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1 OAS Page 3 There is an extra comma in the paragraph which 
should be removed and Figure 2.1 is missing the 
Region I Header. 

Change accepted.  The extra comma has 
been removed. 
 
The “Region I” title was added to  
Figure 2.1 

2 OAS Section 
4.4, Page 
16 

“Applicable Regulations,” includes subsections for 
select types of devices.  The section does not 
include verbiage for portable gauges or XRF 
devices.  The Board recommends verbiage for 
these devices be included. 

Change not accepted.  The sections in 
Chapter 4 of Volume 3 refer to the 
different types of devices listed in the 
regulations in 10 CFR 31 and 32.  There 
is no separate part in 10 CFR 31 or 32 
that specifically discusses portable 
gauges or XRF devices. 

3 OAS Page 35, 
Section 
6.1 

States that all document should be printed on 
standard 8-1/2 inch x 11 inch paper and then 
Section 6.2 states that drawings should be no larger 
than 4 inches by 6 inches.  The Board recommends 
deleting the statement from Section 6.2 

Change accepted.  The reference to 
limiting the drawing size has been 
deleted. 

4 OAS Page 43 The third paragraph in Section 9.1 states “an 
acceptance review may be performed.”  The Board 
recommends changing “may” to “will” as it our belief 
that an acceptance review must be performed when 
the application is received. 

Change was not accepted.  Some reviews 
will not require an acceptance review.  
Instances where a review would not be 
required include name change and 
address changes. 

5 OAS Page 54 The Board recommends including regulation 32.74 
into Table 10.2 for medical use design 
requirements. 

The regulation has been added. 

6 OAS Page 57 The Board recommends including regulation 32.74 
into Table 10.3 for the labeling requirements of 
medical sources. 

Reference to 10 CFR 32.74 was already 
included in the last row of the table.  No 
change is required. 

7 OAS Page 60 The Board recommends including regulation 32.74 
into Table 10.4 for the prototype testing 
requirements of medical sources. 

The regulation has been added. 
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8 OAS Page 62 The Board recommends including regulations 32.74 
and 36.39 for the radiation levels of medical and 
irradiator sources/devices. 

10 CFR 32.74 was added to the table.  
However, 10 CFR 36.39 was not included 
as the radiation levels pertain to the 
irradiator facility and not the sources.  

9 OAS Page 64 The Board recommends including regulations 34.20 
and 36.41 for the QA/QC requirements of 
radiography and irradiator sources/devices. 

Change not accepted.  10 CFR 34.20 
does not include QA/QC information 
regarding the manufacturing of sources or 
devices used in radiography and 10 CFR 
36.41 is used for construction monitoring 
and acceptance testing of an irradiator 
facility. 

 


