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Customer/Industry: Aerospace 
Manufacturer of mission computers for helicopters
French part of Switzerland

Standards/Regulations: ISO9001 / EN9100

Project Environment: The customer needed to upgrade his company certification from ISO9001 to EN9100 
standard to fulfil their customers need. ISO9001 quality management system 
established on a basic level. 

Mandate: Execution of an extended assessment to detect open GAP’s between the established 
ISO 9001 QMS and planned EN9100 QMS.
Elaboration of action plan and roadmap to implement a compliant QMS based on 
EN9100 standard. 

Project size: 60hrs
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Customer/Industry: Medical Device
Supplier to world leading MedTech companies for non-active medical devices
German part of Switzerland

Standards/Regulations: ISO 13485 / 21 CFR Part 820 / EU MDR / EU MDD 

Project Environment: The customer needed to implement PPAP documentation for their customers project. 
(NPI – external bone fixation system - ~50 SKU’s organized in different families)

Mandate: Creation of FMEA documentation. Lead of FMEA activities with a dedicated team.
Creation of PCP documentation. 
Creation of test plans in alignment with responsible operators/technicians.
Internal stakeholder management and overall project lead.
Creation of PPAP and validation documentation.
Rework of affected QMS chapters.

Project size: 100hrs
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Customer/Industry: Medical Device
World leading MedTech company and legal manufacturer
German part of Switzerland

Standards/Regulations: ISO 13485 / 21 CFR Part 820 / EU MDR / EU MDD / CANADA MDR / Australia TGA / 
China CFDA medical device GMP / Japan MHLW Ministerial Ordinance No. 169 / 
Brazilian ANVISA RESOLUTION RDC NO. 665

Project Environment: Due do capacity constraints the customer needed support for his internal regulatory 
compliance team.

Mandate: Leading of audit readiness activities needed for the 3rd party audits for multiple 
manufacturing and logistics sites. 
Supporting 3rd party audits within different functions in front & back room.
Preparation, execution and post-processing of several 1st party internal compliance 
audits for several manufacturing sites worldwide. 
Post-processing of external and internal audit findings. 
General point of contact for compliance activities, -challenges and -reviews.

Project size: 1500hrs
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Customer/Industry: Several non-regulated industries
College for higher education (Höhere Fachschule)
German part of Switzerland

Standards/Regulations: Nonspecific

Project Environment: Due do capacity constraints the customer needed support to ensure the timely 
execution of different classes/modules to fulfil the official curriculum within his 
higher education program. 

Mandate: Act as a lecturer for Supply Chain Management and Distribution Logistic Modules.
Preparation and elaboration of needed teaching materials based on the official 
curriculum.
Preparation of different teaching methods to conduct individual lessons.
Preparation and implementation of learning objective assessments.
Management and support of individual students.

Project size: 150hr per year
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This is a non-exhaustive list

For further / detailed information:

+41 78 304 99 32

fabian.kocher@ad-interim.ch
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