
Type of Change: Rev = Revision, Del = Deletion, Add = Addition, and Red = Redesgnation.

2
0

1
3

 V
e

rs
io

n

T
y

p
e

 o
f 

C
h

a
n

g
e

R
e

a
s

o
n

 f
o

r 
C

h
a

n
g

e

B
u

rd
e

n
 C

h
a

n
g

e

 

Rev No

n/a Add No

 

2
01

1 
(a

p
p

ro
v

ed
 b

y
 

O
M

B
 o

n
 3

/2
1

/2
01

1
)

Section E.  Substantial Clinical Improvement 
information: 

Second Sentence ...This discussion must include 
evidence (typically, but not necessarily, in the 
form of published peer-reviewed clinical trials) to 
demonstrate that the device under consideration 
satisfies one or more of the measures of 
"substantial clinical improvement" that are listed 
above in this announcement. 

Second Sentence ...This discussion must include 
evidence to demonstrate that the device under 
consideration satisfies one or more of the 
measures of "substantial clinical improvement" 
that are listed above in this announcement. 

Parentehetical language has been removed, and 
replaced with clearer language (below)

Last Sentence ….While we prefer published 
peer-reviewed clinical trials, we accept all 
supporting evidence.

Sentence has been added, to more clearly state 
than non-published clinical research is also 
acceptable, although not preferred.
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