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Medical Writing

We provide you with high-quality documents to ensure
successful review by regulators, notified bodies or publishers.

Clinical and regulatory medical writing

The key to a successful regulatory submission lies in the technical expertise of the managing team. Our
medical writing specialists possess not only the required medical device regulatory and clinical expertise,
but have also acquired years of hands-on clinical experience throughout a multitude of medical and
therapeutic areas.

From a regulatory perspective, clinical evaluation plans and reports need to demonstrate relevant clinical
evidence in order for a medical device to access or maintain its place on the market. That's why our
experienced regulatory writing professionals deliver effective and compliant documents for submission
by manufacturers to their notified bodies.

Having developed hundreds of clinical investigation protocols and reports, we also offer services in both
clinical investigation design and documentation writing for pre-market and post-market clinical follow-up
of your medical device

We can help you:

« Define/refine the claims of the product for efficient development of the clinical evaluation process for
successful market access or maintenance of CE mark.

+ Successfully transit from MDD to MDR.

* Meet the deadlines for CE-mark by careful planning and preparation of the clinical evaluation process.

* Input to practical post-market strategies based on clinical evaluation findings.

+ Formulation of a feasible and practical Clinical Development Plan to support the manufacturer’s clinical
investigation plans/future global strategies.

« Step-by-step approach, validated with our customers to avoid misinterpretations and ensure efficient
workflow.

To learn how we can help you chart your clinical success,
contact us today for a free consultation at +41 21 349 96 36

or by email: info@md-clinicals.com

. M D_CLINICALS MD-CLINICALS SA - Rue des Jordils 40 - 1025 St-Sulpice - Switzerland

@  vieoioaL bEvicE GLNICAL RESEARGH Telephone: +41 21 349 96 36 - www.md-clinicals.com


https://www.md-clinicals.com/

Medical Writing

We provide you with high-quality documents to ensure
successful review by regulators, notified bodies or publishers.

Clinical evidence / clinical evaluation: Do you have the right flow?
We support you with getting the information flow in the right order to produce meaningful and compliant
clinical evidence reports.

Clinical Evaluation Plan

(CEP)

Clinical Evaluation Report

(CER)

Post-Market Clinical
Follow-Up Plan

(PMCF PLAN)

Post-Market Clinical
Follow-Up Report

(PMCF REPORT)
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