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RareBooksClub. Paperback. Book Condition: New. This item is printed on demand. Paperback. 32 pages.
Original publisher: Washington, D. C. : U. S. Govt. Accountability O>ice, 2007 OCLC Number: (OCoLC)182761572
Subject: Artificial temporomandibular joints. Excerpt: . . . Table 1: GAO Categorization of Concerns Raised by
FDA during the PMA Process for TMJ Implants Categories of concerns Types of concerns included in categories
Inadequate or inaccurate clinical study results, including: Study protocol Inaccurate measurement of data ( e.
g. , problems with procedures used to measure pain over a time ) a Data not separated appropriately ( e. g. ,
results from di>erent implants analyzed together ) a Questionable conduct by sponsor ( e. g. , underreporting
of adverse events ) a Incomplete or insu>icient data to draw conclusions a Lack of long-term data collection a
Unsupported or poorly defined indications for use Lack of patient history data, including: a Patients clinical
diagnosis unknown ( e. g. , rheumatoid arthritis, cancer ) Patients treatment history unknown ( e. g. , first
implant, multiple implants ) Original sample size of study too small b Lack of patient follow-up, including:
Patient follow-up a Long-term data lacking due to poor follow-up a Number of patients in study too small due
to poor follow-up Inadequate wear testing, including: Engineering testing a Analysis of wear debris from
implant lacking a No examination for wear of implants removed from patients a, c No analysis of wear on
natural condyle a, d Inadequate fatigue testing a Other engineering testing inadequate a Inadequate device
labeling Other e Unaddressed microbiology, packaging, and shelf-life issues Incomplete sponsor manufacturing
inspections Source: GAO analysis of FDA documents. Notes: This table applies to the four TMJ implants
approved since December 30, 1998. a These concerns were also raised by the dental products panel in...
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You May Also Like

Th e M y stery  at M o to w n  C aro le M arsh  M y steries              
Carole Marsh Mysteries. Paperback. Book Condition: New. Randolyn Friedlander (illustrator).
Paperback. 32 pages. Dimensions: 11.1in. x 8.7in. x 0.0in.When you purchase the Library
Bound mystery you will receive FREE online eBook access! Carole Marsh Mystery...
Do w n lo ad  ePu b  »      

Th e Wh ale Tells H is Sid e o f  th e Sto ry  H ey  Go d , Iv e Go t So me Gu y  N amed  J o n ah                       
in  M y  Sto mach  an d  I Th in k Im Go n n a Th ro w  U p               
B&H Kids. Hardcover. Book Condition: New. Cory Jones (illustrator). Hardcover. 32 pages.
Dimensions: 9.1in. x 7.2in. x 0.3in.Oh sure, well all heard the story of Jonah and the Whale a
hundred times. But have we...
Do w n lo ad  ePu b  »      

A n imalo gy :  A n imal A n alo gies         
Sylvan Dell Publishing. Paperback. Book Condition: New. Cathy Morrison (illustrator).
Paperback. 32 pages. Dimensions: 9.8in. x 8.4in. x 0.4in.Compare and contrast di>erent
animals through predictable, rhyming analogies. Find the similarities between even the most
incompatible...
Do w n lo ad  ePu b  »      

Eagle So n g Pu f f in  C h ap ters        
Pu>in. Paperback. Book Condition: New. Dan Andreasen (illustrator). Paperback. 80 pages.
Dimensions: 7.6in. x 4.9in. x 0.3in.A contemporary middle grade story about confronting
bullying and prejudice Danny Bigtrees family has moved to Brooklyn, New York,...
Do w n lo ad  ePu b  »      

Go d  L o v es Y o u . C h ester Blu e          
Henry and George Press. Paperback. Book Condition: New. Ursula Andrejczuk (illustrator).
Paperback. 140 pages. Dimensions: 8.0in. x 5.2in. x 0.3in.BEAUTIFUL NEW ILLUSTRATIONS
BRING THE STORY TO LIFE!A charming book about a mysterious bear that shows...
Do w n lo ad  ePu b  »      
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