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STATKING Provides Clinical Services Support 

For Lymphoseek NDA 
 
Cincinnati, OH – August 20, 2011 – STATKING Clinical Services, a provider of clinical trials 

services, worked closely with Neoprobe Corporation on its recent New Drug Application (NDA) 

submission to FDA for Lymphoseek®, a proprietary radioactive diagnostic tracing agent for use 

in connection with gamma detection devices in a surgical procedure known as Intraoperative 

Lymphatic Mapping.  STATKING provided the following services for this development program: 

 

 Negotiated with Neoprobe and FDA personnel on the statistical strategy during the 

program 

 Planned and implemented all databases and data management plans for the individual 

studies and the combined safety and efficacy analyses 

 Provided clinical study monitoring support 

 

In addition, STATKING’s statistical programming staff generated 523 data analysis tables based 

on over 25,000 lines of SAS code that were sent to FDA as part of the Lymphoseek submission. 

Additionally, STATKING data management staff created and queried databases containing data 

from more than 11,000 electronic case report forms from more than 500 subjects enrolled in the 

seven pivotal trials used in the submission.  STATKING project managers supervised the creation 

and archiving of nearly 300 internal and external process documents and conducted more than 75 

meetings between Neoprobe and the STATKING staff to move the project forward.  STATKING 

clinical study monitors also conducted site monitoring visits at numerous clinical study sites. 

 

About STATKING Clinical Services 

 

STATKING Clinical Services provides clinical trial services (biostatistics, clinical data 

management, clinical study monitoring, medical writing, safety reporting, project management 

and clinical trial management) for clinical trials for the regulatory approval of novel drug and 

medical device products.  The company is headquartered in Fairfield, OH.  The company has 

provided support on 13 NDAs and 13 PMAs over the past two decades of service to the 

pharmaceutical and medical device industries.  For more information, visit 

www.statkingclinical.com. 

 

About Neoprobe Corporation 

 

Neoprobe is a biomedical company focused on development of precision diagnostics that enhance 

patient care and improve patient benefit.  Neoprobe is actively developing and commercializing 

targeted agents aimed at the identification of occult (undetected) disease.  The Company’s two 

lead radiopharmaceutical agent platforms – Lymphoseek
®
 and RIGScan™ For more information, 

please visit www.neoprobe.com. 

 

Contact 

STATKING Clinical Services 

Rod Lashley, Executive Vice President 513-858-2989 x303 

rod@statkingconsulting.com 
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