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FDA Issues New Draft  Guidance for  

Investigational in-vitro Diagnostic Devices 
 

FDA issued a new draft guidance on October 25, 2007 for 
manufacturers, sponsors, applicants, investigators and the IVD device 
industry, as well as FDA staff, for investigational  in-vitro diagnostic 
products.  The comment period closes January 25, 2008. 
 
Although this guidance was written for IVD devices,  sponsors and 
investigators of other investigational devices will find valuable 
information in this comprehensive guidance document. 

It discusses general regulatory issues for investigational products and 
contains references to previously issued guidance documents—helpful 
to sponsors and investigators because these references are all in one 
document.  Key subjects include: the interpretation of significant risk 
IVD studies, use of non-US data, investigational studies, human subject 
protection, data considerations, a comprehensive glossary and reference 
section.  Appendices include the regulatory decision tree for IVDs, a 
regulatory framework for all classes of IVDs, and sponsor and 
investigator responsibilities for significant risk studies, 
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Foreign data can be used as the sole support of a marketing application 
if "(1) the data are applicable to the U.S. population and to U.S. medical 
practices, including laboratory practices, (2) the studies have been 
performed by clinical investigators of recognized competence, and (3) 
the data may be considered valid without the need for an on-site FDA 
inspection or, if necessary, FDA can validate the data on site (21 CFR 
814.15(d)). For IVD devices, this may include consideration of 
differences in population demographics, disease prevalence, disease 
presentation, laboratory practices, and medical standards of care." 
 
FDA cautions manufacturers not to rely completely on either of the 
following documents – “International Conference on Harmonization; 
Good Clinical Practice: Consolidated Guideline” ("ICHGCP") published 
in the Federal Register Vol. 62, No. 90, May 9, 1997, pp. 25691-25709,   
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or the draft ISO 14155, “Clinical Investigation of Medical Devices for Human Subjects,” when developing 
IDE-exempt studies [ 21 CFR 812.2(c)], as FDA has specific requirements for clinical studies that are not 
included. The ICH document was written for pharmaceutical products only and the ISO document specifically 
excludes IVD devices. Further, 21 CFR Part 58 – Good Laboratory Practices regulations do not apply when 
the investigation involves human subject samples. 

In very clear language, FDA states they expect sponsors and investigators of certain Class I, and all Class II 
and III IVD devices  to follow the quality systems regulations, particularly design controls, during the 
development of investigational devices. 

FDA will exercise enforcement discretion regarding informed consent requirements for samples collected in 
an investigational study under informed consent and subsequently used in a study without informed consent, 
if the original informed consent contained all the required elements of 21 CFR 50, including a statement that 
leftover samples may be stored for future use, and if they are not individually identifiable and if there is no 
anticipated risk to the subject.  Otherwise, sponsors and investigators should consult with their IRBs for 
further guidance. 

What sponsors and investigators should find very useful are the two Appendices describing the regulatory 
pathway for IVD products and responsibilities of sponsors and investigators during the conduct of 
investigational studies. 

For further information please contact Ed Basile at 202-626-2903 or Ann Graham at 202-661-7831.

 
King & Spalding is an international law firm with more than 800 lawyers in Atlanta, Charlotte, Dubai, Frankfurt, Houston, London, New York, Riyadh (affiliated 
office) and Washington, DC. The firm represents half of the Fortune 100 and in a Corporate Counsel survey in September 2007 was among the top firms representing 
Fortune 250 companies. For additional information, visit www.kslaw.com.  

This alert provides a general summary of recent legal developments. It is not intended to be and should not be relied upon as legal advice. 


