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Permittee (Name and Address):






NRMP Permit No.: ____________________

_____________________________________

Most Recent Amendment No.: ___________

_____________________________________

Date of Last Amendment: _______________

_____________________________________

_____________________________________

Date of This Audit: ____________________

Radiation Safety Officer (RSO)


Date of Last Audit: ____________________ 



_____________________________________


Date of Next Audit: ____________________

Type of Inspection:
( ) Announced

( ) Unannounced








( ) Routine



( ) Special








( ) Initial



( ) Reinspection

Summary of Findings and Actions: ( ) No Deficiencies













  ( ) Deficiency or Deficiencies
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A. Were previous audits conducted annually [10 CFR 20.1101]?




  ( ) Y ( ) N ( ) N/A

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

B. Were records of previous audits maintained for 3 years [10 CFR 20.2102]?

   ( ) Y ( ) N ( ) N/A

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

C. Were any deficiencies identified during previous audit?
 ( ) Y ( ) N ( ) N/A

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

D. Were corrective actions taken and were they effective? (Look for repeated deficiencies).






























   ( ) Y ( ) N ( ) N/A


______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

A. Radiation Safety Officer:

1. If the RSO was changed, was the permit amended [10 CFR 35.13(c)]? List the amendment number and the date of the amendment.





                     ( ) Y ( ) N ( ) N/A

___________________________________________________________________________

___________________________________________________________________________

2. Does new RSO meet NRC training requirements? List the requirements the RSO has met and or has not met. [10 CFR 35.50, 10 CFR 35.57, 10 CFR 35.59]?

 










( ) Y ( ) N 

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

3. Is RSO fulfilling all duties [10 CFR 35.24]?  If not, list the duties that RSO is not filling.

( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

4. Is the written agreement in place for a new RSO [10 CFR 35.24(b)]?  Include the agreement with the inspection package.














( ) Y ( ) N 

___________________________________________________________________________

___________________________________________________________________________

B. Multiple places of use?  If yes, list the locations.









   ( ) Y ( ) N ( ) N/A
______________________________________________________________________________

______________________________________________________________________________

C. Are all locations listed on the permit?  (Walk around and verify all locations.)






























   ( ) Y ( ) N ( ) N/A
______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

D. Were annual audits performed at each location?  If no, explain.  If yes, write down the dates of the audits.

























  ( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________


1) Have the corrective actions been completed?












  ( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________


2)
Are the corrective actions effective?















  ( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

E. Describe scope of the program (staff size, number of procedures performed, etc.).

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

F. Permitted Material:

1. What are the authorized isotopes, chemical form, quantity and their use at the command?


(Compare what is on the permit and what the command actually orders.)



























   ( ) Y ( ) N ( ) N/A

	Authorized Isotopes
	Chemical Form
	Quantity
	Use

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


2.  Calibration, transmission, and reference sources [10 CFR 35.65]?




( ) Y ( ) N 

(a). Sealed sources manufactured and distributed by a person licensed pursuant to10 CFR 32.74, equivalent Agreement State regulations, or redistributed by a licensee authorized to redistribute sealed sources, and sources do not exceed 30 millicuries (1.11 GBq) each [35.65(a) and (b)]?
What are they?
















( ) Y ( ) N 




_______________________________________________________________________




_______________________________________________________________________

_______________________________________________________________________

(b) Any byproduct material with a half-life not longer than 120 days in individual


amounts not to exceed 15 millicuries (0.56 GBq) [10 CFR 35.65(c)]?  What are they?  What are they used for?

















      ( ) Y ( ) N ( ) N/A

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

(c) Any byproduct material with a half-life longer than 120 days in individual amounts not to exceed the smaller of 200 microcuries (7.4 MBq) or 1000 times the quantities in Appendix B of Part 30 [10 CFR 35.65(d)]?  What are they?




























 ( ) Y ( ) N ( ) N/A

________________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

(d) Technetium-99m in individual amounts as needed [10 CFR 35.65(e)]?

( ) Y ( ) N 

________________________________________________________________________

________________________________________________________________________

       4. Unsealed materials used under 10 CFR 35.100, 10 CFR 35.200, and 10 CFR 35.300 are:

(a) Obtained from a manufacturer or preparer licensed under 10 CFR 32.72? List the

names.



























  ( ) Y ( ) N ( ) N/A

	Isotope
	Manufacturer
	Amount
	Use

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


OR

(b) Prepared by a physician authorized user, an authorized nuclear pharmacist, or by an

individual under the supervision of an authorized nuclear pharmacist or physician

authorized user?
























( ) Y ( ) N ( ) N/A

___________________________________________________________________________

___________________________________________________________________________

OR

(c) Obtained and prepared for research in accordance with 10 CFR 35.100, 10 CFR 35.200, and 10 CFR 35.300, as applicable?



























( ) Y ( ) N ( ) N/A

___________________________________________________________________________

___________________________________________________________________________

G. Are the sealed sources possessed and used as described in the Sealed Source and Device

Registration (SSDR) Certificate [10 CFR 32.210, 10 CFR 35.400, 10 CFR 35.500 and 10 CFR 35.600]?




























( ) Y ( ) N ( ) N/A

1. Are copies of SSDR Certificates possessed?









( ) Y ( ) N ( ) N/A
2. Are manufacturers’ manuals for operation and maintenance of medical devices possessed? 




























( ) Y ( ) N ( ) N/A
	Radioactive Material
	Manufacturer/Model Number
	Chemical/Physical Form
	Maximum Quantity
	SSDR Number

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Radioactive Material
	Manufacturer/Model Number
	Chemical/Physical Form
	Maximum Quantity
	SSDR Number

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


H. Are the actual uses of medical devices consistent with the authorized uses listed on the

permit?






























( ) Y ( ) N 

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

I. If places of use changed, was the permit amended [10 CFR 35.13(e)]?

 
 ( ) Y ( ) N ( ) N/A

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

A. Are there any minor changes to the Radiation Protection Program [10 CFR 35.26]? Briefly list the minor changes.





























  ( ) Y ( ) N ( ) N/A

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________
B. Records of each Radiation Protection Program change have been maintained for 5 years [10 CFR 35.2026]?
The record must include a copy of the old and new procedures; the effective date of the change; and the signature of the licensee management that reviewed and approved the change.























( ) Y ( ) N 

______________________________________________________________________________

______________________________________________________________________________

C. Has content and implementation of the Radiation Protection Program been reviewed annually by an individual external to the program (Annual External Audit) [10 CFR 20.1101(c) and BUMED Instruction 6470.20]?































( ) Y ( ) N 

______________________________________________________________________________

______________________________________________________________________________

D. Records of reviews of the Radiation Protection Program are maintained for three years [10 CFR 20.2102]?































( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________

Compliance is established by meeting at least one criterion under each category.

A. Authorized Nuclear Pharmacist [10 CFR 35.55, 10 CFR 35.57, 10 CFR 35.59]. 

List the Authorized Nuclear Pharmacist (ANP) in the table and provide appropriate information.

_____ 1. Certified by specialty board – List the board.

_____ 2. Identified on NRC or Agreement State license – What is the number?

_____ 3. Identified on permit issued by broad scope or master materials licensee – What is

               the number?

_____ 4. Listed on facility license – What is the number?

B. Authorized User [10 CFR 35.57, 10 CFR 35.59, and 10 CFR 35.190, 10 CFR 35.290, 10 CFR 35.390, 10 CFR 35.392, 10 CFR 35.394, 10 CFR 35.490, 35.491, 35.590, 35.690].

List the Authorized User (AU) in the table and provide appropriate information.

_____ 1. Certified by specialty board – List the board.

_____ 2. Identified on NRC or Agreement State license – What is the number?

_____ 3. Identified on permit issued by broad scope or master materials licensee – What is the number?

_____ 4. Listed on facility license – What is the number?

C. Authorized Medical Physicist [10 CFR 35.51, 10 CFR 35.57, 10 CFR 35.59].

List the Authorized Medical Physicist (AMP) in the table and provide appropriate information.

_____ 1. Certified by specialty board – List the board.

_____ 2. Identified on NRC or Agreement State license – What is the number?

_____ 3. Identified on permit issued by broad scope or master materials licensee – What is the number?

_____ 4. Listed on facility license – What is the number?

	Authorized Individual

(Specify ANP, AU or AMP)
	Approved for What?
	Approved by Whom?
	Basis for Approval

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	

	                        (       )
	
	
	


Amendments Since Last Audit [35.13]

A. Any permit amendments since last audit [10 CFR 35.13]? Briefly describe each.
   

   ( ) Y ( ) N ( ) N/A
______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________
Notifications Since Last Audit [35.14]

A. Any NEHC notifications since last audit [10 CFR 35.14]?  Briefly describe each.
   

   ( ) Y ( ) N ( ) N/A
______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________
B. Appropriate documentation provided to NEHC for authorized nuclear pharmacist (ANP), authorized medical physicist (AMP), or authorized user (AU) no later than 30 days after the individual starts work [10 CFR 35.14(a)]?   List when the ANP, AMP or AU started work and when NEHC was notified.




























 ( ) Y ( ) N ( ) N/A

	Authorized Individual

(Specify ANP, AU or AMP)
	Started Work
	Notified NEHC

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	


C. NEHC notified within 30 days after: authorized user (AU), authorized nuclear pharmacist (ANP), authorized medical physicist (AMP), or RSO stops work or changes name; permittee’s mailing address changes; permittee’s name changes without a transfer of control of the license; or permittee has added to or changed an area of use for 35.100 or 35.200 use [10 CFR 35.14 (b)]?   List when the ANP, AMP, AU, or RSO stopped working and when NEHC was notified.





























( ) Y ( ) N ( )N/A
	Authorized Individual

(Specify ANP, AU, AMP or RSO)
	Stopped Work
	Notified NEHC

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	

	                                      (       )
	
	


A. Briefly describe training program (Describe who receives training, topics covered and frequency): Does this match the Command’s permit application?




( ) Y ( ) N
	Title or Group Names

(i.e. Nuclear Medicine Technicians, Nurses, etc.
	Topics
	Frequency

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


B. Have workers been provided with required instructions [10 CFR 19.12 (Instruction to Workers), 10 CFR 35.27 (Supervision), 10 CFR 35.310 (Safety Instruction for personnel caring for individuals receiving radiopharmaceutical therapy), 10 CFR 35.410 (Safety Instruction for personnel caring for individuals receiving brachytherapy), and 10 CFR 35.610 (Safety procedures and instructions for remote afterloader units, teletherapy units, and gamma stereotactic radiosurgery units)]?  

See tables below.  Find out from the RSO who the names of the individuals that should have been trained within those groups.  Don’t forget to review individuals who were required to be trained and have since transferred.










( ) Y ( ) N 

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

C. Is the individual’s understanding of current procedures and regulations adequate?  List names of individuals interviewed and type of questions asked.































( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

D. Training program implemented?                                                                                
 ( ) Y ( ) N




























 
   (1) Operating procedures [10 CFR 35.27 (Supervision), 10 CFR 35.310 (Safety Instruction for personnel caring for individuals receiving radiopharmaceutical therapy), 10 CFR 35.410 (Safety Instruction for personnel caring for individuals receiving brachytherapy), 10 CFR 35.610 (Safety procedures and instructions for remote afterloader units, teletherapy units, and gamma stereotactic radiosurgery units)]?   Attach or briefly describe the operating procedures.






























( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________
___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________
(2) Emergency procedures [10 CFR 35.27 (Supervision), 10 CFR 35.310 (Safety Instruction for personnel caring for individuals receiving radiopharmaceutical therapy), 10 CFR 35.410 (Safety Instruction for personnel caring for individuals receiving brachytherapy), 10 CFR 35.610 (Safety procedures and instructions for remote afterloader units, teletherapy units, and gamma stereotactic radiosurgery units)]?  Attach or briefly describe the emergency procedures.





























      ( ) Y ( ) N 

___________________________________________________________________________

___________________________________________________________________________
___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________
(3) Periodic training required and implemented [10 CFR 35.310 (Safety Instruction for personnel caring for individuals receiving radiopharmaceutical therapy), 10 CFR 35.410 (Safety Instruction for personnel caring for individuals receiving brachytherapy), 10 CFR 35.610 (Safety procedures and instructions for remote afterloader units, teletherapy units, and gamma stereotactic radiosurgery units)]?   List individuals who are required to be trained, the type of training, the area where individual works in and list dates when training was given to the individual.






























( ) Y ( ) N 

	Individuals Name
	Type of Training 

(i.e.; 35.310, 35.410, etc.)
	Work Space
	Dates Trained

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


(4) Were all workers who are likely to exceed 1 mSv (100 mrem) in a year instructed and was refresher training provided, as needed [10 CFR 19.12]?   List individuals who are required to be trained, the type of training, the area where individual works in and list dates when training was given to the individual.






























( ) Y ( ) N 

	Individuals Name
	10 CFR 19.12 Training
	Division Individual 

Works In
	Dates Trained

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


(5) Was each supervised user instructed in the permittee’s written radiation protection

procedures and administration of written directives, as appropriate [10 CFR 35.27]?   List individuals who are required to be trained, the type of training, the area where individual works in and list dates when training was given to the individual.






























( ) Y ( ) N 

	Individuals Name
	Procedures and Administration of WD
	Division Individual 

Works In
	Dates Trained

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


(6) Training Records

(a) Are initial and periodic training records maintained for 3 years for each individual as required by 10 CFR 35.310, 10 CFR 35.410 and 10 CFR 35.610 [10 CFR 35.2310]?   List individuals who are required to be trained, the type of training, the area where individual works in and list dates when training was given to the individual.

 
























































   ( ) Y ( ) N ( ) N/A

	Individuals Name
	Type of Training 

(i.e.; 35.310, 35.410, etc.)
	Division Individual 

Works In
	Dates Trained

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


(b) Do the training records include a list of the topics covered, the date of the instruction, the name(s) of the attendee(s), duration, place and the individual(s) who provided the instruction [NAVENVIRHLTHCEN Bulletin: Implementation of Title 10 Code of Federal Regulations Part 35, 6470 Ser OEM/000318 dated 19 Mar 2003]?



























  ( ) Y ( ) N ( ) N/A
________________________________________________________________________

________________________________________________________________________

E. Additional therapy device instructions/training.  This section is reserved for possible future uses of therapy devices such as those covered in 10 CFR Part 35.600 (Subpart H - photon emitting remote afterloader units (i.e., HDR), teletherapy units (i.e., cobalt-60 units), and gamma stereotactic radiosurgery units (i.e., gamma knife)).  [Refer to NUREG-1556, Vol. 9, App. L].  

Are any of the above mentioned radiotherapy modalities under Subpart H located at this facility or are covered under this permit?   List any planned future uses.





( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

F. Part 20 – Workers cognizant of requirements.  (Document names of individuals interviewed, types of questions asked and their responses to the questions at the end of this section.)

1. Are workers cognizant of requirements for Radiation Safety Program [10 CFR 35.24 (authority and responsibilities for the radiation protection program), 10 CFR 35.26 (radiation protection program changes), 10 CFR 20.1101 (radiation protection programs)]?
 

( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

2. The permittee shall control the occupational dose to individual adults [10 CFR 20.1201], and to individual members of the general public [10 CFR 1301, 10 CFR 1302] by demonstrating through measurement surveys or calculations that radiation limits are not exceeded.  Are workers cognizant of these requirements for dose limits?





( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

3. Are workers cognizant of requirements for documenting occupational external and internal exposure to ionizing radiation on NAVMED Forms 6470/10 and 6470/11 respectively [NAVMED-P5055]?























( ) Y ( ) N 

___________________________________________________________________________

___________________________________________________________________________

4. Are workers cognizant of requirements for 10% monitoring threshold [10 CFR 20.1502]?

( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

5. The permittee shall ensure that the dose equivalent to the embryo/fetus during the entire pregnancy, due to the occupational exposure of a declared pregnant woman, does not exceed 0.5 rem (5 mSv) [10 CFR 20.1208].  Are workers cognizant of these requirements for dose limits to the embryo/fetus?





















( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

6. Are workers cognizant of requirements for: 1) The posting of signs with the wording: “CAUTION, RADIATION AREA”, “CAUTION, HIGH RADIATION AREA”, and “CAUTION or DANGER, VERY HIGH RADIATION AREA”, for radiation areas, high radiation areas and very high radiation areas respectively; and, 2) Posting of areas or rooms in which licensed material is used or stored in which an amount of licensed material exceeds 10 times the quantity of such material specified in appendix C to Part 20 with a conspicuous sign or signs bearing the radiation symbol and the words "CAUTION, RADIOACTIVE MATERIAL" or "DANGER, RADIOACTIVE MATERIA [10 CFR 20.1902]?









( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

7. Are workers cognizant of requirements and procedures for opening packages containing radioactive materials, including monitoring for radiation and contamination within 3 hours  [10 CFR 20.1906]?
























( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

8. List the individual’s names who were interviewed, the types of questions asked, and their responses to the questions.

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

G. Supervision of individuals by authorized user (AU) and/or authorized nuclear pharmacist (ANF) in accordance with 10 CFR 35.27?   List how individuals are supervised by authorized users and/or authorized nuclear pharmacists.






























( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________
______________________________________________________________________________

______________________________________________________________________________
______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________
A. A permittee shall provide radiation safety instruction, initially and at least annually, to personnel caring for patients or human research subjects who cannot be released under 10 CFR 35.75. To satisfy this requirement, the instruction must be commensurate with the duties of the personnel and include the following [10 CFR 35.310, 10 CFR 35.410]:

List or provide command instructions.

(1) Control of the patient and visitors.  List how patients and visitors are controlled by the hospital staff?

























( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

(2) Routine visitation of patients in accordance with 10 CFR 20.1301, including any special restrictions such as for pregnant visitors and minors?  What are they?






( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________

(3) Contamination control and size/appearance of sources?
  What are they?


( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

(4) Safe handling and shielding instructions?  What are they?







( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________

(5) Waste control?
 What are they?
















( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________

(6) RSO (or designee) and authorized user (AU) notification in the event of a medical emergency or death of the patient?


















( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________

(7) Records retained for 3 years, and include a list of the topics covered, the date of the instruction, the name(s) of the attendee(s), and the name(s) of the individual(s) who provided the instruction [10 CFR 35.2310]?


















( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________


A. Facilities as described in permit application or renewal, or in subsequent amendments [10 CFR 20.1101, 10 CFR 20.1801, 10 CFR 30.33(a)(2), 10 CFR 30.34, 10 CFR 35.12, 10 CFR 35.315, 10 CFR 35.415, 10 CFR 35.457, 10 CFR 35.615, 10 CFR 35.647, 10 CFR 35.657]?  Walk around and verify places of use, including areas and rooms adjacent to, and above and below.











( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________
B. Therapy device facilities provided with electrical interlock system, viewing and intercom systems, radiation monitor, source retraction mechanism, and source indicator lights?










( ) Y ( ) N ( ) N/A

______________________________________________________________________________

______________________________________________________________________________
C. Emergency source recovery equipment available for handling a source dislodged from a patient, or for a source remaining lodged within the patient after removal of the applicator(s) [10 CFR 35.415, 10 CFR 35.615]?





























   ( ) Y ( ) N ( ) N/A
______________________________________________________________________________

______________________________________________________________________________
D. Storage areas:

(1) Permitted radioactive materials that are stored in controlled or unrestricted areas are properly secured from unauthorized removal or access [10 CFR 20.1801]?  Describe security measures being taken.






























( ) Y ( ) N 

___________________________________________________________________________

___________________________________________________________________________
___________________________________________________________________________

___________________________________________________________________________
___________________________________________________________________________
(2) Permittee controls and maintains constant surveillance of permitted material not in storage [10 CFR 20.1802]?  Describe surveillance measures being taken.

( ) Y ( ) N (  ) N/A

___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
E. Therapy unit operation.  This section is reserved for possible future uses of therapy devices such as those covered in 10 CFR Part 35.600 (Subpart H - photon emitting remote afterloader units (i.e., HDR), teletherapy units (i.e., cobalt-60 units), and gamma stereotactic radiosurgery units (i.e., gamma knife)).  [Refer to NUREG-1556, Vol. 9, App. L].  

A. Possession, use, and calibration of instruments to measure activities of unsealed radionuclides [10 CFR 35.60]:

(1) List type of equipment used:


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________


___________________________________________________________________________

(2) Approved procedures for use of instrumentation are being followed?



( ) Y ( ) N 

___________________________________________________________________________


___________________________________________________________________________

(3) Constancy, accuracy, linearity, and geometry dependence tests performed in accordance with nationally recognized standards or the manufacturer’s instructions?






























( ) Y ( ) N 

___________________________________________________________________________

___________________________________________________________________________

(4) Instrument repaired or replaced or dosages mathematically corrected, as required, when tests do not meet the performance objectives provided in the nationally recognized standard or manufacturer’s instructions (e.g., ±10%)?































( ) Y ( ) N 


___________________________________________________________________________


___________________________________________________________________________

(5) Records maintained for 3 years and include required information (model and serial number of the instrument, the date of the calibration, the results of the calibration, and the name of the individual who performed the calibration) [10 CFR 35.2060]?






























( ) Y ( ) N 

___________________________________________________________________________


___________________________________________________________________________

B.  Determination of dosages of unsealed byproduct material [10 CFR 35.63]?

  ( ) Y ( ) N ( ) N/A

(1) Each dosage determined and recorded prior to medical use [10 CFR 35.63(a)]?






























( ) Y ( ) N 

___________________________________________________________________________


___________________________________________________________________________

(2) Measurement of unit dosages made by direct measurement [NAVENVIRHLTHCEN Bulletin: Implementation of Title 10 Code of Federal Regulations Part 35, 6470 Ser OEM/000318 dated 19 Mar 2003]?





( ) Y ( ) N 

___________________________________________________________________________


___________________________________________________________________________

(3) For other than unit dosages, measurements are made by direct measurement of radioactivity? 































( ) Y ( ) N



___________________________________________________________________________


___________________________________________________________________________

C. Permittee uses molybdenum-99/technetium-99m generators?




  ( ) Y ( ) N ( ) N/A
(1) First eluate after receipt tested for Mo-99 breakthrough [10 CFR 35.204(b)]?































( ) Y ( ) N
___________________________________________________________________________


___________________________________________________________________________

(2) No radiopharmaceuticals administered with Mo-99 concentrations over 0.15 µCi per mCi of Tc-99m (0.15 kBq of molybdenum-99 per MBq of technetium-99m) [10 CFR 35.204(a)]?































( ) Y ( ) N

___________________________________________________________________________


___________________________________________________________________________

(3) Records maintained for 3 years and contain the required documentation for each measured elution of technetium-99m  (the ratio of the measures expressed as kilobecquerel of molybdenum per megabecquerel of techneticum-99m (or microcuries of molybdenum per millicurie of technetium-99m), the time and date of the measurement, and the name of the individual who made the measurement) [10 CFR 35.2204]?















( ) Y ( ) N)
___________________________________________________________________________


___________________________________________________________________________

D. Dosimetry Equipment [10 CFR 35.630, 10 CFR 35.2630].  This section is reserved for possible future uses of therapy devices such as those covered in 10 CFR Part 35.600 (Subpart H - photon emitting remote afterloader units (i.e., HDR), teletherapy units (i.e., cobalt-60 units), and gamma stereotactic radiosurgery units (i.e., gamma knife)).  [Refer to NUREG-1556, Vol. 9, App. L].   

A. Use of radiopharmaceuticals [10 CFR 20.1101, 10 CFR 20.1301, 10 CFR 20.1302, 10 CFR 20.2102, 10 CFR 20.2103, 10 CFR 30.33(a)(2) {i.e., the permittee’s equipment and facilities are adequate to protect health and minimize danger to life or property}, 10 CFR 30.34(e) {i.e., the NRC may incorporate additional requirements and conditions with respect to the permittee’s receipt, possession, use and transfer of byproduct material as it deems appropriate or necessary}, 10 CFR 35.27 {supervision}, 10 CFR 35.69 {labeling of vials and syringes}, 10 CFR 35.70 {radiation area surveys}, 10 CFR 35.310 {safety instructions}]:

(1) Protective clothing worn?


















( ) Y ( ) N 

___________________________________________________________________________


___________________________________________________________________________

(2) Personnel routinely monitor their hands?













( ) Y ( ) N

___________________________________________________________________________


___________________________________________________________________________

(3) No eating/drinking in use/storage areas?













( ) Y ( ) N

___________________________________________________________________________


___________________________________________________________________________

(4) No food, drink, or personal effects kept in use/storage areas?






( ) Y ( ) N

___________________________________________________________________________


___________________________________________________________________________

(5) Proper dosimetry worn, i.e., TLD and finger ring dosimeter?






( ) Y ( ) N

___________________________________________________________________________


___________________________________________________________________________

(6) Radioactive waste disposed of in proper receptacles?









( ) Y ( ) N

___________________________________________________________________________


___________________________________________________________________________

(7) Syringe shields and vial shields are used when applicable, and are properly labeled with the name of the radioactive drug [10 CFR 35.69]?













( ) Y ( ) N

___________________________________________________________________________


___________________________________________________________________________

B. Leak tests and sealed source inventories:

(1) Leak test performed on sealed sources and brachytherapy sources [10 CFR 35.67(b)(1)] initially before its first use (unless the permittee has a certificate from the supplier indicating that the source was tested within 6 months before transfer to the permittee) and on a semi-annually basis thereafter?






























( ) Y ( ) N

___________________________________________________________________________


___________________________________________________________________________

(2) Inventory of sealed sources and brachytherapy sources performed semiannually [10 CFR 35.67(g)]?































( ) Y ( ) N


___________________________________________________________________________


___________________________________________________________________________

(3) Records maintained for 3 years [10 CFR 35.2067]?

For leak testing, required documentation includes: model number, serial number (if one has been assigned) of each source tested, the identity of each source by radionuclide and its estimated activity, results of the test, date of the test, and the name of the individual who performed the test?

For sealed source inventories, required documentation includes: model number of each source, serial number (if one has been assigned), the identity of each source by radionuclide and its nominal activity, the location of each source, and the name of the individual who performed the inventory?






























( ) Y ( ) N

___________________________________________________________________________


___________________________________________________________________________

A. Survey instruments used to show compliance with 10 CFR Part 20 and 10 CFR 30.33(a)(2):

(1) Appropriate operable survey instruments possessed or available [10 CFR Part 20]?






























( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

(2) Calibrations [10 CFR 35.61(a) and (b)]:

(a) Before first use, annually and after repairs affecting calibration?




( ) Y ( ) N

_________________________________________________________________________

_________________________________________________________________________

(b) Within 20% (indicated versus calculated exposure rate) on each scale or decade of interest?



























( ) Y ( ) N

_________________________________________________________________________

_________________________________________________________________________

(3) Records maintained for 3 years as required by 10 CFR 35.61[10 CFR 35.2061]?  The record includes the following: 
the model and serial number of the instrument, the date of the calibration, the results of the calibration, and the name of the individual who performed the calibration.





























( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

B. Radiation surveys performed in accordance with the permittee’s procedures and the regulatory requirements [NAVENVIRHLTHCEN Bulletin: Implementation of Title 10 Code of Federal Regulations Part 35, 6470 Ser OEM/000318 dated 19 Mar 2003, 10 CFR 20.1501, 10 CFR 35.70]?





























( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

(1) Daily in all areas where radiopharmaceuticals are prepared or administered (except patient rooms) [NAVENVIRHLTHCEN Bulletin: Implementation of Title 10 Code of Federal Regulations Part 35, 6470 Ser OEM/000318 dated 19 Mar 2003 and 10 CFR 35.70]?





























( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

(2) Weekly in all areas where radiopharmaceuticals or waste is stored?




( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________

(3) Weekly wipes in all areas where radiopharmaceuticals are routinely prepared, administered, or stored?




















( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________

(4) Are trigger levels established?

















( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

(5) Corrective actions taken and documented if trigger level exceeded?


( ) Y ( ) N ( ) NA

___________________________________________________________________________

___________________________________________________________________________

(6) Techniques can detect 0.1 mR/hr, 2000 dpm?











( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

(7) Radiation surveys [10 CFR 35.652(a), 10 CFR 35.2652].  This section is reserved for possible future uses of therapy devices such as those covered in 10 CFR Part 35.600 (Subpart H - photon emitting remote afterloader units (i.e., HDR), teletherapy units (i.e., cobalt-60 units), and gamma stereotactic radiosurgery units (i.e., gamma knife)).  [Refer to NUREG-1556, Vol. 9, App. L].   

A. Is permitted material used in a manner to keep doses below 1 mSv (100 mrem) in a year

[10 CFR 20.1301(a)(1)]?





















( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

B. Has a survey or evaluation been performed per 10 CFR 20.1501(a)?





( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

C. Have there been any additions or changes to the storage, security, or use of surrounding areas that would necessitate a new survey or evaluation?































( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

D. Do unrestricted area radiation levels exceed 0.02 mSv (2 mrem) in any one hour [10 CFR 20.1301(a)(2)]?































( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

E. Is permitted material used or stored in a manner that would prevent unauthorized access or removal; and, is permitted material in a controlled or unrestricted area (excluding that in storage) under constant control and surveillance maintained [10 CFR 20.1801 and 20.1802]?































( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

F. Records maintained for 3 years [10 CFR 20.2103 (records of surveys)] and for the duration of the permit [10 CFR 20.2107 (records of dose to individual members of the public)]?


































( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

A. Individuals released when total effective dose equivalent (TEDE) less than 0.5 rem (5 mSv) [10 CFR 35.75(a)]?




























( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

B. A licensee shall provide the released individual, or the individual's parent or guardian, with instructions, including written instructions, on actions recommended to maintain doses to other individuals as low as is reasonably achievable (ALARA) if the TEDE to any other individual is likely to exceed 1 mSv (0.1 rem). If the TEDE to a nursing infant or child could exceed 1 mSv (0.1 rem) assuming there were no interruption of breast-feeding, the instructions must also include: 1) Guidance on the interruption or discontinuation of breast-feeding; and, 2) Information on the potential consequences, if any, of failure to follow the guidance [10 CFR 35.75(b)]?































( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

C. Release records shall be maintained for 3 years [10 CFR 35.2075(a)] if the TEDE is calculated by: 1) using the retained activity rather than the activity administered; and, 2) using an occupancy factor less than 0.25 at 1 meter; using the biological or effective half-life; or considering the shielding by tissue.

( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________
D. Records of instructions given to breast-feeding women shall be maintained for 3 years, if required [10 CFR 35.2075(b)]?





















( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

A. Safety precautions implemented to include patient facilities, posting, stay times, patient

safety guidance, release, and contamination controls [10 CFR 35.315(a)]?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

B. RSO and authorized user (AU) promptly notified if patient died or had a medical emergency [10 CFR 35.315(b)]?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

A. Safety precautions implemented to include patient facilities, posting, stay times, and

emergency response equipment availability [10 CFR 35.415]?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________
B. Survey patient and room immediately after implant [10 CFR 35.404(a)]?



( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

C. Patient surveyed immediately after removing the last temporary implant source [10 CFR 35.404(b)]?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________
D. RSO and authorized user (AU) promptly notified if patient died or had a medical emergency [10 CFR 35.415(c)]?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

E. Records shall be maintained [10 CFR 35.2404] for 3 years.  The records must include the date and results of the survey, the survey instrument used, and the name of the individual who made the survey.




























( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

A. Disposal:

1.  A permittee may hold byproduct material with a physical half-life of less than 120 days for “decay-in-storage” before disposal without regard to its radioactivity, if: 1) It monitors byproduct material at the surface before disposal and determines that its radioactivity cannot be distinguished from the background radiation level, using an appropriate radiation detection survey meter set on its most sensitive scale and with no interposed shielding; and, 2) Removes or obliterates all radiation labels, except for radiation labels on materials that are within containers and that will be managed as biomedical waste after they have been released from the permittee (10 CFR 35.92)?

( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________
2. Procedures followed?




















( ) Y ( ) N
___________________________________________________________________________


___________________________________________________________________________
3. Labels removed or defaced [10 CFR 20.1904, 10 CFR 35.92]?






( ) Y ( ) N

___________________________________________________________________________


___________________________________________________________________________

4. Records of each disposal of waste permitted under paragraph (a) of 10 CFR 35.92 shall be maintained for 3 years [10 CFR 35.2092]. The record must include the date of the disposal, the survey instrument used, the background radiation level, the radiation level measured at the surface of each waste container, and the name of the individual who performed the survey?
( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________
B. Special procedures performed as required?













( ) Y ( ) N

_____________________________________________________________________________


_____________________________________________________________________________
C. Authorized disposals by transfer to authorized recipients, decay-in-storage, or release in effluents [10 CFR 20.2001]?   Look at permit conditions










( ) Y ( ) N

______________________________________________________________________________


______________________________________________________________________________
______________________________________________________________________________

D. Are the records maintained showing the results of the survey and calibrations required by 10 CFR 20.1501 [10 CFR 20.2103(a), 10 CFR 20.2108, 10 CFR 35.2092]?










( ) Y ( ) N
______________________________________________________________________________


______________________________________________________________________________

E. Effluents:

1. Release to sanitary sewer [10 CFR 20.2003]?








     ( ) Y ( ) N ( ) N/A

___________________________________________________________________________


___________________________________________________________________________
(a) Material is readily soluble or readily dispersible in water [10 CFR 20.2003(a)(1)]?



( ) Y ( ) N

_________________________________________________________________________

_________________________________________________________________________

(b) The quantity of permitted radioactive material that is released into the sewer in 1 month divided by the average monthly volume of water released into the sewer by the permittee does not exceed the concentration listed in table 3 of Appendix B to Part 20 [10 CFR 20.2003(a)(2)]?

( ) Y ( ) N

_________________________________________________________________________

_________________________________________________________________________

(c) If more than one radionuclide is released, the following conditions must also be satisfied: 1) The permittee shall determine the fraction of the limit in table 3 of appendix B to part 20 represented by discharges into sanitary sewerage by dividing the actual monthly average concentration of each radionuclide released by the licensee into the sewer, by the concentration of that radionuclide listed in table 3 of Appendix B to Part 20; and, 2) The sum of the fractions for each radionuclide does not exceed unity [10 CFR 20.2003(a)(3)]?

























( ) Y ( ) N

_________________________________________________________________________

_________________________________________________________________________

(d) No more than 5 Ci (185 GBq) of H-3, 1 Ci (37 GBq) of C-14 and 1 Ci (37 GBq) of all other radionuclides combined are released in a year [10 CFR 20.2003(a)(4)]?
































( ) Y ( ) N

_________________________________________________________________________

_________________________________________________________________________

(e) Procedures to ensure representative sampling and analysis implemented [10 CFR 20.1501]?
























( ) Y ( ) N

_________________________________________________________________________

_________________________________________________________________________

2. Air effluents controlled [10 CFR 20.1101, 10 CFR 20.1201, 10 CFR 20.1301, 10 CFR 20.1501, 10 CFR 20.2001, and see also IP 87102, RG8.37]?  Note: The licensee shall use, to the extent practical, process or other engineering controls (e.g., containment, decontamination, or ventilation) to control the concentration of radioactive material in air [10 CFR 20.1701]. Check for the use of volatile radioisotopes and the use of fume hoods.  If air effluents are required to be controlled, refer to NUREG-1556, Vol. 9, App. L for additional regs.
Note:  To implement ALARA requirements in Part 20, a constraint on air emissions of radioactive material to the environment, excluding Radon-222 and its daughters, shall be established by permittees other than those subject to 10 CFR 50.34(a), such that the individual member of the public likely to receive the highest dose will not be expected to receive a TEDE in excess of 10 mrem (0.1 mSv) per year from these emissions [10 CFR 20.1101(b), 10 CFR 20.1301, 10 CFR 20.2203]?






  ( ) Y ( ) N ( ) N/A

_________________________________________________________________________

_________________________________________________________________________

F. Waste storage

1. Protection from elements and fire?















( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________

2. Control of waste maintained [10 CFR 20.1801]?











( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

3. Containers properly labeled and area properly posted [10 CFR 20.1902, 10 CFR 20.1904]?




( ) Y ( ) N

__________________________________________________________________________

__________________________________________________________________________

4. Package integrity adequately maintained?













( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________

G. Waste disposal:

1. Sources transferred to authorized individuals [10 CFR 20.2006, 10 CFR 20.2001, 10 CFR 30.41]?





























( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________

2. Name of organization(s) sources/waste transferred to:

___________________________________________________________________________

___________________________________________________________________________
___________________________________________________________________________
H. Records of surveys and material accountability are maintained [10 CFR 20.2103, 10 CFR 20.2108, 10 CFR 35.2092]?






























( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

A. Describe how packages are received and by whom.  Attach the procedures.

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

B. Written package opening procedures established and followed [10 CFR 20.1906(e)]?   Attach the procedures.

 ( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

C. All incoming packages with a DOT label monitored for radioactive contamination,

unless exempted (gases and special form) [10 CFR 20.1906(b)(1)]?

 ( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

D. Incoming packages surveyed for radiation levels [10 CFR 20.1906(b)(2)]?


( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

E. Monitoring in (C) and (D) performed as soon as practical after receipt of the package, but not later than 3 hours after the package is received at the permittee’s facility if it is received during the permittee’s normal working hours, or not later than 3 hours from the beginning of the next working day if it is received after working hours [10 CFR 20.1906(c)]?































( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

F. Transfer(s) performed per [10 CFR 30.41]?













( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

G. All sources surveyed before shipment and transfer [10 CFR 20.1501(a)]?



( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________
H. Records of surveys and receipt/transfer maintained for 3 years [10 CFR 20.2103(a), 10 CFR 30.51]?


( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

I. Package receipt/distribution activities evaluated for compliance with 10 CFR 20.1301 (Dose limits for individual members of the public)?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

Note:  Each licensee who transports licensed material outside the site of usage, as specified in the permit, or where transport is on public highways, or who delivers licensed material to a carrier for transport, shall comply with the applicable requirements of the DOT regulations in 49 CFR parts 171 through 189 appropriate to the mode of transport.
A. Shipments are:

____ 1. Delivered to common carriers




____ 3. Both (1) and (2)

____ 2. Transported in own private vehicle


____ 4. No shipments since last audit.

______________________________________________________________________________

______________________________________________________________________________

B. Return radiopharmacy doses or sealed sources?












( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

1. Permittee assumes shipping responsibility?   Need written documentation

( ) Y ( ) N
___________________________________________________________________________

___________________________________________________________________________

2. If NO, describe arrangements made between permittee and radiopharmacy for shipping responsibilities:

___________________________________________________________________________

___________________________________________________________________________

C. Packages:































1. Authorized packages used?















( ) Y ( ) N ( ) N/A
___________________________________________________________________________

___________________________________________________________________________

2. Performance test records on file?













( ) Y ( ) N ( ) N/A
___________________________________________________________________________

___________________________________________________________________________

a. DOT-7A packages

















( ) Y ( ) N ( ) N/A
b. Special form sources
















( ) Y ( ) N ( ) N/A

3. Two labels (White-I, Yellow-II, Yellow-III) with transport index (TI), Nuclide, Activity, and Hazard Class?



























( ) Y ( ) N ( ) N/A
___________________________________________________________________________

___________________________________________________________________________

4. Properly marked (Shipping Name, UN Number, Package Type, RQ, “This End Up” (liquids), Name and Address of consignee)?



























( ) Y ( ) N ( ) N/A
___________________________________________________________________________

___________________________________________________________________________

5. Closed and sealed during transport?












( ) Y ( ) N ( ) N/A
___________________________________________________________________________

___________________________________________________________________________

D. Shipping Papers:

1. Prepared and used?


















( ) Y ( ) N ( ) N/A
___________________________________________________________________________

___________________________________________________________________________

2. Proper Shipping Name, Hazard Class, UN Number, Quantity, Package Type, Nuclide, RQ,  Radioactive Material, Physical and Chemical Form, Activity, Category of Label, TI, Shipper’s Name, Certification and Signature, Emergency Response Phone Number, “Limited Quantity” (if applicable), “Cargo Aircraft Only” (if applicable)?



























( ) Y ( ) N ( ) N/A
___________________________________________________________________________

___________________________________________________________________________

3. Readily accessible during transport?












( ) Y ( ) N ( ) N/A
___________________________________________________________________________

___________________________________________________________________________

This section is reserved for possible future uses of therapy devices such as those covered in 10 CFR Part 35.600 (Subpart H - photon emitting remote afterloader units (i.e., HDR), teletherapy units (i.e., cobalt-60 units), and gamma stereotactic radiosurgery units (i.e., gamma knife)).  [Refer to NUREG-1556, Vol. 9, App. L for additional requirements].

Teletherapy and Gamma Stereotactic Radiosurgery Servicing

[10 CFR 35.655]

Full Calibration-Therapeutic Medical Devices

[AAPM Task Group Reports TG-21, TG-54, TG-56, TG-40, etc.; 

10 CFR 35.632, 10 CFR 633, 10 CFR 635, 10 CFR 35.2632]

Periodic Spot Checks for Therapeutic Devices

[10 CFR 35.642, 10 CFR 35.643, 10 CFR 35.645, 10 CFR 35.2642, 

10 CFR 35.2643, 10 CFR 35.2645]

Installation, Maintenance, and Repair of Therapy Devices

[10 CFR 35.605, 10 CFR 35.655, 10 CFR 35.2605, 10 CFR 35.2655]

Operating Procedures for Therapy Devices

[10 CFR 35.610, 10 CFR 35.604, 10 CFR 35.2404, 10 CFR 35.615]

A. Exposure evaluation performed [10 CFR 20.1501]?










( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

B. ALARA program implemented [10 CFR 20.1101(b)]?









( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

C. External Dosimetry:

1. Monitors workers per 10 CFR 20.1502(a); that is, the permittee shall supply and require the use of individual monitoring devices by: 1) Adults likely to receive, in 1 year from sources external to the body, a dose in excess of 10 percent of the limits in 10 CFR 20.1201(a); 2) Minors likely to receive, in 1 year, from radiation sources external to the body, a deep dose equivalent in excess of 0.1 rem (1 mSv); 3) A lens dose equivalent in excess of 0.15 rem (1.5 mSv); 4) A shallow dose equivalent to the skin or to the extremities in excess of 0.5 rem (5 mSv); 5) Declared pregnant women likely to receive during the entire pregnancy, from radiation sources external to the body, a deep dose equivalent in excess of 0.1 rem (1 mSv); and, 6) Individuals entering a high or very high radiation area?






























( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

2. External exposures account for contributions from airborne activity [10 CFR 20.1203]?


( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

3. Supplier? _________________________________
 Frequency? _____________________


___________________________________________________________________________

4. Supplier is NVLAP-approved [10 CFR 20.1501(c)]?









( ) Y ( ) N


___________________________________________________________________________

___________________________________________________________________________

5. Dosimeters exchanged at required frequency?












( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

D. Internal Dosimetry:

1. Monitors workers per 10 CFR 20.1502); that is, the permittee shall monitor (see 10 CFR 20.1204) the occupational intake of radioactive material by and assess the committed effective dose equivalent (CEDE) to: 1) Adults likely to receive, in 1 year, an intake in excess of 10 percent of the applicable ALI(s) in table 1, Columns 1 and 2 of appendix B; 2) Minors likely to receive, in 1 year, a CEDE in excess of 0.1 rem (1 mSv); and, 3) Declared pregnant women likely to receive, during the entire pregnancy, a CEDE in excess of 0.1 rem (1 mSv)?






























( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

2. Briefly describe program for monitoring and controlling internal exposures

[10 CFR 20.1701, 10 CFR 20.1702]?















( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

3. Monitoring/controlling program implemented (includes bioassays)?




( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

4. Respiratory protection equipment [10 CFR 20.1703]?









( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

E. Review of Personnel Dosimetry Records and Reports:

1. Reviewed by? ____________________________ Frequency? ______________________


___________________________________________________________________________

2. Auditor reviewed personnel monitoring records for period ____________to____________


___________________________________________________________________________

___________________________________________________________________________

3. Prior dose determined (total lifetime dose needs to be correct) for individuals likely to receive doses; and, are the exposures being documenting correctly for each exposure period [10 CFR 20.2104]?


( ) Y ( ) N


___________________________________________________________________________

___________________________________________________________________________

4. Maximum exposures TEDE? _________________Other? _________________


___________________________________________________________________________

___________________________________________________________________________

5. Maximum CDE? _________________Organs? _________________


___________________________________________________________________________

___________________________________________________________________________

6. Maximum CEDE? _________________


___________________________________________________________________________

___________________________________________________________________________

7. Internal and external summed [10 CFR 20.1202]?










( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

8. Were occupational limits met [10 CFR 20.1201]?










( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

9. Documentation of external and internal occupational exposure to ionizing radiation on NAVMED Forms 6470/10 and 6470/11 respectively [NAVMED-P5055; equivalent to NRC Forms 4 and 5 (10 CFR 20.2104(d), 10 CFR 20.2106(c))]?  Review records.






























( ) Y ( ) N


___________________________________________________________________________

___________________________________________________________________________

10. If a worker declared her pregnancy during the audit period, then was the dose in compliance [10 CFR 20.1208] and were the records of dose to an embryo/fetus with the records of dose to the declared pregnant woman, and maintained [10 CFR 20.2106(e)]?  Indicate the number of declared pregnant workers covered under the NRMP.






























( ) Y ( ) N


___________________________________________________________________________

___________________________________________________________________________

F. Who performed any planned special exposures at this facility (number of people involved and doses received), and were the exposure(s) documented correctly [10 CFR 20.1206, 10 CFR 20.2104, 10 CFR 20.2105, 10 CFR 20.2204]?






























( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

G. Records of exposures, surveys, monitoring, and evaluations maintained [10 CFR 20.2102,

10 CFR 20.2103, 10 CFR 20.2106]?



















































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

H. Has the permittee controlled the occupational dose to individuals [10 CFR 20.1201, 10 CFR 20.1301, 10 CFR 20.1302], and have these records been reviewed quarterly by the permittee’s Radiation Safety Committee?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

I. Have radiation workers been given an ionizing radiation medical examination in accordance with Chapter 2, NAVMED P-5055, Articles 1-6(1)(a) and (b) prior to transfer to those duties and specified periodicity thereafter?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

J. Do exposure records indicate that all personnel exposures at the command were within the dose limits of 10 CFR 20.1201, 20.1207, 20.1208, 20.1301 and NAVMED P-5055, Chapter 4?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

K. Are annual reports (NAVMED 6470/1) submitted for all NRMP individuals onboard as of 31 December?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

L. Were situational reports (NAVMED 6470/1) submitted for all NRMP individuals terminated or transferred from the program within 30 days of receipt of the individual’s final exposure information?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

M. Are health program evaluations being retained for a period of three years [NAVMED P-5055, Article 1-6(3)]?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

N.  Is exposure information being entered in the computerized database at least once a quarter  [NAVMED P-5055, Article 5-2(1)(a)]?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

O.  Is a NAVMED Form 6470/10 being filed at least annually in the individual’s medical record [NAVMED P-5055, Article 5-2(1)(b)]?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

P. Are the correct “Rad Type” and “Occ Code” entries being entered on the lithium fluoride dosimetry report (NAVMED 6470/3) [NAVMED P-5055, Appendix A, page 16 “Instructions for Preparation of NAVMED 6470/3]?































( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

Detail location and results of confirmatory measurements. What instrument was used?  What is the calibration date?

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

If medical events [criteria in 10 CFR 35.3045] have occurred since the last audit, evaluate the incident(s) and procedures for implementing and administering written directives using the existing guidance.





























( ) Y ( ) N ( ) NA

Definition of a Medical Event:  A licensee shall report any event, except for an event that results from patient intervention, in which the administration of byproduct material or radiation from byproduct material results in:

_____ (1) A dose that differs from the prescribed dose or dose that would have resulted from the 

   prescribed dosage by more than 0.05 Sv (5 rem) effective dose equivalent, 0.5 Sv (50 

   rem) to an organ or tissue, or 0.5 Sv (50 rem) shallow dose equivalent to the skin; and

_____ (a) The total dose delivered differs from the prescribed dose by 20 percent or more;

_____ (b) The total dosage delivered differs from the prescribed dosage by 20 percent or

   more or falls outside the prescribed dosage range; or

_____ (c) The fractionated dose delivered differs from the prescribed dose, for a single 

   fraction, by 50 percent or more.

_____ (2) A dose that exceeds 0.05 Sv (5 rem) effective dose equivalent, 0.5 Sv (50 rem) to an 

   organ or tissue, or 0.5 Sv (50 rem) shallow dose equivalent to the skin from any of the 

   following:


_____ (a) An administration of a wrong radioactive drug containing byproduct material;


_____ (b) An administration of a radioactive drug containing byproduct material by the

   wrong route of administration;



_____ (c) An administration of a dose or dosage to the wrong individual or human research

   subject;



_____ (d) An administration of a dose or dosage delivered by the wrong mode of 

   treatment; or



_____ (e) A leaking sealed source.

_____ (3) A dose to the skin or an organ or tissue, other than the treatment site, that exceeds by

   0.5 Sv (50 rem) to an organ or tissue and 50 percent or more of the dose expected from 

   the administration defined in the written directive (excluding, for permanent implants,

   seeds that were implanted in the correct site but migrated outside the treatment site).
A licensee shall report any event resulting from intervention of a patient or human research subject in which the administration of byproduct material or radiation from byproduct material results or will result in unintended permanent functional damage to an organ or a physiological system, as determined by a physician.

1. Event date? __________________ Information Source? ______________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

2. Notifications:























_____ NAVENVIRHLTHCEN

_____ BUMED 

_____ N455

_____ Referring Physician 

_____ Patient in writing/By telephone 

If notification(s) did not occur, why not?

______________________________________________________________________________

______________________________________________________________________________

3. Written Reports [35.3045]:

(a) Submitted to NEHC within 15 days?














( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

A. In compliance with 10 CFR 19.13 and 10 CFR 30.50 (written reports to individuals, public and occupational, monitored to show compliance with Part 20)?  Reports of radiation exposure shall be provided to individuals annually, at the request of a worker or former worker, and upon transfer or termination of employment?































( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

B. In compliance with 10 CFR 20.2201 and 10 CFR 30.50 (theft or loss)?




( ) Y ( ) N
______________________________________________________________________________

______________________________________________________________________________

C. In compliance with 10 CFR 20.2202 and 10 CFR 30.50 (incidents involving exposure to an individual and/or uncontrolled release of radioactive material inside or outside of a restricted area, with the potential to have caused, or threatens to cause exposure to an individual)?











( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________

D. In compliance with 10 CFR 20.2203 and 10 CFR 30.50 (overexposures and high radiation levels)?































( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________

E. Aware of OPNAV, NEHC and BUMED phone numbers?








( ) Y ( ) N 

______________________________________________________________________________

______________________________________________________________________________

F. In compliance with 10 CFR 20.2203 and 10 CFR 20.1701 (constraint on air emissions)?







( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________

A. NRC Form 3, “Notice to Workers” is posted [10 CFR 19.11]?







( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________

B. 10 CFR Parts 19, 20, 21, Section 206 of Energy Reorganization Act, procedures adopted pursuant to Part 21, and license documents are posted, or a notice indicating where documents can be examined is sufficiently posted [10 CFR 19.11, 10 CFR 21.6]?































( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________

C. Other posting and labeling per 10 CFR 20.1902 and 10 CFR 20.1904; i.e., radiation areas, areas where radioactive materials are used or stored, airborne radioactivity areas, and containers containing radioactive materials; not exempted by 10 CFR 20.1903 and 10 CFR 20.1905?































( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________

A. Records of information important to the safe and effective decommissioning of the facility maintained in an independent and identifiable location until license termination, and the site is released for unrestricted use [10 CFR 30.35(g)]?































( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________

B. Records include all information outlined in 10 CFR 30.35(g), including but not limited to: records of spills; as-built drawings and modifications of structures and equipment; a current listing of all areas designated and formerly designated restricted areas as defined in 10 CFR 20.1003; certain areas outside of restricted areas that require documentation under 10 CFR 30.35(g); and records of the cost estimate performed for the decommissioning funding plan or of the amount certified for decommissioning, and records of the funding method used for assuring funds if either a funding plan or certification is used.?


( ) Y ( ) N 

______________________________________________________________________________

______________________________________________________________________________

A. Bulletins, Information Notices, NMSS Newsletters, etc., received?





( ) Y ( ) N 
______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

B. Appropriate action in response to Bulletins, Generic Letters, etc.?





( ) Y ( ) N 

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________
A. Special permit conditions or issues to be reviewed:








( ) Y ( ) N ( ) NA
1) Does the command perform Intravascular Brachytherapy (IVB or IVBT)?  If so, use audit checklist for IVB.  This is located on NAVENVIRHLTCEN website.  (Note that the checklist is specific for the Novoste BetaCath© system.)































( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

2) Does the command have a blood irradiator?  If so, use audit checklist for blood irradiators.  This is located on NAVENVIRHLTCEN website.































( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

3) Any other special permit conditions or issues?











( ) Y ( ) N 
___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

B. Evaluation:

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

A. Summary of findings: [See attached Draft Audit.]

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

B. Corrective and preventive actions:

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________
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