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Market Access, Regulatory and Clinical Trial Experts

Registration number 6853585

VAT 972 4707 96 


Introduction

Pharma Design Limited (PhD LIMITED) is a small, specialised provider of outsourced development services to the pharmaceutical, biotechnology and medical device industries. The company engages in the strategic development and MA approval for medicinal products in EU by means of an integrated approach of multiple functions (R&D strategy, Market Access, Pharmacoepidemiology and Regulatory). Our primary approach is to use a pipeline specialty team, being able to ‘design’ a broad successful strategy as part of a combined and synchronised work. 

PHD LIMITED Pharmacovigilance & Clinical Safety 
PHD has a highly experienced EU Safety group, with a proven track record of successful operations and regulatory agency/authority interactions. 
PhD can provide support for all PV activities from conception of the strategic safety monitoring plan for clinical studies, through all operational aspects of submission of safety data for the purpose of a licensing application, and for post-licensing activities of medicinal products, medical devices and combinations. 
PhD can provide the following: 
CONSULTANCY: strategic consulting advice on global pharmacovigilance requirements, signal detection, ongoing safety monitoring, risk-management plans, due diligence, additional risk minimisation plans and agency meetings with regards to safety aspects. Consultancy also includes PV audits, PV inspection preparation and specific training on PV documentation and legislation.
Safety Monitoring Plans: preparation and maintenance support for clinical trials.
DSUR/PBRER: preparation and submission according to new GVP legislation for clinical and post-marketing products (evaluation of risk-benefit profile and consistency with other company safety data).
RMP: production, submission and maintenance according to the new GVP legislation and template.
PV support is provided from safety consultants as well as from all other consultants within PHD LIMITED in order to align priorities and raise potential critical steps early in the submission process. 
PSMF: production, submission and maintenance of the file according to new GVP legislation.

PHD LIMITED Safety Services 
PHD LIMITED can provide the following services 

· Strategic and scientific advice on safety for development and licensed products 
· Additional risk-minimisation strategy for products with low benefit/risk profile
· Carry out due diligence support, PV audits, inspection preparation training
· Ongoing safety reporting to authorities during clinical trials, preparation of DSMB charters
· Ongoing safety reporting to authorities of marketed products
As development proceeds, PHD LIMITED can advise sponsors on the likely regulatory impact of clinical and post-marketing data, proposed additional monitoring actions or changes to labelling. 

Expert safety review and evaluation of the data 
PHD LIMITED can review the existing clinical and post-marketing data against company labels and PV documentation and provide our expert review and recommendations to sponsors. Review of data will include: 
· Signal detection activities and scientific advice to date.
· Risk-benefit profile and consistency of product information.
· Production, submission and maintenance of PSMF according to new template and guidelines. 
· Review of the current data package and other related documentation for the products against regulatory guidelines (including the basic regulatory framework underpinning medicinal products and specific guidance on therapeutic areas. 
· Production, review and submission of periodic safety reports and responses to National Authorities/PRAC reports on risk-benefit profile of products.
· Identification of additional data requirements for successful MAA, also allowing strategic positioning.
Marketing Authorisation Application 
In the past 3 years, PHD LIMITED has supported 5 MAAs (including 2 centralised applications to the EMA). This has included the preparation and submission of responses to agency questions, meetings with assessors during the procedure, and preparation for an oral hearing at EMA. PHD LIMITED also has considerable experience in post-licensing regulatory procedures and can therefore advise on fulfilment of follow-up measures and regulatory strategy for licence maintenance. The Risk/benefit profile is a key element in obtaining and maintaining a Marketing Authorisation as well as avoiding pitfalls and undesired restrictions. While we cannot change the Risk/Benefit profile of your compounds, a pro-active and well-guided approach will help you keep many troubles away or allow you more time to be able to react in a more efficient way.
PHD LIMITED Rates 
On Rates & Assumptions
120 GBP per hour
To ensure the most cost efficient approach to resourcing, PhD is able to deploy a flexible model that only resources experienced regulatory professionals and functional experts as and when required. 

Costs are provided for PhD consultants’ services on a Daily or Project basis, depending mainly on the contractual duration. VAT and Pass-through costs are not included.
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