MRH Programme

Project component 1

• Swissmedic scientific advice and 
marketing authorization for global 
health products

Project component 2

• Support strengthening of individual 
National Medicines Regulatory 
Authorities (NMRAs) in sub-Saharan 
Africa

Project component 3
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Capacity Building



Support the implementation of the EAC/MRH 
Programme

Key objectives

• Support of technical guidelines development, implementation and 

maintenance (to support, in collaboration with WHO, the EAC 

Technical Working Groups (TWGs) with regard to scientific expertise)

• Capacity building (to provide support for training and capacity 

building activities in collaboration with other partners, under the 

continued coordination of the WHO). 
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Capacity Building



Support the implementation of the EAC/MRH 
Programme

Four work areas

• GMP, Medicines Evaluation and Registration (MER), QMS and 

Information Management Systems (IMS)

• Activities include joint assessments, joint inspections, providing staff 

for trainings, staff visits/attachment programs to Swissmedic/WHO

• First activities are ongoing/planned in October
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Capacity Building



• Some stringent regulatory authorities provide procedures for marketing 
authorization of medicinal products for diseases disproportionately 
affecting countries in sub-Saharan Africa.

• Swissmedic has an existing procedure for marketing authorization for 
medicinal products not intended for the Swiss market.

• Swissmedic plans to enhance this procedure with a focus on 
marketing authorizations for medicinal products disproportionately 
affecting countries in sub-Saharan Africa including scientific advice 
and compliance with GMP requirements.

• This procedure is aiming at complementing existing options, e.g. by 
looking at positioning it towards applicants (companies, PDPs), based 
in Switzerland.

Establishing a marketing authorization 

mechanism for global health products
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Capacity Building



Considerations
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• Need to define strategic approach in order to identify “fields of 

action”

• No "one size fits all"

• Structured process needed to define local approach to include:

• Analysis of environment/national context 

• Analysis of workload (historical development/future trends) 

• Definition/identification of max. available resources (financial/HR)

• Define scenarios/business model/strategic goals/priorities 

• Allocate resources acc. to defined strategic approach

• Review strategy/strategic goals annually

Considerations



Considerations
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• Capacity building is about training of staff in order for them 

to acquire the skills needed

• It can also be about learning about and implementing best 

practices

• Reliance and work-sharing concepts should be 

considered when setting priorities: which tasks need to be 

performed locally ( build capacity) and for which tasks 

can we rely on work already done by other (trusted) 

regulators

Considerations
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Back-up



Perform a system audit in order to understand the requirements 

for maintenance (and the suitability) of the EAC IMS

Facilitate the development of the required IMS Strategic Plan (IT 

Architecture and Roadmap)

Support planning, training and management of electronic 

submission process and dossier lifecycle

Support implementation of an IMS solution for collaborative 

procedures such as joint assessments and inspections

Support strengthening of a Document Management System 

related to QMS

Support the implementation of the EAC/MRH 
Programme

Catalogue of measures defined at the meeting in Kigali, March 2015
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Support two joint dossier evaluations through EAC-MRH 

Scheme

Support regional training for medicines assessors on 

assessment of medicinal product dossier

Development (maintenance) of Guidelines and SOPs

Swissmedic to host 2-3 representatives from NMRAs for 

hands-on training at the Swissmedic facilities in a specific 

area. Such activities could be combined also with meetings 

at WHO in Geneva

Capacity building programs and activities: 

a) Support GMP training sessions in the region

b) Support for joint inspections (focus on local 

manufacturers in Kenya, Tanzania and Uganda)

c) NMRA attachment programs to WHO/Swissmedic

Provide technical assistance to NMRAs for accession to 

PIC/S (Kenya, Tanzania, Uganda)

Conduct gap analysis to establish the needs specific to each 

partner NMRA

Support Business Process re-engineering for NMRAs

Facilitate internal auditor training

Facilitate regulatory attachment for two weeks at Swissmedic for 

QMS NMRA staff

MER

GMP

QMS

IMS

Capacity Building


