[image: image2.jpg]



SHANDON CLINIC OUTLINE
Thank you for giving us the opportunity to introduce ourselves. 

Background
· Shandon Clinic is an independently owned Phase 1 Clinical Trials Unit based in Cork, Ireland, and first established in 1990. Because we are a small organisation, we provide a very personal service.
· Our clients hail from throughout the EU; we also have clients in the USA, Korea and Turkey.

· We cater to the generics industry, the consumer healthcare industry, and to small independent pharmaceutical companies.

Core Business
· Our core business is pharmacokinetic studies in healthy volunteers, including

· Bioequivalence testing

Immediate and modified-release generic formulations

· Bioavailability

Consumer healthcare products, food-effect, steady-state kinetics

· Pilot pharmacokinetics

Test formulations, novel delivery systems

· We have performed more than 360 pharmacokinetic studies in the last 18 years.

Other Services
· Our extensive experience of clinical trials gained over the past 18 years means that we are also able to offer the following services:

· Selected out-patient studies (Investigator Site for Phase II to IV)

· Consumer healthcare testing (in-use tolerability)

· Selected dermatology studies (irritancy, local tolerability)

· Selected oral healthcare studies (tolerability of oral soft tissues)

· Functional foods (support advertising claims)

· PIL readability testing

Scope
· For PK studies, we provide a full service, from protocol design and writing, through CRF design and printing, recruitment and screening, clinical phase, bioanalytics (sub-contracted to carefully selected partners), data management and statistics, and generation of a final report. All phases described above are subject to in-house QC and QA.
· Selected out-patient studies typically involve studies for which we can recruit patients directly by newspaper and radio advertisements, rather than having to collaborate with local GPs or hospital consultants. These studies may involve consumer healthcare products or prescription-only medicines. Recent studies have included cough/cold remedies, anti-dandruff shampoo, NSAID gels, and treatments for haemorrhoids, head lice, smoking cessation, obesity and overactive bladder.

Facilities
· Shandon Clinic has a staff of 18; the clinical unit has 18 beds. The unit also includes dedicated out-patient rooms. We are based near Cork City centre, approximately 10 minutes walk (3 minutes by car) from the Mercy University Hospital. 

Staff
· Most of our staff have been with us for many years, and so are extremely experienced. We have a very low turnover of staff, and so those who take on your project will be those who see it through. 

· Staff profile is as follows: 3 physicians (including two clinical pharmacologists), 1 quality assurance manager, 2 quality control personnel, 7 clinical trial nurses, 1 medical writer, 2 recruitment officers, 1 project manager, 1 receptionist, 1 statistician and 1 finance director.

Quality
· Shandon Clinic is subject to inspections from the Irish Medicines Board for adherence to GCP and to GMP (Licence to import and release IMP). The IMB, as well as a number of independent auditors from the USA and Europe, have confirmed that we adhere to the highest standards of ICH-GCP.
· Our associated analytical laboratory has GLP certification and has been inspected by the FDA.

· Copies of IMB letters, GMP licence and GLP certificate are available on request.

Timelines
· Studies usually proceed comparatively rapidly. There is a requirement to obtain permission from both the Irish Medicines Board and an Ethics Committee. These applications are made in parallel; in keeping with clinical trials legislation permission is obtained within 60 days. Once permission is given, clinical phase usually commences within 2 weeks; kinetic studies generally take between 3 and 4 weeks to complete. Analysis of plasma samples may take another 4 to 6 weeks (depending on technical aspects and number of samples), and statistical analysis and compilation of a final study report takes another 3 to 4 weeks. The entire process can be completed in as little as 5 months. 
Pricing
· As we are in the Euro zone, we are competitively priced. In general, we are substantially less expensive than most major European CROs. While you may be able to get the work done less expensively in Eastern Europe or India, we would argue that the standards of most of these CROs are not the same as ours.

· We provide a modest discount if a client contracts a group of studies together. It is our policy to make every effort to match any genuine comparable quote from a reputable CRO in order to get your business. We are convinced that, once you have worked with us, you will come back for more. All our other clients do and we have a high rate of repeat business! 
Access to Cork
· Cork is easy to reach either directly or via Dublin, Manchester, London Heathrow or London Stansted. (Also Amsterdam, Frankfurt and a number of other European cities). We are no more than 20 minutes from the airport by taxi.
Please do not hesitate to contact me if you have any questions about the above.
Andrew Leary

Director of Clinical Pharmacology

andrew.leary@shandonclinic.ie
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