Agreement State;
3. Not export products containing radiim-226 éxcept in accordance with 10 CFR Part 110;

4. Disposs of products containing radium-226 at a disposal facility authorized to dispose of
radioactive material in accordance with any Federal or State solid or hazardous wasle
law, including the Solid Waste Disposal Act, as authorized under the Energy Pollcy Act of
2005, by transfer to a person authorized to receive radium-226 by a specific license
issued under this Chapler, or equivalent regulations of the NRC or an Agreement State,
or as otherwise approved by the NRC or an Agresment State; and

5. Respond to written requests from the Division to provide information relating to the
general license within tsidy 30 calendar days of the date of the request, or ofher time
specified in the request. if the general licensee cannot provide the requested information
within the aflolted time, it shall, within that same time period, request a longer period to
supply the information by providing the Division, by an appropriate method listed in 10 -
GFR 30.6(a), a wrilten justification for the retjuest,

{dh The general license in subparagraph {(a) of this paragraph does not authorize the manufacture,
assembly, disassembly, repair, or import of products containing radium-228, except that
timepieces may be disassembled and repaired.

Authority: T.C.A. §§68-202-101 et seq., 68-202-201 et seq.; and 4-5-201 et seq.

32000234044 0400-20-10- 11 Filing of Application for Specific Licenses.

{(1)

)

3)

(4)
(6)

(6)

)

Application for specific licenses shall be filed in duplicate on a form prescribed by the Division.

The Division may at any time after the filing of the original application, and before the expiration of the
license, require further statements in order to enable the Division to determine whether the application
shoutd be granted of denied or whether g license should be modified or revoked.

Each application shall be signed by the applicant or licensee or a person duly authorized to act for and on
his behalf.

An application for a license may include a request for a ficense authorizing one or mare activities,

in his application, the applicant may incorporate by reference information contained .in previous
applications, statements or reports filed with the Divislon provided such refererices are specific,

Applications and documents submitted to the Division may be made available for public. inspection except
that the Diviston may withhold any document or part thereof from public inspection if disclosure of ils
contents involves proprietary information.

An application for a specific license to use radioactive materlal in the form of a sealed source or in a
device that contains the sealed source shall either:

(a) ldentify the source or device by manufaciurer and model number as registered with -the NRC

' under 10 CFR 32.210 or with an Agreement State or for-a source or a device containing radium-
226 or accelerator-produced radioactive material with an Agreement State under provisions
comparable to 10 CFR 32.210; or

(b) Contain the information identified in 10 CFR 32.210(c).

(c) For solrces or devices containing naturally occurring-or accelerator produced radioactive material
manufactured prior to November 30, 2007 that are not registered with the. NRC under 10 CFR
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(8)

32.210 or with an Agreement State, and for which the applicant is unable to provide all categories
of information specified in 10 CFR 32.210{c), the applicant rmust provide:

1. All available information identified in 10 CFR 32.210(c) concerning the- source, and, if
applicable, the device; and

2. Sufficient additional information to demonstrate that there is reasonable assurance that
the radiation safety properties of the source or device are adequate io profect health and
minimize danger to life and property. Such informatjion must include. a description of the
source or device, a description of radiation safety Teatures, the intended use and
associated operating experience, and the resuls of a recent leak test,

An application from a medical facility, educational Institution, or Federal facility to produce Positron
Emission Tomography (PET) radioactive drugs for noncommercial transfer to licensees in its consortium

authotized for medical use under Chapler 4200-02.07 Oéﬁi’}é{i 87 or equivalent Agreement State
requirements shall include;

{a) A request for authorization for the production of PET radionuclides or evidence of an existing
license issued under this Chapter or Agreement State requirements for a PET radionuciide
production facility within its consortium fror which it receives PET radionuclides;

{b) Evidence that the applicant is qualified to produce radioactive drugs for medical use by meeting
one of the criteria in Rule-1208-82-16-43 panl (10)(a)2 of Rule 0400-20-10-.13;

{c) ldentification of Individual(s) authorized to prepare the PET radioactive drugs if the applicant is a
phiarmacy, and documentation that each individual meets the requirements of an authorized
nuclear pharmacist as spacified in Rule-1200-02-10--43 part (10)(b)2 of Rule MOOQG 10-.13; and

{d) information identified in Sule-4200.02.48-43 part (10)(2)3 of Rule (0400-20-10-.13 on the PET
drugs to be noncommercially transferred to members of its consortium.

Authority: T.C.A. §§ 68-202-101 ot seq., 68-202-201 et seq., and 4-5-201 et seq.

200-82-18-42 0400-20-10-,12 General Requirements for the lssuance of Specific Licenses.

A license application will be approved If the Division determines that;

{1 The applicant has properly trained a sufficient number of personnel to use the material in question for the
purpose raguired in accordance with these regulations in such a manner as to protect the public heaith
and safely or property,;

(2) The applicant's proposed equipment, facilities and procedures are In good repair and working order and
designed to protect the public heakth and safety or property;

(3) The applicant satisfies all applicable requirements of these regulations;

{4) The applicant or an existing licensee in any of the classes specified in sybparagraph (a) of this paragraph
and not otherwise specifically exempted by subparagraph (m) of this paragraph has provided financial
assurance as herein specified. (See paragraph (6) of this Rule for definitions of terms used in this
paragraph.}

{a) Classes for financlal assurance:
1. Major processors
2, Waste handlers
$5-7039 {July 2010) RDA 1693
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Ore refineries
Former USAEC or USNRC licensed facilities

Other persons with or applicants for a specific license as determingd by the
Commissioner.

(5)) The financial assurance shall be filed with and maintained by the Director, Dlvislon of
Radiological Health (hereafter referred to as Director), i -a dollar amount determined by the
Commissioner as necessary to provide for fhe protection of public health and safety in the event.
of abandonment, insolvenacy or other inabifity of the licensee to perform to the satisfaction of the
Commissioner. The Commissioner shall consider the following in making his determination of the
financial assurance requirements for each individual applicant or licensee;

1.

The probable extent of contamination through the use or possession of radioactive
material at the faclility or site and the probable cost of removal of such contamination to a
level in conformance with prevaifing nalional standards or guidelines, This consideration
shall encompass all probable contaminating event associated with the licensee’s
methads of modes of operation;

The amotint of possible off-site properly damage caused by operation of the facility or
site;

The cost of removal and disposal of sources of radiation, which are or would be
generated, siored, processed or otherwise present at the licerised facility or site; and

The costs invoived in reclaiming the property on which the facility or sité is located. For
purposes of Ihis part, "reclaiming” shall mean return of the property to a condition or state
such that the properly ro longer presenis a public health or safety hazard or threat fo the
ghvironment.

(¢ Each applicant or licensee of sach facility to which it is applicable must file ang maintain with the
Director financial assurance for reclaiming the facllity In accordance with the requzrements of this.
subiparagraph. .

1.

8$8-7030 (July 2010}

The applicant or licensee must choose from the financlal assuranceé mechanising as
specified in subparagiaph (d) of this paragraph. (NOTE: See also subparagraphs (e}, (P
and {g) of this paragraph.)

The applicant or ficensee must file and maintain financial assurance in an amount at least
equal to the current reclaiming cost estimate.

()] Whenever the reclaiming tost estimate increases to an amount greater than the
amount of financial assurance currently filed with the Director, the licensee must,
within 80 days after the increase, file additional financial assurance at least equal
to this increase.

{ii) Whenever the current reclaiming cost estimate decreases, and upon the wiitien
request of the licenses, the Comimissioner shall, prov:dad the decrease is
validated, reduces the amount of financial assurance required for the facility to the
amount of the current reciaiming cost estimate. Upoh such occurrence, the
Director shall, as appropriate considering the financial assurance mechanism(s)
on file, either cause o he released to the licensee cash or collateral equal to this
reduction or allow the licerisee to substitute for the mechanism(s) on file a new
mechanism(s) in the reduced amount,
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3. An applicant for a license must file the financial assurance instruments(s) before the
ficense can be issued, -

4, The financial assurance must be maintained by the applicant or licensee until the
Commissioner releases the licensee from the requirements of this subparagraph, as
specified In this part, or unt} the Gommissioner orders forfaiture of thé financial
assurance as provided in part 5 of this subparagraph.

5. - The Commissioner may order that any financlal assuwrance filed by a licensee pursuant to
this subparagraph be forfeited to the State if the Commissioner determines that the
licensee has failed to perform reclaiming in & manner deemed acceptable by the
Commissioner to assure health and safety from radiation hazards d@hd other license
requirements when required to do so. Any such forfeiture action shall follow the
procedures provided in $ubparagraph (h) of this paragraph.

{d} Mechanisms of financial assurance,

1. Surety Bond

An applicant or licensee may satisfy the requirements of subparagragh (c) of this
paragraph by cbtaining and filing a surety bond which conforms to the reéquirements of
this part.

{H The surely company issuing the bond must be licensad to div business as a
surety it Tennessee.

{ii) The wording of the surety bond must be identical to the wording specified in gart
(iH] of this paragraph.

{iii) The bond must guarantee that

() Funds will be available to perform reclaiming in a manner deemead
acceptable by the Commissioner to assure health and safety from
radiation hazards and other requirements of the license for the facility
whefiever required to do so.

(i The licensee will provide altermnate financial assurance as specified in this
paragraph and obtain the Director's writlen approval of the assurance
provided within 30 days of receipt by both the licensée and the Director
of a notice of canceliation of the bond from the suraty.

{iv) Under the tefms of the bond, the surety will become liable on the bond obligation
when the licensee falls to perform as guaranieed by the bond. Following a
determiination by the Commissioner that the licensee has failed to so perform,
under the terms of the bond the surely will gerform reclamation to the satisfaction
of the State as guaranteed by the bond or will forfeit the amount of the penal
sum, as provided in part (c)5 of this paragraph,

(v) The penat sum of the bond must be in art amount at least adequate to provide
the necossary financial assurance.

{vi) Under the terms of the bond, the surety may cancel the bond by sending notice

of cancellation by certified mail to the licensee and to the Director. Cancellation
may not occur, however, during the 180 days beginning on the date of receipt of
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3,
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{wvii)

the notice of cancellation by both the licensee and the Director, as evidenced by
the return receipts,

The surety will not be liable for deficiencies in the performance of reclaiming after
the Commissioner releases the licensee from the financial assurance
requiremients as provided in part ()4 of this paragraph.

Personal Bond Supported by a Letter of Credit

An applicant or licensee may satisfy the requirements of subpsragrapt

. (¢} of this

paragraph by filing his personal performance guaranies accompanied by collateral in the
form of an irrevocable standby letter of credit. He must guarantee funds to perform
reclaiming in accordance with acceptable practice for protection of health and safety and
other requiremsents of the license for the facility. The irevocable standby letter of credit
supporting this guarantee must conform o the following requirements:

(i)

(i

(ifi)

(iv)

()

(i)

The instifution issuing the letter of credit must be an entity which has the
authority to Issue letter of credit and whose letter-of-credit operations are
regulated and examined by a Federal or State agency.

The wording of the letter of credit must be identical to the wording specified in
part ()2 of this paragraph,

The letter of credit must ba accompanied by a letter from the licensee referring to
the letter of credit by number, issuing institution and date and providing the
following -information: The radicactive material license number, name and
address of the facility and the amount of funds assured for reclaiming of the
facility by the letter of credit. {(NOTE: This letter from the licensee may also
contain his personal performance guarantee.)

The fetter of credit must be irrevocable and issued for a pericd of at least sse 1
year. The lelter of credit must provide that the expiration date wil be
automatically extended for a period of at least wae 1 year unless, at least 180
days before the current expiration date, the issuing institution notifies both the
licensee and the Director by certified mall of a decision not to éxtend the
axpiration date, Under the terms of the latter of credit, the 180 days will begin on
the date when both the ficensee and the Director have received the natice, as
svidenced by the return receipts.

The letter of credit must be issued In an amount at least adequate to provide the
necessary financial assurance,

The Commissioner may draw on the letter of credit upon forfelture as provided in
part (c)5 of this paragraph. The Commissioner will also draw on the letter of
credlt if the licensee does not establish alternate financial assurance as specified
in this paragraph and obtain written approval of such aliernate assurance from
the Director within 90 days after receipt by both the licensee and the Direstor of a
notice from the issuing institution that it has decided not to extend the letter of
credit beyond the current expiration date. The Director may delay the drawing if
the issuing institution grants an extension of the term of the gredit. During the last
30 days of any such extension the Commissioner will draw on the letter of credit
if the licensee has failed to provided alternate financial assurance as specified in
this paragraph and obtain written approval of such assurance from the Director,

Personal Bond Supported by Insurance
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An applicant or licensee may satlsfy the requirstents of subparagraph (¢) of this
paragraph by filing his personal performance guarantes accompanied by collateral in the
form of an insurance poiicy. He must guarantee funds sufficient-to perform reclaiming in a
marnner deemed acceptable by the. Commissioner for protection of health and safety and
other requirements of the license for the facility. The insurance policy supporting this
dguaranfee must conform to the following requirements:

{i

(i) |

(iif)
(v}

(v}

(vi)

(i)

The insurer must be licensed to transact the business of insurance or eligible to
provide insurance as an excess of surplus lines insurer in the State of
Tennessee,

The insurance policy must be accompanied by a certificate of insurance whose
wording is identical to the wording specified in part ()3 of this paragraph.

The insurance policy must be for a face amount at least adequate to provide the
necessary financial assurance. The term "face amount’ means the total amount
the insurer is obligated to pay under the policy. Actual payments by the insurer
will not change the face amount, aithough the insurer's future liabilily will be
lowered by the amount of the payments.

The insurance policy must guarantee that funds will be avaitable for reclaiming
the facility whenever reclaiming is necessary.

Upen forfeiture of financlal assurance as provided in gart (¢)b of this paragraph,
the Commissioner will direct the insurer to pay the full face amount to the State.

The licensee must malntain the policy in full force and effect until the
Commissioner releases the financial assurance mechanism as provided in this
paragraph. Fallure fo pay the premiuim, without substitution of alternate financial
assurance as specified in this paragraph, will constitute a significant violation of
these reguiations, warfranting such remedy as the Commissioner deems
necessary. Such violation will be deemed to begdin upon receipt by the Director of
a notice-of future cangellation, termination or falluwre to renew due {o nonpayment
of the premium, rather than upon the date of expiration.

The policy must provide that the insurer may not cancel, terminate or fail to
renew the policy except for fallure to pay the premium. The automatic renews} of
the policy must, at a minimurm, provide the insured with the option of rehewal at
the face amount of the expiring policy. If there i a failure to pay the premium, the
insurer may elect to cancel, terminate or fail to renew the policy by sending
notice by certified mail to the licensee and the Director. Cancellation, termination
or failure to renew may not gcour, however, during the 180 days beginning with
the date of receipt of the nofice by both the Director and the licensee, as
svidenced by the retuin receipts. Cancellation, termination or failuie to renew
may not occur and the policy will remain in full force and effect in the évent that
on or bafore the date of expiration:

N The Commissioner deems the facility abandoned,
{1} The license is terminated or revokad orrenewal is denied;

(i) Closure is ordered by the Commissioner or a court of competent
jurisdiction;

(VY The licensee is named as debtor in a voluntary or involuntary procesding
under Title 11 (Bankruptcy), U.S. Code; or
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(V) The prernium due is paid.

(vil} ~ Commencing on the date that liability to make payments pursuant to the policy
accrues, the Insurer will thereafter annually increase the face amount of the
policy. Such increase must be equivalent to the face amiount of the policy, lass
any payments made, multiplied by an amiount equivalent to 85 percent of the
most recent investient rate or of the equivalent coupon-issue yield anhounced
by the U.S. Treasury for 26-week Treasury securifies,

Personal Bond Suppoited by Securities

- A applicant or ficensee may satisfy the requirements of subparagraph (c) of this

paragraph by filing his personal performance guarantee dccompanied by collateral in the
form of securiies. He must guarantee sufficient funds to perform reclaiming in
accordance with acceptable practices for protection of health and safety and other
requirements of the license for the facllity. The securities supporting this guarantee must
be fully registered as to principal and interest in such manner as to identify the State and
the Division as holder of such collateral and to also identify that person filing such
coliateral. These secutities must have a current market value at least adeguate to provide
the necessary financial assurance and must be included among the following types:

[£)] Negotiable cerfificates of deposit assigned irrevocably to the State.

n Such certificates of deposit must be automatically renewable and must
be assigned to the State in writing and recorded as such in the records of
the financial institution issuing such certificate.

(i) Buch cerlificates of deposit must also include a statement signed by an
officer of the Issuing financial institution which waives all rights of lien
which the institution has or might have against the certificate.

()] Megotiable United States Treasury seécurities assignad irrevocably to the State.

{iii} Negotiable generai obligation municipal or corporate bonds which have at least
an "A” rating by Moody's and/or Standard & Poor's rating services and which are
assigned irrevocably to the State.

Personal Bond Supported by Cash

An applicant or licensee may safisfy the requirements of subparagraph (c) of this

paragraph by filing his personal performance guarantee accompanied by. cash in an

arount at least adedquate to provide the necessary financial assurance.

Financial Test and Corporate Guarantee.

{B An applicant or licensee may satisfy the requirements of subnaragragh {c) of this
paragraph by demonstrating that he passes a financial test as specified in this

part. To pass this test the ficensee must meet the criteria of either item (1) or (i)

of this subpart as follows:

0] The applicant or licensee must have:

L Two of the following three ratios: 2 ratio of tofal liabilities to net

worth less than 2.0, a ratio of the sum of net income plus
depreciation, depletion and amortization to total liabllities greater
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than 0.4, and & ratio of current assets to cutrent liabilities greater
than 1.5,

1. Net working capital and tarigible net worth each at least six 6
times the current reclaiming cost estimate;

H1. Tangible net worth of at least $10 million; and

V. Assets in the United States amounting to at least 80 percent of
this iotal assels or at least sie 6 times the current reclaiming cost
estimate. :

{H) The applicant or licensee must have:

I A current rating for hig most recenit bond issuance of AAA, AA, A
or BBB as issued by Standard & Poor's, or Aaa, Aa, A or Baa as
issued by Moody's;

[, Tangibte net worth at least six 6 times the turrent reclalming cost
estimate;

iH. Tangible net worth of at Jeast $10 million; and

iV, Assets located in the United States amounting to at least 90
percent of his tolal assefs or at least ¢ix 6 times the current
reclalming cost estimate.

(i1} ‘The phrase “clrrent reclaiming cost estimates” as used in subpart (i) of this part
refers to the cost astimates required to be shown in paragraphs 1 Hwough 4 of
the lettet from the applicant’s or licensee's chief financial officer.

(i) To demonstrate that he meets this test, the applicant or licenses must submit the
following items to the Director.

(N A letter signed by the applicant’s or licensee's chisf financial officer and
worded as specified in part ()4 of this paragraph,

i) A copy of the independent cerified public accountant's ‘r‘ep.‘é'rt on
examination of the applicant's or licensee’s financlal statements for the
iatest completed fiscal year; anhd

(i A special report from the applicant’s or licensee’s independent certified
nublic accountant to the applicant or licensee stating that:

I He has compared the data which the letter from the chief
financial officer specifies as having been derived from the
independently audited, yearend financial statements for the
latest fiscal year with the amounts in such financial statements;
ahd

I in connection with that procedure, no matlers came to his
attention which caused him to believe that the specified data
should be adjusted.

(iv)  After the initial submission of items specified in subpart (iii) of this part, the
licensee must send updated information fo the Director within 30 days after the
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)

{vi)

{vii)

(Vi)

close of each succeeding fiscal year. This information must consist of all three
itemns specified in subpart (iii) of this part.

If the. licensee no longer meets the requirements of gubipart () of this part, he
must send notice to the Director of intent to estabiish alternate financial
assurance as specified i this paragraph. The notice must be sant by cerlified
mail within 90 days after the end of the fiscal year for which the yedr-end
financial data show that the licensee no longer meets the requirements. The
licensee must provide the alternate financial assurande within 120 days after the
end of such fiscal year.

The Director may, based on a reasonable belief that the licenses may no longer
meet the requirements of gubipait (i} of this part, require reports of financial
condition at any time from the licensee in addition to those specified in subpart
(i) of this part. If the Director finds, on the basis of such reports or other
information, that the licensee no longer meets the requiremients of subipart (i) of
this part, the licensee must provide alternate financial assurance as specified In
this paragraph within 30 days after nofification of such & finding.

The Director may disallow use of this test on the basis of qualifications in the
opinion expressed by the independent certified public accountant in his report on
examination of the applicant's or ficensee's financial statements. An adverse
opinion or a disclaimer of opinion will be sause for disallowance. The Director will

.evaluate other qualifications on an individual basis. The applicant or licensee

must provide aliernate financial assurance as specified in this paragraph within

30 days-after nofification of the disallowance.

An applicant or licensee may meet the requirements of subparatraph (¢) of this
paragraph by obtaining 4 written guarantee, hersafter referred to as “corporate
guarantes.” The guarantor must be the parent corporation of the licensee, The
guarantor must meet the requirements for applicants or licensees in gubparts (i)
through {(vii) of this ‘part and must comply with the terms of the corporate
guarantee, The wording of the corporate guarantee must be identical to the
wording specified in gart (i) of this paragraph, The corporate guarantes must
accompany the items sent to the Director as spacified in sybpart (iif) of this part.
The terms of the corporate guarantee must provide that:

)} If the licensee fails to perform reclaiming of a facility covered by a
corporate guarantes for reclaiming in accordance with acceptable
practices to protect heaith and safety and other license requirements
whenever required to do so, the guarantor will do so or forfeit to the State
monies in an amotint equal to the current reclaiming cost estimate for the
facility, as provided in patt (¢)5 of this paragraph.

{1 The corporate guarantes will remain in force unless the guarantor sends
niotice of cancellation by certified mall to the licensee and to the Director.
Ganceliation may not occur, howaver, during the 180 days beginning on
the date of receipt of the notice of cancellation by. both the licensee and
the Director as evidenced by the return receipts.

()  If the licensee fails to provide alternate financial assurance as specified
in this paragraph and obtain the written approval of such aiternate
assurance fromt the Director within 80 days after receipt by both the
licensee and the Director of a notice of .canceilation of the corporate
guarantee from the guarantor, the guarantor will provide such alternative
financial assurance in the name of the licensee,
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(e} Use of Multiple Financial Mechanisms

In mesting the requirements of gubparattzph (o) of this paragraph, an applicant or licensee may
utilize more than one financial assurance mechanism per facility. These machanisms are limited
to personal bonds supported by letters of credit, insurance, securilies or cash. The mechanisms
must be as specified in gybparaurank (d) of this paragraph, except that it is the combination of
mechanisms, rather than the single mechanism, which must provide financial assurance for the
necessary amount,

{f) Us¢ of a Financial Mechanism for Multiple Facilities

An applicant or licensee may Use a financial assurance mechanisi specified in subibaragraph (d)
of this paragraph to meet the requirements of subbaragraph (c) of this paragraph for more than
ane facility he owns or operates in Tennessee. If so, the mechanism submitted o the Director
must include a list showing, for each facility, the license number, name, address and amount of
funds for reclaiming care assured by the mechanism. The amount of funds available through the
mechanism must be no less than the sum of funds that would be avallable if a separate
mechanism had baen filed and maintained for each facility.

{9) Substituting Alternate Financial Assurance

In meeting the requirements of subparagraph {c) of this paragraph, a licensee may substitute
alternate financial assurance meeting the requirements of this paragraph for the financial
assurance already filed with the Director for the facility. However, the existing financial assurance
shall not be released by the Commissioner untll the substitute financial assurance has been
received and approved by him.

{n) Pracedures for Forfeiture of Financial Assurance.

1. Upon the determination of abandonment, insolvency or other inability of the. ficensee to
perform to the satisfaction of the Commissioner, a notice of non-compliance shall be
serveéd upon the licensee. Such notice shall be hand-delivered or forwarded by certified
rnail. The notice of non-compliance shall specify in what respects the licensee has failed
to perform as reguired,

2. If the Commissionsr determines that the Hoensee has failed to perform as specified in the
notice of non-compliance, or as specifled in any subsequent compliance agreement
which may have beeén reached by the licensee and the Commissioner, the Director shall
cause a notice of show cause meeting to be served upon the licensee. Such notice shalt
be signed by the Director and either harid-delivered or forwarded by certified mall to the
licensee. The notice of show cause meeting shall establish the date, time and location of
a meeting scheduled to provide the licensee with the opportunily to show cause why the
Director should not pursue forfeiture of the financial assurance filed to guarantee such
performance.

3 If no mutual compliance agresment is reached at the show cause meeting, or, upon the
Commissioner's deterimination that the licensee has failed to perform as specified in such
agreement that was reachied, the Director shall request the Commissionser to order
forfeiture of the financial assuranca filed to guarantes such performance.

4. The Commissioner shall order farfeiture of- the financlal assurance upon his validation of
the Director's determinations and upon his determination that the procedures of this
subparagraph have been followed. The Commissioner may, however, at his discretion,
provide opportunity for the licensee to be heard before himself before issuing such order.
Upon issuance a copy of the order shail be hand-delivered ar forwarded by cerlified mail
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to the licensee. Any such order issued by the Commissioner shall become effective 30
days after the receipt by the licensee.

If necessary, upon the effective date of the order of forfeiture, the Commissioner shall
give notice to the State Attorney General who shall colect the forfeiture.

All funds from forfeited financial assurances shall be deposited in the State’s radiation
reclamation trust fund account for use by the Commissioner as set forth in Seetion 58-23-

A0B-pbihedat TC A 8882024

(i incapacity of Applicants or Licensees, Guarantors, or Financial Institutions.

1.

An applicant or licensee must notify the Director by certified mall of the commencement
of a voluntary ‘or involuntary proceeding under Title 11 (Bankruptey), U.S. Code, naming
the applicant or ficensee as deblor, within ten 10 days after commencement of the
proceeding. A guarantor of a corparate guarantee as specified in parf (d)8 of this
paragraph must make such a notification if he is.named as debtor, as required under the
terms of the cotporate guarantee,

An applicant or licensee who fulfills the requirements of this paragraph by obtaining a
surety bond, letter of credit or insurance policy will be deemed to be without the required
financial assurance in the event of bankruptey of the issuing institution or a suspension or
revocation of the authority of the institution issuing the surety bond, letter of credit or
Insurance policy to issue such instruments, The applicant or licensee must establish
other financlal assurance within 30 days after such an avent.

(i} Wording of the Instruments.

1.

§5-7030 (July 2010)

A surety bond guaranteeing funds for reclaiming as specified in part (d)1 of this
paragraph, must be worded as follows except that the instructions in parentheses are to
be replaced with the relevant information and the parentheses deleted:

SURETY BOND

Date bond executed:
Effective date: _
Principal: (legal name and business address of applicant or licenses)
Type of organization: {insert “individual,” “joint venture,” "partnership” or “corporation™)
State of incorporation: _

Surety(les): (Name(s) and business address({es))

License number, name, address and reclaiming cost for each facility guaranteed by this
bond (iist amounts separately):

$.
Total penal sum of bond: $
Surely's bond number:

KNOW ALL PERSONS BY THESE PRESENTS, that we, the Principal and Surety(ies)
hereto are firmly bound to' the Tennessee Department of Environment and Conservation
(hereinafter called Department), in the above penal sum for the payment of which we
bind ourselves, our heirs, executors, administrators, successors and assigns jointly and
severally, provided that, where the Surety(ies) are corporations acting as co-surelies, we,
the Surelies, bind ourselves in such sum “jointly and severally” only for thé purpose of
allowing a joint action or actions against any or all of us, and for all other purposes each
Surety binds itself, jointly and severally with the Principal, for the payment of such sum
anly as is set forth opposite the name of such Surety, but if no limit of fiabllity is indicated,
the fimit of liability shall be the full amount of the penal sum. :
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WHEREAS said Principal is required, under the Tennessee Radiological Health Service
Act, as amended, o have a lcense in order fo receive, possess, store and use
radipactive material at the facility identified above, and

WHEREAS said Prihcipai is required to provide financial assurance for reclaiming as a
condition of the license;

NOW, THEREFORE, the conditions of this obligation are such that if the Principal shall
faithfully perform reclaiming, whenever required to do se, of each facility for which this
bond guarantees funds for reclaiming, io the satisfaction of the Commissioner,
Tennessee Department of Environment and Conservation in accordance with acceptable
practices for profection of health and safety pursuant to all appficable laws, statutes, rules
and regulations, as such laws, statutes, rules and regulations may be amended,

OR, if the Principal shall provide alternate financial assurance as spacified in 3206-02.40-
A2 paragragh (4) of Rule 0400-20-18-12, and obtain the written approval of such
assurance from the Director, Division of Radiological Health (hereinafter called Director),
within 90 days after the date notice of canceliation is received by both the Principal and
the Director from the Sursty(ies), then this obligation shail be null and void, otherwise it is
to remain in full force and effect.

The Surety{ies) shall become liable on this bond obligation only when the Prlnmpai has
failed to fulfill the conditions described above.,

Upon notification by the Director that the Principal has been found in violation of the
reclaiming requirements of the Division, for a facility for which this bond guarantees funds
for performance of reclaiming, the Surety(ies) shall forfelt the reclaiming cost amount
guaranteed for the facility to the Department as directed by the Director.

Upon notification by the Director that the Principal has filed to provide alternate finaneial
assurance as specified in 4200-02-40-12 paragraph (4) of Rule 0400-20-10-.12, and
obiain written approval of such assurance from the Director during the 30 days following
recelpt by both the Principal and the Director of a notice of cancellation of the bond, the
Surety(ies) shall forfelt funds in the amount guaranteed for the facility(ies) to the
Dapartment as directed by the Director.

The Surely(ies) hereby waive(s) notification of amendments to licenses, applicable laws,
statutes, rules and regulations and agree(s) that no such amendment shall in any way
alleviate its (their) obligation on this bend.

The liability of the Surety(ies) shall not be discharged by any payment or succession of

payments hereunder, unless and until such payment or payments shall amount in the

aggregate to thé penal sum of the bond, but in o event shall the obligation of the
Surety(ies) hereunder exceed the amount of said penal sum,

The Surety{ies) may cancel the bond by sending rotice of cancellation by certified mail to
the Principal and to the Director, provided, however, that cancellation shail not ocour
during the 180 days beginning oh the date of receipt of the notice of cancellation by both
the Principal and the Director, as evidenced by the return receipts.

The Principal may terminate this bond by sending written notice fo the Surety(ies),
provided, however, that no such notice shall become effective until the Surely(ies)
receive(s) writien authorization for termination of the bond by the Director.
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IN WITNESS WHEREOF, the Principal and Surety(ies) have executed this SURETY
BOND and have affixed their seals on the date set forth above,

The persons whose signatures appear below hereby certify that they are authorized to
execute this surety bond on behalf of the Principal and Surety(les) and that the wording
of this surety bond is identical to the wording spacified in 4200-02-10--32 part (A} of
Rule 0400-20-10-12 as such regulation was constituted oh the date this bond was
eéxecutad.

PRINCIPAL
(Signature(s))
{Nams(s))
(Title{s))
(Corporate seal)
CORPORATE SURETY(IES)
(Name and address)
State of incorporation:
Liability limit: $
{Signature(s))
{Name(s} and title(s)}
Corporate seal:
{For every co-surety, provide signature(s), corporate seal and other information in the
same manner as for Surety above.)
Bond premiuim: $:

A leiter of credit, as spacified in pag (d)2 of this paragraph, must be worded as follows
except that instructions in parentheses are to bie replaced with the relevant information
and the parenthesés deleted:

IRREVOCABLE STANDBY LETTER OF CREDIT
Director

Division of Radiological Health 7
Tennessee Department of Environment and Conservation

Dear Sir or Madam:

We hereby establish our lrrevocable Standby Letter of Credit No. in your
favor, at the request and for the account of (applicant’s or licensse's name and address)
up to the aggregate amount of (in words) U.S. dollars $ , available upon
presentation of;

1) your sight draft, bearing reference to this letter of credit No. . and

2) your signed statement reading as Tollows: *1 certify that the amount of the draft is

payable pursuant to regulations issued under authority of the Tannessee
Radiological Health Service Act, as amended.”

This letter of credit is éffective as of {date) and shall expire on (date at least s 1 year
later), but such éxpiration date shall be automatically extended for a period of (at least

oie 1 year) on (date) and on each successive expiration date, unless, at least 180 days

before the current expiration date, we-notify both you and (applicant’s of licensee's name)
by certified mail that we have decided not fo extend this letter of credit beyond the current
expiration date. In the event you are so notified, any unused portion of the credit shall be
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available upon presentation of your sight draft for 180 days after the date of receipt by
both you and (licensee’s narme), as shown on the signed return receipts.

Whenever this letter of cradit is drawn on under and in compliance with the terms of this
cradit, we shall duly honor such draft upon presentation to us, and we shall forfeit the
amount of thé draft to the State of Tennessee In accordance with your instructions.

We cerlify that the wording of this letter of credit is identical to the wording
specified ih 4200-02-38-42 part (402 of Rue 0400-20-10-12 as such
regulation was constituted on the date shown immediately below.

{Signature{s} and title(s) of official(s) of issuing institution) (Date)

This cradit is subject to {insert "the most recent edition of the Uniform Gustoms and
Practice for Documentary Credits, published by ihe International Chamber of
Commerce,” or "the Uniform Commerclal Code).

A Certificate of insurance, as specified in part {(d)3 of this paragraph must be worded as
follows except that instructions in parentheses are to bé replaced with the relevant
information and the parenthaeses deleted:

CERTIFICATE OF INSURANCE FOR RECLAIMING

Name and Address of Insurer
{herein called the *Insurer™}:

Name and Address of Insured
{(herein called the "Insured”)

Facilittes Covered: (List for each facility: The license number, haime, address and the
amount of insurance for reclaiming {these amounts for all facilities covered must total the
face amount shown below))

Face Amount: $

Policy Number:

Effective Date:

The Insurer hereby certifies that it has issued to the Insured the policy of insurance
identified above to provide financial assurance for reclaiming the facilities identitied
above. The Insurer further warrants that such policy conforms in all respects with the
reguirements of 4200-82-10-42 parl (4)()3 of Rule 8400-20-10-12, as apphcabie and as
such regufations were constituted on the date shown immediately below. it is agreed that
any provision of tha policy inconsistent with such regulation is hereby amended fo
eliminate such inconsistency.

Whenever reguested by the Director, Division of Radiological Health, Ténnessce
Department of Environment and Conservation, the Insurer agrees fo furnish to the
Director, Division of Radiological Health a duplicate original of the policy listed above,
including ali endorsements thereon,

| hereby certify that the. wording of this certificate is identical to the wording specified in
3208021012 part (4)0)3 of Rule 0400-20-10-.12 as such regulation was constituted on
the date shown immediately balow.
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{Authorized signature for insurer)
{Name of person signing)
{Title of person signing)

Signature of witness or notary:

{Date)

4. A letter from the chief financial officer, as specified in part (d)B of this paragraph must be
worded as follows except that instructions in parentheses are to be replaced with the
relevant information and the parentheses deleted;

LETTER FROM CHIEF FINANCIAL OFFICER
{Address to Director, Division of Radiological Health)

1 am the chief financial officer of (name and address of firm). This letter is in support of
this flrm 8 use of the financial test to demonstrate financial assurance, as specifted in

L2 paragraph (4) of Rule 0400-20-10-12.

{Fill out the following four paragraphs regarding facilities and associated cost estimates. If
your firm has no faclliities that belong in a particular paragraph, write "None” in the space
indicated. For each facility, include its ficense number, hame, address and current
reckaiming cost estimates.)

1, This firm is the licensee at the following facility for which financial assurance for
reclaiming is demonstrated through the financisl test specified in 42060234043
paradraph (4) of Rule 0400-20-10-.12. The current reclaiming cost estimate
covered by the test is: §

2, This firm guarantees, through the corporate guarantee specified in 4206-02-40.
A2 paragraph (4) of Rule 0400:20-10-,12, the reclainiing of the foliowing facility
owned of operated by a subsidiary. of this firm. The current cost estimates for
reclaiming so guarantéed is: § . ‘

3. in other states, this firm, as licensee or guarantor, i$ demonstrating financial
assurange for reclaimning of the following facifities through the use of a test
- equivalent or substantially equivalent to the financial test specified in 1200.02-10-
42 patagraph (4) of Rule 0400-20-10- 12, The current reclaiming cost eslimates
coverad by such a test are shown for each facility: $

4, This firm is-the licensee of the following facilities receiving, possessing, using or
storing radioactive material for which financial assurance for reckaiming is not
demonstrated either to the Division, ancther State, or the U.S. Nuclear
Regulatory Commission through the financial test or any other financial
assurance mechanisms specified in 4200-02-40~12 paragraph (4) ¢f Rulg D480~
20-10-,12 or equivalent or substantially equivalent mechanisms. The current
reclaiming cost estimates not covered by such financial assurance are shown for
gach facility: $

This firm {insert “is reguired” or “is not required”) to file a Form 10K with the
Securities and Exchange Commission (SEC) for the latest fiscal year
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2,

*3.

*4,

*5
“6

7

*8.

9.

10,
11,
12,
*13.

14.
15,
16.
17.

The fiscal year of this firm ends on (mionth, day). The figures for -the following
items marked with an asterisk are derived from this firm's independently audited,
year-end financial statement for the latest completed fiscal year, ending (date).

(Filt in Alternative | if the criteria of jtersi (d)8(1)(1) of this paragraph are used. Fill in
Alternative Il is if the criteria of jein (d)8(I){II) of this paragraph are used).

ALTERNATIVE ]
Sum of current reclaiming cost estimates
(total of all cost estimates shown in
the four paragraphs above) $
Total liabilifies (if any portion of the reclaiming
cost estimate is included in total liabllities, you
may deduct the amount of that portion from this
fine and add that amount to lines 3 and 4)
Tangible net worth
Net worth -
Current assets

Current liabilities

©®i R R B O

Net working capital {line 5 minus line 6)

‘The sum of net income plus depreciation,
deplation, and amortization 3

Total assets in U.S. {required only if less than
20% of firm's assets are located inthe U8 $

Is line 3 af least 310 million?

Is line 3 at least 6 times line 17

s line 7 at least 6 times Iine 17

Are at least B0% of firm's assets located
in the U.S.7 U not, complete line 14

Is fine 9 at least 6 times iine 17

Is line.2- divided by ling 4 less than 2.0?

I8 line 8 divided by line 2 greater than 0.17

I line 5 divided by line 6 greater than 1.57

ALTERNATIVE Il
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1. Sum of current reclgiming cost estimates
{total of all cost estimates shown in the

four paragraphs above) $
2. Current bond rating of most recent issuance
of this firm and name of rating service
3. Bate of issuance of bond
4, Date of maturity of bond
*5, Tangible net worth $
*5 Total assets in U.S. {required only if less than
90% of firm's assets are located inthe UB)  §
, . y YES NO
7. Is line 5 at least $10 million?
8. Is line 5 at lzast 6 Hmes fine 17
9. Are &t least 90% of firm’s assels located in

the 1J.8.7 If not, complete fine 10.

10. s line 6 at least 6 times lne 17

| hereby certify that the wording of this letter is identical to the wording specified in $200-
J230-42 part ()14 of Ruie 0400-20-10-.42 as such regulations were in effect on the
date shown immediately balow.

{Signature}
{Name)
(Title)
{Date)

A corporate guarantee, as speclfled in part (d)6 of this paragraph, must be worded as
follows except that instructions in parentheses are to be replaced with the relevant
information and the parentheses delefed:

CORPORATE GUARANTEE FOR RECLAIMING

Guarantee made this (date) by {name of guaranteeing entity), a business corporation
organized undear the laws of the State of {Insert name of State), herein refarred to as
guarantor, to the Tennessee Department of Environmen! and Conservation
(Department), obligee, on behalf of our subsidiary (applicant or licensee) of (business
address).

Recitals
1. Guarantor meets or exceeds the financial test criteria and agrees to comply with

the reporting requirements for guarantors as specified in 1208823032 parl
()6 of Rule 0400-20-10-12.

2, (Applicant or licensee) owns or operates and is licensed by the Department to
receive, possess, store and use radioactive material at the facllity covered by this
guarantee: (List for the facility; license number, name and address).
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10,

For value received from (licensae), guarantor guarantees fo the Department that
in the event that (licenses)} falls to perform reclaiming of the above facllity in a
manner deemed acceptable by the Commissioner to assure health and safety
from radiation hazards and other license requirements, the guarantor shall do so
or forfeit to the State of Tennessee, as specified in $200-02-10--42 paragraph (4)
of Ruls 0400-20-10-.12 monigs in an amount equal to the current reclaiming cost
estimates as specified in 1200-02-40-4% pargraph (4) of Rule £400-20-10-.12,

Guarantor agrees that if, at the end of any fiscal year before termination of this
guarantee, the guarantor fails to meet the financial test criteria, guaranter shall
send within 30 days, by certified mail, nolice te the Director of the Department's
Division of Radiological Health {Dwisnon Director} and to (licenses) that he
intends to provide alternate financial assurance as specified In 4200024992
paragraph (4) of Rule 0400-20-10-.12, in the name of {licenses), Within 90 days
after the end of such fiscal year, the guarantor shall establish such financial
assurance uniess (licensee) has done so.

The guarantor agrees o notify the Division Director, by certified mail, of a
voluntary or involuntary proceeding under Title 11 {Bankrupicy), U.S. Code,
naming guarantor as debtor, within fex 10 days after commencement of this
proceeding.

Guarantor agrees that within 30 days after being nofified by the Division Director
of a determination that guarantor no longer meets the financial test criteria or that
he is disallowed from continuing as a guarantor for reclaiming he shall establish
alternate financial assurance as specified in 1200-82-48-42 paragranh (4) of
Rule 0400-20-10- 12 in the name of (licensee) unless (licenses) has done so.

Guarantor agrees o remain bound under this guarantee notwithstanding any or
all of the following: amendment or modification of the license, the extension or
reduction of the time of parformance of reclaiming or any other modification or
alteration of an obligation of the licensee pursuant to these reguiations.

Guarantor agrees to remain bound under this guarantee for so long as (licenses)
must comply with the applicable financial assurance requirements of 4288.052-30-

4% paragraph (4) of Rule 0400-20-10-.12 for the above-listed facility, except that

guarantor may cancel this guaraniee by sending notice by certifled mall to the
Division Dirsctor and to {licensee), such cancellation fo become effective no
earlier than 180 days after receipt of such notice by both the Department and
(licehsee), as evidenced by the return recelpls.

Guarantor agrees that if {licensee) fails to provide alternate financial assurance
as specified in 4200-02-10~12 paragragh (4) of Rule 0400:20-10. 12, and obtain
written approval of such assurance from the Division Director within 30 days after
a notice of cancellation by the guarantor is received by the Division Director from
guarantor, guarantor shall provide such alternate financial assurance in the name
of (licensee).

Guarantor expressly walves notice of acceptance of this guarantee by the
Department or by (licensee). Guarantor also expressly waives notice of
amendments or modification of the facility license.

{ hereby certify that the wordmg of this guarantee Is identical to the wordmg specified in
4200-02-50-42 part (4 Ruie 0400-20-10-12 as such regufataons were in effect on
the date first above written.
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Effective Date:

(Name of guarantor)

(Authorized signature for guarantor)
{Name of psrson signing)

(Title of person signing)

Signature of witness of notary:

(k) Persons licensed at the time these financial assutance regulations become effective and upon
notice by the Departtment must, within a period of sinsty 90 days following such notice, provide
the required financial assurance. .

{0 The Depattment may reavaluate, at any time, the adequacy of existing financial assurance and
may require their adjustment by either increasing or decreasing the amount of financial assurance
required so that adequate funds will be available,

(m) Except that the following persons are exempt from the requirements of this paragraph:

1. State and local government agencies,
2. Educational institutions accredited by the Southetn Association of Golleges and Schools.
3. Licensees of the State Licensing Board for the Healing Ars and those medical facilities

possessing or utilizing radioactive materials for medical purposes when supervised by
such licénsees.

4, Veterinarians possessing or utifizing radivactive materials in their veterinary practice.
5. Persons possessing or ulilizing radioactive materials for “in vitro” medical purposes.
8. Persons possessing or utilizing only genarally ficensed quantities of radioactive materials.

(n) Each person licensed under this chapter shall keep records of information important to the

' decominizsioning of a facility in an identified location untii the site is relgased for unrestricted use.
Bafore licensed activities -are transferred or assigned in accordance with 4200-82-10-168 Rule
0400-20-10- 18, a licensee shall transfer all records described in this paragraph to the new
licensee. In this case, the new licensee will be responsible for maintaining these records until the
license is. terminated, If records important to the decommissioning of a facility are kept for other
purposes, tefereénce to these records and their locations may be used. Information the Division
considers important to decommissioning consists of:

1. Records of spills or other unusual oceurrences involving the spread of contamination in
and around the facility, equipment, or site {These records may be limited to instances
when contamination remains after any cleanup procedures or when there is reasonable
fikeliiood fhat contaminants may have spread to inaccessible areas as in the case of
possible seepage into porous materials such as concrete. These records must include
any known information on identification of involved nuclides, quantities, forms, and
congentrations);

2. As-built drawings and modifications-of structures and equipment in restricted areas where
radioactive materials are used andfor stored, and of locations of possible inaccessible
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contamination such as buried pipes which may be subject to contamination (If required
drawings are referenced, each relevant document need not be indexed individually. If
drawings are not available, the licensee shall substitute appropriate records of available
information concerning these areas and locations);

3. Except for areas contalning only sealed sources (provided the sources have not leaked
or no contamination remains after any leak) or byproduct miaterials having only half-lives
of less than 65 days, a list contained in a single-document and updated every 2 years, of
the following:

] All areas designated and formerly designated restricted areas as defined in 4
paragraph (62) of Rule 4300-02-06~-32 0400-23-05-32:

{ii) All areas outside of restricted areas that r‘équire— documentation undet part {44a31
of Ede-1200-02-10-42 this subparagraph;

(iif) All areas oulside of restiicted areas where current and previous wastes have
been buried as documented under Rule #200-02.06-48% g400-20-08-137; and

{iv) All areas outside of restricted areas that contaln material such that, If the license
; expired, the licansee would be required to either decontaminate the area to meet
the criteria for decommissioning in Rule 4200-02-40-.38 0400-20-10-.36, or apply

for approval for disposal under Rule $200-62-05--121 g«mﬁuzﬁ«ag}«ggg

4. 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.

(5) The applicant or an aexisting licensee, for whom financial assurance is required and where it is intended
that the licensed facllity will eventually cease to operate while containing, storing of possessing
radioactive sources on the premises and will require continuing and perpetual care or survéillance over
the facility to protect public health, safety or welfare, shall deposit sums to a Perpetual’ Care Trust Fund
maintained by the Commissioner in the naime of the State.

{a) The Commissioner shall consider the foilowing in making his determination of the Perpetuat Care
Trust Fund deposits Tor each individual applicant or licensee.

1. The nalure of the licensed radicactive material, including its radiotoxicity, half-life,
chemical and physical form and containment;

2. Size and type of facllity to he decommissioned; and

3 The anticipated cost to the State of perpetual care and surveillance.

{b) The Department may reevaluate at any time the adequacy of a licensee’s contributions to the
existing Perpetual Care Trust Fund and may adjust by increasing or decreasing the rate of
contribution or the specified amount required of a licensee so that the fund may be adequate in
amount to meet perpetual care requirements of that licensse.

(6) Definitions of terms used in paragraph (4) of this rule.

(a) “Current reclaiming cost estimate® means the most recent of the estimates prepared in
accordance with parig {43(c)1, 2, and 3 slparagraph-{4) of this rule,

{b) “Director’ means the Director of the Division of Radiologital Health of the Department of
Environment and Consetvation.
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(d)

“Parent corporation” means a corporation which directly owns at least 50 percent of the voting
stovk of the corporation which is the facllity owner or operator; the latter corporation is deemed a
“subsidiary” of the parent corporation.

The following terms are used in the specifications for the financial tests for financial assurance for
reclaiming. The definitions are intended to assist in the understanding of these regulations and
are not intended to iimit the meanings of terms in a way that confiicts with generally accepted
accounting praclices. .

1. ‘Assets” méans alt existing and alt probable future economic beneflits obtained or
controlled by a particular entity.

2. "Current assels” means cash or other assets or resources commonly identified as those
which are reasonably expected fo be realized in cash or sold or consumed during the
normal operating cycle of the business.

3. °Curfent liabilittes” means obligations whose liquidation is reasonably expected to require
the use of existing resources properly classifiable as current assets or the creation of
other current liabiiities.

4, “independently audited” refers to an audit performed by an independent certified public
accountant in accordance with generally accerited auditing standards,

5, “|iabilities" means piobable future sacrifices of economic bengfits arising from present
obligations to transfer assets or provide services to other entities in the future as a result
of past transactions or evenis,

6. “Net working capital® means current assels minus current llabifities.

7. *Net worth” means total assets minus total liabilities and is eguivalent to owner's equity.

8. *Tangible net worth” means the tangible assets that remain after deducting labilities;
such assets would not include intangibles such as goodwilt and rights to patents of
royalties,

Authority: T.C.A. §§ 68-202-107 et seq., 68-202-201 et seq., and 4-5-201 et seq,

4:200-02-10-13 (400-20-10-.13 Special Requirements for Issuance of Specific Licenses.

N Reserved

(2) Reserved

{3) Reserved

4 Multiple quantities of types of radioactive material for use in research and development. In additien to the
requirements set forth in 4206-02-48-42 Rule 0400.20-10-.12, a specific license for multiple quantities or
types of radioactive material for use in research and devetopment will be issued only if:

(a) The applicant has established an isotope committee (composad of such persons asa radiological
safely officer, a representative of the business office, and one or more persons trained or
experienced in the safe use of radicactive materials) which will review and approve, in advance of
purchase of radicisotopes, proposals for use; and
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(b The applicant has appeinted a radiological safety officer who will advise and assist on radtologxca!
safety problems.

{5) Manufacture, distribution or initial distribution of devices fo persoiis generally ficensed under 4200-02-40-
10 paradraph (2) of Rule 0400-20-10-.10. In addition to the requirements set forth In Wﬁgﬂ
0400-20-10-. 12, a specific license to distribute certain devices of the types enumerated in 420002404
paragranh (2) of Bule 0400-20-10-.10 to parsons generally ficensed under 3200024040 m (2)
of Rule eacxwwm 10 or equivalent regulations of the U.S. Nuclear Reguiafory Commissson an
Agreement State or a Licensing State will be Issued only if:

(a) The applicant submils sufficient information relating to the design, manufacture; prototype testing,
quality control, labels, proposed uses, installation, servicing, leak testing, operating and safety
instructions, and potential hazards of the device to provide assurance that:

1. The device can be safsly operated by persons not having training in radiological
protection;
2. Under ordinary condltions of handling, storage and use of the device, the radioactive

material contained in the device will not be released or inadvertently removed from the
device, and no parson will receive in ons | year a dose in excess of ten 14 percent {10%:)
of the mits specified in 4360-02-06--80 Rule 0400-20-08-

3. Under accident conditions {such as fire and explosion) associated with handling, storage
and use of the device, it is unlikely that any person would receive an external radiation
dose or dose commitment in excess of the dose to the appropnate organ as spegcified in
Table RH8 7-1;

TABLE RHS 7-1
TABLE OF ORGAN DOSES

Part of Body rem  mSv/Sv

Whole body; head and trunk; active blood
forming organs; gonads; or lens of eye 15 150 mSv

Hands and forearms; feét and ankles; localized
areas of skin averaged over areas no larger o
than 1 syuare centimetef 200 25v

Other orgéns 50 500 mSv

) Each device bears a durable, legible clearly visibie label or labels approved by the Division that
contain(s) in a clearly [dentifled and separate statermant:

1. instructions and precautions for safe instaliation, operation and servicing of the device
{documents such as operating and service manuals may be identifled in the labal and
used to provide this information);

2. The requirements, or fack of requirement, for leak testing, or for testing any on-off
mechanism and indicator, including the maximum time interval for such testing, and the
identification of the radicactive material by isofope, guantity of rad:oacﬁwly and date of
determination of the quantity; and
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3. The information called for in one of tha following statements in the sarme or similar formi:

{H The receipt, possess«on use, and transfer of this device, Model 2

Serial No. g are subject to a general license or the equivalent and
the requlations of the U §. Nuclear Regulatory Commigssion or of a State with
which the NRC has entered into an agreement for the exercise of regulatory
authority. This labsl shall be maintained on the device in a legible condition.

Removal of this fabel is prohibited.

CAUTION — RADIOACTIVE MATERIAL

{Name of manufacturer or distributor)

{iH The receipt, possession, use and transfer of this device Model 2
Serial No. ‘3 are subject te a general license or the equivalent and
the regulations of a Llcenslng State. This label shall be maintained on the device
in a [egible condition. Ramoval of this label is prohibited.

CAUTION - RADIOACTIVE MATERIAL

(Name of manufaclurer or distitbutor)

{c) Each device having a separable source housing that provides the prinsary shiefding for the source
also bears, on the source housing, a durable label containing the device model number and serial
number, the Isotope and quantily, the words “CAUTiON RADJOACTIVE MATERIAL," and, if
practicable, the radiation symbol described in 4200-02-05-446 Rulg 0400-20-05-,110 and the
name of the manufacturer or initial distributor,

{d) Each device meeting the criteria of 1200-02-10-40 Rule 0400-20-18- 1 bears a permane_nt (2.9,
embossed, elched, stamped, or engraved) label affixed to the source housing if separable, or the
device if the sourcé housing is not separable, that includes the words, "CAUTION -
RADICACTIVE MATERIAL," and, if practicable, the radiation symbol describied in -4200-0248.
440 Rule 0400-20-05-,110.

{s) In the svent the applicant desites that the device be tested at intervals longer than &k 8 months,
either for proper operation of the on-off mechanism and Indicator, if any, or for ieakage of
radloactive material, or for both, he shall include in his appfication information to demonstrate that
such longer Interval is justified by performance characteristics of the device or similar devices,
and by design features that have a significant bearing on the probability of gonsequences of
leakage of radioactive material or failure of the on-off mechanistn indicator. In determining the
acceptable interval for the test for feakage of radioactive material, the Division will consider
information that includes, but Is not iimited fo:

1. Primary containtment (source capsule);
2. Protection of primary containment;

3. Method of sealing containment;

4, Containment construction materials;

4 specified elsewhere in jabeling affixed to the davice, the modsl, serial number and mamuacturer of distributor may be omitled from this
label, :

$8-7039 {July 2010) 4 RDA 1693

a3



5, Form of contained radicactive material;

6. Maximum temperature withstood during prototype tests;

7. Maximum prassure withstood during prototype tests;

8, Maximum quantity of contained radioactive material,

9. Radiotoxlcity of contained radivactive material; and

10, gp‘ﬁratmg éxperience ‘with identical devices or similarly designed and censtructed
evices;

{f) In the event the applicant desires that the general licensee under 4200-02-40--40 paragraph (2)
of Rule 0400-20-13-10 or under equivalent regulations of the U.S. Nuclear Regulatory
Comrnission, an Agreement State or a Licensing State, be authorized to install the device, collect
the sample to be analyzed by a specific llcensee for leakage of radicactive material, service the
device, test the- on-off miechanism and indicator, or remove the device from installation, he ghall
include in his application written instructions to be followed by the general licensee, estimated
calendar quarter doses associated with such aclivity or activities and the basis for such
estimates. The submitted information shall demanstrate that performance of such activity or
activities by an Individual untrained in radiological protection, in addition to other hancilmg,
storage and use of devices under the general license, will not cause that individual to receive in
one year a dose in excess of ten 10 percent {$0%; of the limits specified in $200-02-06-50 Rule
2400-20-08-.50,

Q) Before radioactive material may be transferred in a device for use under a general license, each
person ficensed under 4260-02-40--343(5} this. paragraph shall furnish the following information to
each person to whom he directly or through an intermediate person transfers radioactive material
in a device. In the case of a transfer through an intermediate person, the information shall be
provided to the intended user and to the intermediate person prior to initial transfer to the
Intermediate person.

For use under the general license contained in  For use under equivalent regulations of the
4200-02-30-40 paragraph (2) of Rule 0400-20- U.S. Nuclear Regulatory Commission or an

A1 Agreement State or a Licensing State

1. A Copy of the general ficense A copy of the general'Iicense»contained in the
contained in 4200-20-40-40 paragraph U8, Nuclear Regulatory Commission's,
(2) of Ruls 8400-20-10-10. Agreement Sfate's, or Licensing State’s

regutataons equivalent to 42300-B3-30..14
paragraph (2) Rule 0400-26-10-10.

Alternatively, he may fumish a copy of the
general license contained in 3206-02-30--40
paragraph (2) of Rule 0400-20-10-10. H a
copy of the general license in $200-02-40--40
paragaph () of _Rule 0400.20-10- 10 is
furnished to such a person, it shall be
accompanied by a note exglaining that the use
of the device is regulated by the U.S. Nuclear
Regulatory Commission, Agreement State or
Licensing  Slate  under reqmrements
substantially the same as those in 42000244

40 paraaraph (2) of Rule sagggzmm

$8-7039 (July 2010} a7 . RDA 1693



If parts $200-02-10.10 (2)(c)2 through If paragraphe-{e}{2} through44 o fed48) parts
4 or 00218106 13 of Rule ga};c:z:z tﬁmggkﬁmja of Rule (400-20-16-10,

0400-20-10-40 do not apply to the or sections of the Agresment Slate or
particular device, those parts may be Llcensing State regulations equivalent to these

omitted; paragtaphe parls, do notapply to the particular
device, these paragraphe parld may be
omitted.

2 A copy of 4200-02-40-28 Rules 0400- A copy of 10 CFR §§31.2, 30,51, 20.2201, and
20-10-26, 4200-02-06-140 (400-20- 20.2202 or the Agresment Siate or Licensing
05-.140 and 4200.-02-06-344% 0400-20- State regulations equivalent to these NRC

05141, regutations.

3 A list of services that may only he performed by a specific licensee;

4. Information on acceptable disposal options including estimated costs of disposal;

5, A statement that regulatory agencies may Issue citations and civil penalties for improper
disposal; angd.

6. The name or fitle, address, and phone number of the person at the appropriate regulatory

agency from whom additional information may be obtained.

(h} An alternative approach to inforiming customers may be proposed by the licensee for approval by
the Division.

(i Each device that is transferred ene-1-yeai after the-sffacth

e AW ET
R EC TR LTE B B 1 S

H Lhis-ntle on May 26, 2008 or
later shall meet the labeling requirements in subparagraphs 42%-@3»»1@&«43{@} {b}, (¢} and (d) of
ihis par 1.

i Each persen licensed under 4200-02-40-43{8) this_paragranh to distibule devices to' gen'eraliy
licensed persons shafl;

-1, Report to the Divisnon at its offices located at the address in Rule 3200020403
20:04-007, all transfers of such devices to persons for use under the genarai Izcense in
4256-02-10--19 pargaraph (2) of Rule 84006.20+-10-.10.

2. Report to the U.S. Nuclear Regulatory Commission all transfers of such devices to
persons for use under the U.S. Nuclear Regulatory Commission general license in
Section 31.5 of 10 CFR Part 31,

3. Report to the responsible Agreement of Licensing State agency all transfers of devices
manufactired and distributed pursuant to 3200.-02-40--13(8} this paragraph for use under
a general licanse in that state's regulations squivalent to $208-83-40--10 paragraph (2) of

Rule 0400-20-10-10:
4. Reports required by parts (833 1, 2, and 3 of this subparaurapt shall identify:

0 Each general licensee by name and mailing address for the location of use; if
there is na mailing address for the location of use, an alternate address for the
general licensee shall be submitted along with information on the actuai location
of use,;

(i) ° The name, fitle and phone number of the person identified by the general
licensee as having knowledge of and authority to take required actions o ensure
compliance with the appropriate regulations and requirements;
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10.

11

(i) The date of transfer;
(iv) The type, model number and serial number of the device transferrad: and
V) The guantity and typs of radidactive material contained in the device.

if one or more intermediate persons will temporarily possess the device at the intended
place of use prior to its possession by -the user, the report shall include the same
information for both the intended user and each Intermediate person, and clearly’
designate the intermediate person(s).

For devices received from a general licensee, the report shall include the identity of the
general licensee by name and address, the type, model number and serial number of the
device received, the date of receipt, and, in the ¢case of devices nol initially transferred by
the raporting licensee, the name of the manufacturer or initial transferor.

if the licenses makes changes 1o a device possessed by a general licensee, such that
the tabel must be changed to update required information, the repori shall identify the
general licenses, the device, and the changes to information on the device label,

The report shall cover each calendar quarter, shall be filed within 30 days of the end of
the calendar quarter, and shall clearly indicate the period covered by the report,

The report shall clearly identify the specific licerisee submiting the report and include the
license number of the speuific licensee,

If no transfers have bean made to or from persons generally licensed under 42{10-02-10-

-39 paragraph (2) of Rule 0400-20-10- 10 during the reporting period, the report shall so
indicate.

Keep records showing the name, address of use, and respehsible individual for each
general licensee to whom he directly or through an intermediate person transfers
radioactive material in devices for use pursuant to the general ficense provided in 1200
02-10-40 parggraph (2) of Rule 0400-20-10-10 or aquivalent regulations of the U.S.
Nuclear Regulatory Commission, an Agreement State or a Licensing State. The records
shall show the date of each transfer; the miodel number, serlal number and the isotope
and guantity of radicactivily in each device transferred, the identity of any infermediate
person(s), and compliance with the report requirements of this subparagraph. The
records required by this part {838334 shall be maintained for & period of trss 3 yeals
from the date of the recorded event.

{8) The use of sealed sources in industrial radlography.

In addltion to the requirements set forth in Wﬂu{e 0400-20-10-.12, a specific license for use
of sealed sources in indusirial radiography will be issued only if:

(a) The applicant will have & program for training radtographers and radiographer's assistants and
-submils to the Division for approval a schedule or description of such program which specifies

the:

1.
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initial raining:

()] This initial training will consist of a complete training program as outlined in $200-
§2-08-04 Hule B400-20-08-07; of
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(b)

(©

{d)

(e)

(i) Résumeés of prior training and experience of individuals that show fuffiliment of
the requirements of 3260-02-08-07 subparagraphs (7)(8) and (b) of Rule D&%{}Qu
20-08-07 and the program for the initial training of such individuals in the
licénsee's or registrant's specific industrial radiography program as outiined in
$208-02-08-07 subparagraphs (7)(6), (d) and (@) of Rule 8400-20.08. 07,

2. Periodic training;
< On-the-job training;
4. Means to be used by the applicant to determine the radiographer's knowledge and

understanding of and ability fo comply with Division regulations and licensing
requiremerits and the operating and emergency procedires of the applicant; and

5. Means to be used by the applicant to determine the radiographer's-assistant's knowledge
and understanding of and ability fo comply with the operating and emergency procedures
of the applicant;

The applicant has established and submlts !0 ihe Dwism for approval wrilten operating and
emergency procedures as-described in 4200-02-08-.08 paragraph (2) of Rule 0400-20-08-05;

Tha applicant will have an internal Inspection system to assure that Division regulations, license
provisions, and the applicant's operating and emergency procedures are followed by
radiographers and radiographer's assistants; the inspaction system shall include the performance
of internal inspections at intervals not to exceed thme 3 months and the retention of records of
such inspections for inspection by the Divigion.

The applicant submits to the Division a deseription of his overall organizational structure
perfaining fo the radiography program, including specified delegations of autharity and
responsibility for operation of the program; and

The applicant who desires to conduct his own leak tests must establish procedures to be followed
in testing sealed sources for possible leakage and contamination and submit to the Division for
approval 8 description of suich procedures including:

1. Instrumentation to be used;

2. Method of performing tests, e.q., points on equipment to be smeared and meathod of
taking smear; and

3. Pertinent experience of the person who will perfarm the test.

{7 Multiple quantities or types of radioactive material for use in processing.

In addition to the requirements set forth in

2 Rule 0400-20-10-.12, a specific license for

multiple quantities or types of radioactive maienal for use]n processing for distribution to other authorized
persons will be issued onty if*":

(a)

The applicant’s staff has experience in the use of radicisotopes for processing and distribution;

and

Aulhcnty to frahsfar possession or conirol By the manufacturer, processor, or preducer of any equipment, device, comniodity, or other
product containing by preduct material whose subsequent possession, use, transfer, and disposal by all oltier parsons are exempted from
raguiatory requirements may be obtained only from the LS. Nuclear Regulatory Gommission, Washington, DG 20656.
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©

(10)

(b} The applicant has appointed a radiologi¢al safeiy officer who will advise ani¢h assist on radiological
safety problems.

introduction of radisactive material into products in exempt conceritrations,

In addition to the requirements set forth h 4200-02-10-42 Rule 04D0<20-10..12, a specific llcense
authorizing the iniroduction of radivactive material into a product or malerial owhed by or m the
possession of the licensee or another to be transferred to persons exempt under 428¢-08.30..0
subnaradgraph (1)(a) of Rule 0400-20-10-04 will be issued only if:

(&) The applicant submits a description of the product or material into which the radioactive material
will be introduced, intended use of the radioactive material and the product or material inte which
it is introduced, method of introduction, initial concentration of the radioactive material in the
product or material, controt methods to assure that no more than the specified concentration is
introduced into the product or material, estimated time interval between introduction and transfer
of the product or material and estimated concentration of the radioactive material in {the product or
material at the time of transfer; ang

(b} The applicant provides assurance that the concentrations of radioactive material at the time of
transfer will not exceed the concentrations in Schedule RHS 8-4, that reconcentration of the
radioactive material in concentrations exceeding those i Schedule RHS 8-4 is not fikely, that
lower concentrations cannot be used, and that the product or material is not fikely to be
incorporated in any food, beverage, cosmetic, drug, or other commadity or product designed for
ingestion or inhalation by, or application to, a human being. Each person licensed under this
paragraph {8}, shall file an amual report with the Division which shall identify the type and
quaniily of each product or material into which radivaictive materlal has been introduced during
the reporting period, name and address of the person who owns or possesses the product or
material into which radicactive material has been intraduced at the time of introduction, the type.
and quantity of radioactive material introduced into each product or matertal, and the initial
concentrations of radipaciive material in the product or material at: the tie of transfer of the
radioactive material by the licensee. If no transfers of radioactive material have been made
pursuant to this paragraph {8} during the reporting period, the report shalt 50 indicate. The. report
shall be subritied within 30 days after the end of each calendar year.

Radivactive matetial in luminous safely devises for use in aircraft,

In addilion to the requirements set forth in 3200-02-40-42 Rule 0400-20:10-12, = specaf;c license to
manufacture, assemble, repair, of distribute to persons generally licensed under 1200-02-40-10
paragraoh (3) of Rule ﬂéﬁ@d@—‘% g--40 luminous safety devices containing radioactive materials. for use in
aircraft will be issued only if the requirements of Sections 32.53, 32.54; 32.55, 32.56 and 32.101 of 10
CFR Part 32 ot their equivalent are met.

Manufacture, preparation or transfer for comimercial distribution of radiopharmaceuticals containing
radioactive material for madical use,

(a) An application for a specific ficense to manufacture, prepare, or transfer for commercial
distribution radiopharmaceuticals containing radioactive material for use by persons authorized
pursuant fo Chapter 3200-82-07 0400.20-07 will be approved if.

1. The applicant satisfies the general requirements specified in Rule 4200-03-30-32 Q400
20-10- 12

2. The applicant submits evidence that the applicant is at least one of the following:

{B Registered or licenised with the U.S. Food and Drug Administration (FDA) as the
owner or operator of a drug estabisshment that engages in the manufaciure,
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(i
(i)
(iv)
v

preparation, propagation, compounding, or processing of a drug under 21 CFR
207.20{a);

Registered or licensed with a state agency as a drug manufacturer;
Licensed as a pharmacy by the Tennessee Board of Pharmacy,
Operating as a nuclear pharmacy within a Federal medical institution; or

A Positron Emission Tomography (PET) drug production facility registered with a
state agency.

The applicant submils information on the radionuclide; chemical -and physical form;
packaging including maximum activity per vial, syringe, generator or other container of
the radioactive drug; and shielding provided by the packaging of the radicactive material
for safe handling and storage of radiopharmaceuticals by medical use licensess; and

The appticant satisfies the following labeling requirements:

(i}

(i

A label is affixed to each transport radiation shield, whether it is constructed of
lead, glass, plastic or other material, of a radioactive drug to be transferred for
commercial distribution, The label shall include the radiation symbol and the
words "CAUTION, RADIOACTIVE MATERIAL" or "DANGER, RADIOACTIVE
MATERIAL", the name of the radioaclive drug or its abbreviation; and the
guantity of radioactivity at a specified date and fime, For radioactive drugs with a
half-life greater than ene-hunadrad 100 days, the time may be omitted.

A label is affixed to each syringe, vial or other cohtainer used to hold a
radioactive drug o be transferred for commercial distribution. The label shall
include the radigtion symbol and the words "CAUTION, RADIOACTIVE
MATERIAL" or "DANGER, RADIOACTIVE MATERIAL" and an identifier that
ensures that the syringe, vial or other contalner can be correlated with the
information.on the transport radiation shield label.

9] A licensee describad by subpart (a)2(ill) of this paragraph:

1.

£5-7039 (July 2010)

May prepare radiopharmaceuticals for medical use, as defihed in Rule 4208.02-07..05
Q400-20-07- 05, provided that the radiopharmaceutaca!s are prepared by either an
authorized nuclear pharmactst as specified in parts 2 and 4 of this subparagraph, or an
individual under the supervision of an authorized nuclear pharmacist as specified ih Rule

(i)

(i

(i

208020718 0400-20-07- 18,

May- allow a pharmacist to work as an authorized nuclear pharmacist if:

Thas mdw;dual c:ualiﬂes as an authonzed nuclear pharmacist as defined in Hule

This Individual meets the requirements specified in Hulg

peracranh (2) of Rule, 0400-20-07-.25 and Rule +200-08-07-27 "gg@: " ?—g |
and the licensos has recelvad an approved license amendment identifying this
individual as an authorizad nuclear pharmacist; or

This individual is designated as an authorized nuclear pharmacist in accordance
with part 4 of this subparagraph.
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The actions authorized in parts { and 2 of this subparagraph are permitted in spite of
meore restrictive language in license conditions,

May designate a pharmacist (as defined in Rule 4200-02.07-.05(24)
an authorizad nuclear pharmacist if;

400-20-07- 08) as

(i The individual was a nuclear pharmacist at a Government agency or Federally
recognized indian Tribe before November 30, 2007 or at all other pharmacies
before August 8, 2000, or an earlier date as noticed by the NRC.

Shall provide to the Division a copy of each individual's;

)] Certification by a specialty board whose cerlification process has been
recognized by the Division, U.8. Nuclear Reguiatory Commission or an
Agreement State as specified in Rule-$300.02-0%-25 paragraph (1) of Rule
0400-20-07-.28 with the written attestation signed by & precaptor as required by
Rule-1200-02-07-25 5 subparacraph (2)(b) of Rule 0400.20-07- 25, or

(i) The Division, U.8. Nuclear Regulatory Commission or other Agreemerit State
license; or

(jit) NRC master materials licensee permit; or

{iv) The permit issued by a licensee or NRC master materials permittee of broad
scope or-the autharization from a commercial nuclear pharmacy authorized to list
its own autherization nuclear pharmacist; or

v} Doeumentation that only accelerator-produced radioactive materials were used in
the practice of nuclear pharmacy at a Government agency or Federally
recoghized Indian Tribe before November 30, 2007 or at all other locations of use
before August 8, 2009, or an earlier date-as noficed by the NRC; and

{vi) A copy of the state pharmacy licensure or registration, no later than 30 days after
the date that the licensee allows, the individual to work as an authorized nuclear
pharmacist under subparts 2(i} and (i) of this subparagraph.

{t} A licensee shall possess and use instrumentation to measure the radioactivity of radioactive
drugs. The licensee shall have procedures for use of the instrumentation. The ficepsee shall
messure by direct measurement or by combination of measurements and calculations, the
amount of radioactivity in dosages of aipha—, beta—, or photon-emitling radieactive- drugs before
transfer for commercial distribution. In addition, the licensees shall:

1.

Parform tests before initial use, periodically and following repalr, on gach instrument for
accuwracy, linearity and geometry dependence, as approprigte for the use of the
instrument; and make adjustments when riecessary, and

Check each instrument for constancy and proper operation at the beginning of each day
of use.

{d) Nothing in this rule relieves the licensee from complying with applicable FDA, other Federal and
State requirements governing radioactive drugs.

{11}  Manufacture and distribution of generators or reagent kits for preparation of radiopharmaceuticals
containing radioactive material, In addition to the requirements set forth in $200-02-40-32 Rule 0400-20-
10-42, a specific license to manufacture and distribute generators or reagent kits containing radioactive

§5-7039 (July 2010)
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material for preparation of radioPharmaceuticaIs by persons licensed pursuant to 4206-02-67 Chapter
D400-20-07 will be issued only if*:

(a)

(b)

(c)

(d)

(e)

(f

The requested site for manufacture andfor distribution of generators or réagent kits is located
within this State;

The applicant submits evidence that:

1. The generator or reagent kit is to be manufactured, labeled and packaged in aceordance
with the Federal Food, Drug and Cosmetic Act of the Public Heaith Service Act, such as
a new drug application (NDA) approved by the United States Food and Drug
Administration {FDA), a biologic product license issued by FDA or a “Notice of Claimed
Investigational Exemption for a New Dirug” (IND) accepted by FDA; or

2. The manufacture and distribution of the generator or reagent kit are not subleet to the
Faderal Food, Drug and Gosmetic Act and the Public Health Service Act;

The applicant submits information on the radionuctide, chemical and physical form, packaging
including maximum activity per package, and shielding provided by the pacicaging of the
radioactive material contained in the generator or reagent kit;

The label affixed to the generator or reagent kit contains information on the radionuciide, quantity
and date of assay,

The label affixed to the generator or reagent kit, or the leaflet or brochure which accompanies the
generator or reagent kit, contains:

1. information, from a radiation safety standpoint, on the procedures to be followed and the
equipment and shielding to be used in eluting the generator or processing radivactive
material with the reagent kit; and

2, A statement that this generator or reagent kit, as appropriate, is approved for use by
persons Hcensed by the Division pursuant to 4200-02-07 Chapter 0400-20-07 of these
regulations, or under equivalent licenses of the U.S. Nuclear Regulatory Commission, an
Agreement State-or g Ligensing State; and

The labels, leaflets or brochuires required by subparagraphs (d) and {e) of this paragraph are in
addition to the labeling required by the FDA and they may be separate from or, with the approval
of FDA, may be combined with the labeling required by FDA.

(12)  Manufacture and distribution of sources or devices contalning radicactive material for medical uses. In
addition to the requitements set forth in 4208-02-30-32 Rule 0400-20-10-.12, an application for a spesific
license to manufacture and distribute sources and devices containing radioactive- material to persons
licensed under 320002807 Chapter (400-70-07 of these regulations for use as a calibration,
transmission, or refarence source or for the uses listed in $200-02-07-84 Rules D400-20-07- 61, 42080-
PRGBS 0400-20-07-81, 4200-92-07-63 0400-20-07-83, and 1200-02-07~81 0400-20-07-31 will be
approved if:

(&)

The applicant satisfies the general reguiremenis in
0002010+ 12,

" Although the Depariraent does not regulate the manufacture and distribution of reagent kits that do not contain radioactive material, it
doss reguiale the use of suich reagent kils for the preparation of radiopharmaceulicals containing radivactive material as part of its
licensing and ragulation of the usars of radioactive materlal. Any manufacturer of reagent kits that do ndt contain radioactive matarial who

- daslies to have reagent kits approved by the Department for use by persons licensed pursvant to 3260-02.0¢ Chapler $480-20-07 may

submit the pertinent Information spetified In this paragraph {48}
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{b) The applicant submits information regarding sach type of source or device pertinent to an
evaluation of its radiation safety, including:

1. The radioactive material contained, its chemical and physical form and amount;

2. Detalls of design and construstion of the sofirce or dévice;

3 Procedures for, and resulls of, prototype tests to demonstrate that the source or device
will maintain its integrily under stresses likely to be encountered;

4. For devices containing radioactive material, the radiation profiie of a prototype device;

5, Details of quality control procedures to assure that production sources and dewces meet
the standards of the design and firotolype tests;

8. Procedures and standards for calibrating sources atid devices,

7. Legend antd methods for labeling sources and devices as to their radioactive content; and

8. Ins!rucﬂané for handling and storing the source or device for radiation safety; these

instructions are to be included on a durable label attached to the source or device or
attached to a permanent storage contalner for the sowrce or device; provided that
instructiong which are too lengthy for such label may be summarized on the label and
printed in detail on a brochure which is referénced on the labal;

{c) The labiel affixed to the dource or device, or to the perimanent storage conlainer for the source or
device, contains information on the radionuclide, quantity, and date of assay, and a statement
that the Division has approved distribution of the {(name of the source or devica) to persons
licensed o use radaoacuve matenai identified in 4200-0207-3% ﬁigs Qggg;ﬁg»ﬁ =31, 0003
F7~53 D400:20-07-.51, 4200-00-07-64 0400-20-07-81, and 3260-02-07-563 gggg«gawe?a 43 as
appropriate, and to persons who hold an equivalent license tssued by the U.S. NRC or an
Agreement State.

{d) In the svent the applicant desires that the source or device be required to be tested for ieakage of
radioactive material at intervals longer than skt 6 months, the applicant shall include in his
applicatioh information to demonstrate that such longer interval is justified by performance
characteristics of the source or device or similar sources or devices and by design features that
have a significant bearing on the probability or consequences of leakage of radioactive material
from the source. In determining the acceptable interval for test of leakage of radicactive material,
the Division will consider information that includes, but is not limited to:

1. Primary containment (source capsule);
2. Protection of primary contalnment;
3. Method of sealing cnrntainment;-
4, Containmeit construction materials;
5. ' Form of conlained radivactive material;
8. Maximum iemperatui*e withstood during prototype tests;
7. Maximum pressure withstood during prototype tests;
5§5-7039 (July 2010) 5 RDA 1693
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9.

10.

Maximurm quantity of contained radioactive material;
Radiotoxicity of contained radioactive material; and

Operating experience with identical sources or devices or similarly designed and
constructed devices,

{13)  Manufacture and distribution of radioactive material for certain in vitro clinical or laboratory testing under

general license.

In addition to the requirements set forth in Rule 1880-02-38-42 D40B-20:10-142, a spectflc Ilcense to
manufacture or distribute radioactive material for use under the general license of Prle - '
paragraph (7) of Rule 0400-20-10- 10 will be issued only if:

(a) The radicactive material is to be prepared for distribution in prepackaged units of:

1.

2
3.
4

todine-125 in units not exceeding 10 microcuries each.
lodine-131 In units not exceeding 10 microcurlés each.
Carbon-14 in unit$ not exceeding 10 microcurias esch,
Hydrogen-3 {tritlum} in units not exceeding 50 microcuries each.
iron-69 in units not exceeding 20 microcuries aach.

Cobalt-57 in units not exceeding 10 microcuries each.
Selenium-75 in units not exceeding 10 microcuries each.

Mock lodine-125 in units not exceeding 0.05 microcurie of iodine-129 and 0.005
microcurie of americium-241 sach.

(b Each prepackaged unit bears a durable, clearly visible label;

1.

identifying the radioactive contents as to chemical form and radionuclide, and indicating
that the amount of radivactivity does not exceed 10 microcuries of indine-131, lodine-125,
cobalt-57, selenium-75, or carbon-14; 50 microcuries of hydrogen-3 (tritium);, 20
microcuries of iron-89; or Mock jodine-125 in units not exceeding 0.05 microcurie of
iodine-129 and 0.005 micracutie of americium-241 each; and

Displaying the radiation caution symbol described in Rule 4200-02-55-340 0400-20-05-
114 and the words, "Caut:on Ratlivactive Material” aind “Not for internal or External Use
n Humans or Amimals.”

(©) The following statement or a substantially similar statement which contains the information called
for in the following statement, appears on 2 label affixed to each prepackaged unit or appears in a
{eaflet or brochure which accompantes the package:

1.

58-7039 (July 2010}

This radioactive matetial may be received, acquired, possessed and used only by
physicians, veterinarians in the practice of veterinary medicine, clinical laboratories or
hospitals and onty for “in vitro" clinical or laboratory tests not involving internal or external
administration of the material, or the radiation there from, to human beings or animals. lis
receipt, acquisition, possession, use and transfer are subject to the regulations and a
general license of the U.S. Nuclear Regulatory Commission or-of a state with which the
Commission has entered into an agreement for the exercise of regulatory authorily.
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(14)

(d)

'(Na’me of Manufacturer)

The label affixed i the unit, or the leaflet or brochure which accompanies the package, contains
adeguate information as o the precautions to be observed in handiing and storing such
radioactive material. In the case of the Mock lodine-125 reference or calibration source, the
information accompanying the source must also contain directions to the licensee regarding the
waste disposal requirements set out in Rule 4200-02-08--420 (0400-20-08. 120,

Pistribution of radioactive material in exempt quantkties’z.

(@)

(b)

An application for a specific license to distribute NARM o persons exempt from these regulations
pursuant to 4200-02-10-04 paragraph (3) of Rule 0400-20-10-,04 will be approved if.

1. The radioactive material is not contained in any food, beverage, cosmetic, drug, or other
commodity designed for ingestion or inhalation by, or application to, a human being;

2. The radioactive material is in the form of processed chamical elements, compounds, or
mixiures, lissue samples, bivassay samples, counting standards, plated or encapsulated
sources, or similar sybstances, identified as radioactive and to be used for its radicaciive
properties, but is not incorporated into any manufactured or assembled commaodity,
product, or device intended for commercial distribution; and

3. The applicant submits copies of prolotype labels and brochures ahd the Division
approves such labels and brochures,

The license issued under:mw subparagraph (a) of

following conditions:

his pafagraph is subject to the

1. No more than jes 10 exempt guantities shall be sold or transferred in any single
transastion. However, an exempt quantity may be composed of fractional parts of onie or
more of the exempt quantily provided the sum of the fractions shall not exceed unity.

2. Each exempt quantity shall be separately and individually packaged. No more that 10

such packaged exempt quantities shall be contained in any outer package for fransfer to
persons exempt pursuant o +200-02-30-84 patagraph (3) of Rule 0400-20-10- 04 The
outer package shall be such that the dose rate at the external surface of the package
does not exceed 0.5 millirem per hour,

3, The immediate container of each quantity or separately packaged fractional quantity of

radioactive material shall bear a durable, legible fabel which;
(i) Identifies the radionuclide and the quantity of radicactivity; and
(i Bears the wordé *Radivactive Material,” '
4. In addition to the labeling information réquired by 1200-02-10-13(34)(b} part 3 of thig

subparagiaph, the label affixed to the immediate container, or ah accompanying
brochure, shall:

{i State that the cohtents are exempt from Licensing State requirements;

12

Ses fooinste 2 of this Chaptler,
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(c)

(it Bear the words "Radicactive Matertal - Not for Human Useé -Incorporation into
Foods, Beverages, Cosmetics, Drugs, or Medicinals, or into Products
Manufactured for Commercial Distribution is Prohibited - Exempt Quanfities
Shouid Not Be Combined”; and

{iii) Set forth appropriate additionat radiation safety precautions and instructions
relating to the handling, use, storage and disposal of the radioaclive material.

Each person licensed under 4260-02-30--13(34} his paraaraph shall maintain records identifying,
by name and address, each person to whom radivactive material is transferred for use under
J2U0-02-10-04 parautach (3) of Rule 0400-20-10-.04 or the equivalent regulations of a Licensing
State, and stating the kinds and quantitres of radioactive material transferred. An annual summary
report stating the {otal quantily of each radionuclide transferred under the specific license shall be
filed with the Division. Each report shall cover the year ending June 30, and shall be filed within
30 days thereafter. If no transfers of radioactive material have been made pursuant to 420863
30--131443 this paragraph during the reporting period, the report shall so indicate.

(15)  Incorporation of naturally occurring and accelerator-produced radioactive material into gas and aerosol
detectors,

An application for a specific license authorizing the incorporation of NARM into gas and aerosol detectoers

to be distributed to persons exempt under Ruls-1200-02-46-04 part (2)(@)9 of Rule 0400-20-10- 04 will

be approved if the application satisfies requirements equivalent to those contained in Section 32.26 of 10

CFR Part 32. The maximum quantity of radium-226 in each device shall not exceed 0.1 microcurie.

(16}  Special requirements for license to manufacture or initially transfer calibration sources containing

americium-241, plutonium or radium-226 for distribution to persons generally licensed under 3300-02-44-

49 paragraph (4) of Bule 0400-20-10-.10.

{=) An application for a specific licenss to manufacture or initially transfer calibration or reference
sources containing americium-241, plutonium, or radium-226 for distribution to persons generally
licensed under %M@Q@&M paragraph (4) of Rulg D400-20-10- 10 will be approved if:

1. The applicant satisfies the general requirement of Rule 4250024042 (400-20-10-.12;
and
2. The applicant submits sufficient information regarding each type of calibration or
reference source pertinent to evaluation of the potential radiation exposure, including:
0] Chamical and physical form and maximum guantity of amsricium 241, plutonium
or radium-226 in the souice;
(i) Details of construction and design;
{iii) Details of the method of incorporation and binding of the americium-241,
plutoniun or radivm-226 in the source;
{iv} Procadures for and results of prototype testing of sources, which are designed to
contain more than 185 Bq (0.005 uCi) of americium-241, plutonium or radium-
228, to demonstrate that the americium-241, piutonium or radium-226 contained
in each source will not be released or be removed from the source under normal
conditions of use;
{v) Detalls of quality control procedures to be followed in manufacture of the source;
$5-7039 (July 2010) RDA 1893
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{vi} Description of labeling to be affixed to the source or the storage container for the
source; and

(vi)y  Any additional information, including experimental studies and tests, required by
the Division to facilitate a determmatlon of the safety of the source.

Each source will contain no more than 185 kBg (5 pCi) of americium-241, plutonium or
radium-228.

The Division deterimines, with respect to any type of scurce containing more than 185 By
(0.005 pCiy of americium-241, plutonium or radium-226, that:

)] The method of incorporation and binding of the amerlcium-241, plutonium or
radium-226 in the source is such that tha americium-241, plutonium or radium-
226 will not be released or be removed from the source under normal conditions
of use and handling of the source; and

(i) The source has been subjected to and has salisfactorily passed the prototype
tests prescribed by subparagraph (b) of this paragraph.

{b) Scheduie C- prototype tests for calibration or reference sources containing americium-241,
plutonium or radium-228.

An applicant for a license putsuant to subparagraph (a} of this paragraph shall conduct protetype.
tests for any type of source which is designed to conlain more than 185 Bg (0.005 uCi) of
americium-241, plutonilim or radium-226, in the order listed, on sach of five prototypes of such
source, which contains mora than 185 Bq {0.005 pGi) of amenclum—241 plutonium or radium-
228, as follows:

1.

£8-7039 (July 2010)

Initial measurement.

The quantity of radioactive material deposited on the source shall be measured by direct
counting of the source.

Dry wipe test.

The entire radicactive surface of the source shall be wiped with filter paper with the
application of moderate finger pressure. Removal of radicactive material from the source
shaft be determined by measuring the radioactivity on the filler paper or by direct
measurement of the radioactivity on the source following the dry wipe,

Wet wips test.

The entire radicactive surface of the source shall be wiped with filter paper, molstened
with water, with the application of moderate finger pressure. Removal of radioactive
material from the source shall be determined by measuring the radioactivity on the filter
paper after it has dried or by direst measurement of the radivactivity on the source
following the wet wipe.

Water soak test.

The source shall be immersed in water at room temperature for a period of bwentyfour 24
consecutive hours. The source shall then be removed from the water. Removal of
radinactive material from the source shall be determined by direct measurement of the
radioactivity on the source after it has dried or by measuring the radioactivity in the
residue obtained by avaporation of the water in which the source was immersed.

RDA 1693
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(©)

(d)

5. Bry wipe test.

Orn completion of the preceding test in part 4 of this subparagraph, the dry wipe test
described in part 2 of this subparagraph shail be repeated.

B. Qbservations,

Removal of mora than 185 Bq (0.005 pGi) of radioactivity in any test prescribed by this
subparagraph shall be cause for rejection of the source design. Results of prototype tests
submitted to the Division shall be given in terms of radioactivity in microcuries and
percent of removal from the total amount of radicactive material deposited on the source.

Labeling of devices.

Each person licensed under subparagraph (a) of this paragraph shall affix to each source, or
storage container for the source, a label which shall contain sufficient information relative to safe
use and storage of the source and shall include the following statement or a substantially similar
statement whish contains the information called for in the following statement;

The receipt, possession, use and transfer of this source, Model __, Serial No.
are subject to 4 general license and the regulations of the NRC or an
Agreement State. Do not remove this label.

ra—

CAUTION--RADIOACTIVE MATERIAL--
THIS SOURCE CONTAINS AMERICIUM-241 [PLUTONIUM OR RADIUM-226}.
DO NOT TQUCH RADIOACTIVE PORTION OF THIS SOURCE.

Name of manufacturer or initial transteror

Leak testirig of each seurce Each person licensed under subparagraph (a) of this paragraph
shall perform a dry wipe test upon each source containing more than 3.7 kBq (0.1 pCi) of
americium-241, plutonium or radium 226 prior to transferring the source to & general licensee
under Rille-1200-02-10-18 paragraph (4) of Rule 0400-20-10-10. This test shall be performed by
wiping the entire radioactive surface of the source with a fltter paper with the application of
moderate finger pressure. The radivactivity on the paper- shall be measured by using radiation
detection instrumentation capable of detecting 185 By (0.005 i) of americium-241, plutonium,
or radium-226. If any such test discloses more than 185 Bq {0.005 uGi) of radioactive material,
the source shall be deemed to be leaking or losing americium-241, plutonium or radium-226 and
shall not be transferred 1o a general licensee under W paragraph (4) of Rule -
0400-20-10- 10 of equivalent regulations of the NRC or an Agreement State.

{17y  Emergency preparedness.

(@)

Emergericy preparedness for possession of radioactive material other than uranium and
piutonium.

1. In addition to the requiremenis set forth in 4208-8240-42 Rule £$400-20.10-12, all
specific licenses issued, or for which an initial application er an application to amend is
submitted, to possess radioactive materials in unsealed form; on foils or plated sources,
or sealad in glass in excess of the quantities in Table RHS 7-2 must contain sither:

{i) An evaluation showing that the maximum dose to a person offsite due to a
release of radioactive materials would not exceed 1 rem efiective dose
equivalent or § rems to the thyroid; or

$8-7039 (July 2010} 60 RDA 1683
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Radioactive matefial

Actinium-228
Ameticium-241
Americlum-242
Americium-243.
Antinmony-124
Antimony-126
Barjum-133
Barjum-140
Bismuth-207
Bismuth-210
Cadmiim-109
Cadmium-113
Calclum-45
Californium-262
Carbon-T14
Cerium-141
Cefium-144
Cesium-134
Cosium-137
Chlorine-386
Chromium-51
Cobalt-60
Copper-64
Curlum-242
Curium-243
Cuwium-244
Curium-245
Eurgpium-152

$5-7039 (July 2010)

(i}

An emergency plan for responding to a release of raglioactive material.

One or more of the following factors may be used to support an evaluation submitted
under subpart @1{) of this gubparagraph:

{B

(i)
(i)
(iv)
v
(vi)

{vil)

The radioactive material is physically separated so that only a portion could be
involved in an accident;

All or part of the radioactive materlal is hot subject fo release during an accident
because of the way it is storad or packaged;

The release fraction in the respirable size range would be lower than the release
fraction shown in Table RHS 7-2 due to the chemical or physical form of the
material; -

The solubility of the radicactive material would reduce the dose received;

Facility design or enginesred safety featurés in the facility would cause the
release fraction to be lower than shown in Table RHS 7-2;

Operating restrictions or procedures would prevent a release fraction as large as
that shown in Table RHS 7-2; or

Other factors appropriate for the speific facility,

Table RHS 7-2

Quantities of radioactive materials requiring consideration of the

fraction

need for an emergency plan for resporiding fo a release,

Release.  Quantily Radioactive material ' Ralease  Quantily.

{cudes) frattion {curies)}
Europium-154 0.01 400
0.001 4,000 Europitire-155 0.1 3,000
0.001 2 Gearmaniumn-68 001 2,600
0001 : 2 Gadolinium-153 .01 5,000
0.001 2 Gold-198 001 30,000
.01 4,000 Hafalum-172 0.01 400
0.1 6,000 Hafaium-181 0.0 7,000
0.01 10,000 Holmium-166m 0.0f 100
a.01 30,000 Hydrogen-3 0.5 20,000
4.1 5,000 foding-125 0.5 10
601 800 lo8ine-131 0.5 10
001 - 1,000 indium-114m 0.01 1,000
0.01 80 lridium-192 .00 40,000
0.01 20,000 lron-55 0.0 40,000
0.001 9 (20 mg) Won-59 0.01 7,000
0,61 50,000 Krypton-85 1.0 6,000,000
0.01 10,060 Lead-210 .01 8
0.01 300 Manganese-56 0.01 60,000
001 2,000 Mercury-203 0.01 10,060
0.01 3,000 Melybdenurm-99 o.01 30,000
0.5 100 Neptunium-237 0.0 2
001 300,000 Nickel-63 KL 20,000
0.004 5000 Nioblum-84 ' 0.4 300
001 200,000 Phasphaius-32 0.5 100
0.001 60 Phosphorus-33 0.5 1,000
0.0 3 Polonlum-210 0.01 10
0.004 4 Potagsiurn-42 0.01 9,000
0.001 2 “Promathium-145 3.01 4,000
0.01 500 Promethium-147 .01 4,000
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Radium-226
Rulhentium-106
Samarium-151
Scandium-46
Selenium-75
Sliver-110m
Sodium-22
Sodium-24
Sirontium-89
Strontium-90
Sulfur-35
Technetiurn-98
Tachnetitim-99m
Tellurium-127m
Telluritm-128m
Terbium-160
Thulium-170
Tin-112
Tin-123
Tin-126

2

0.001
0.01
0.01
0.01
0.01
0.01
0.01
0.61
0.01
0.04

0.5
0.01
0.01
0.0t
0.0t
0.0
0.01
0.01
0.01
0.01

100
200
4,000
3,000
10,000
1,600
9,000
10,000
3,000
90

200
10,000
400,000
5,000
5,000
4,000
4,000
10,000
3,000
1,000

Titanlurit-44 0.01
Vanadium-48 a0
Kenon-133 1.0
Yitrium-91 .01
Zinc-65 0.01
2Zirconium-93 0.01
Zirconium-g5 0.0
Any offier bsta-gamma emitter 0.01
Wlxad fission products 0.01
Mixed corrosion produdis 0.01

Gontaminated equipment beta-gamma  0.001
Irratiiated nyaterial, any form other than

solid noncombustible 0.01

Ireadiated material, solid nonéombustible 0,001

‘Mixed radloaclive wasle, bala-gamma 0.01

Packaged mixad waste, bola-gamma®  0.001
Any other alpha amitler 0,001
Contaminated- eqmpmenl alpha 0.0001
Packaged waste, alpha® 0.0001

Combinations of radioadtive materials listed above ’

53] Emergency preparedness for possession of uranitm hexaﬂuoride

1.

in addition to the requirements set forth in 4200-0248-42 Rule 0400-20-10-.12, all
specific licenses to possess uranium hexafluoride in excess of 50 kitograms in a single

100
7,000
900,000
2,000
5,000
406
5,000
10,000
1,000
10,000
10,000

1.000
10,600
1,000
10,000
2

20

20

For combinations of radioactive materlals, ¢ohsidération of the naed for an emergency plan s required if the sum of the ralios of the
quantily of each radioactive material authorized to the quantity listed for that material in Table RHS 7-2 exceads one.
Waste packaged in Type B contalners does ot requite gn emergenty plan.

gontainer or 1000 kilograms total must contain either:

(N An evaluation showing that the maximum intake of uranium by a member of the

publi¢ due to a release would not exceed 2 milligrams; or

(i) An emergency plan for responding to the radiological hazards of an accidental

release of source material and to any associated chemical hazards directly

incldent thereto.

under subpart &31() of this subparagraph;

{) All or patt of the radicactive material is not subject to release during an accident

hecause of the way it is stored or packaged,

(i Facility design or engineered safety features. in the facility would reduce the

amout of the release; or

(1} Other factors appropriate for the specific facllity.

{c) Ernergency preparedness for possession of plutenium.

1.

88-7038 (July 2010)

In addition to the requirements set forth in 4200-04-02-42 Rule 0400-20-10-12, all
spicific licensas to possess plutonium in excess of 2 curigs in unsealed form or on foils

or plated sources must contain either:

0] An evaluation showing that the maximum dose to a member of the public offsite
due to a release of plutonium would not exceed 1 rem effective dose equivalent,

or

62

_ One or more of the following factors may be used o support an evaluation submitted
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)

An emargency plan for responding to the radiclogical hazards of an accidental
release of special nuclear material and to any associated chemical hazards
dirgetly incident thereto.

2. One or more of the following factors may be used to support an evaluation submitied
under gubipart Le11(i) of this subparagraph:

i

(ii)

{iil)

(iv)
(v}

(vi)

{vii)

The plutonium is physically separated so that only a portion could bé involved in
an accident;

All or part of the plutonium Is not subject to release during an accident becau‘se
of the way it is stored or packaged;

In the case of fires or explosions, the release fraction would be lower than 0.001
due to the chemical or physical form of the material;

The solubllity of the materigl released would reduce theé dose received:

The facility design or engineeted safety features In the facility would cause the
release fraction fo be lower than 0.001;

Operating restrictions or procedures would prevent a release large enough io
cause a member of the public offsite o receive a dose exceeding 1 rem effective
dose equivalent; or

Other factors appropriate for the specific facility,

(d) An emergency plan for responding to a release of radioactive material submitted under subpart
{a)1(i}), (pY1{il) or {c)1(ii) of this paragraph must include the following information:

1. Facility description.

A'brief description of the licensee’s facility and area near the site,

2. Types of accidents.

An identification of each type of accident for which profective actions may be reeded,

3 Classification of accidents.

A classification system for classifying accidents as alerts or site area emergencies.

4, Detection of accidents.

Identification of the means of detecling each type of radicactive materials accident in a
timely manner, ’

8. Mitigation of consequences.

A bfief description of the means and equipment for mitigating the consequences of each
type of accident, including those provided to protect workers onsite, and a description of
the program for maintaining the equipment,

6. Assessment of releases.

$5-7039 {July 2010}
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10,

11.

12,

A brief description of the methods and equipment fo assess releases of radioactive
material.

Responsibiiities,

A brief description of the responsibllities of licensee personnel should an actident oceur,
including identification of personnel responsible for promptly nofifying offsite response
organizations and the Division of Radiclogical Health; also responsibilities for developing,
maintaining and updating the plan.

Notification and coordination.

A commitraent to and a brief description of the means 1o promptly notify offsite response
organizations and request offsite assistance, including medical assistance for the
treatment of contaminated, injured onsite workers when appropriate. A control point must
be established. The notification and coordination must be planned so that unavailability of
some personnel, parts of the facllity, and some equipment will not prevent the nofification
and coordination. The licensee shall also commit to notify the Division of Radiclogicat
Health immediately after notification of the offsite response organizations and not later
that ené 1 hour after the licensee declares an emergency. *°

Information to be communicated.

A brief description of the types of Information on facllity status, radioactive releases and
recommended protective agtions, i necessary, to be given io offsite response
organizations and to the Division of Radiologlcal Health.

Training.

A brief description of the frequency, performarnice objectives and plan for the training that
the licensee will provide workers on how to respond to an emergency including any
spacial instructions and orientation tours the licensee would offer to fire, police, medicsl
and other emergency personnel. The training shall familiarize personnel with site-specific
emergency procedures. Also, the training shall thoroughly prepare site personnel for their
responsibilities in the event of accident scenarios postulated as most probable for the
specific site, including the use of team training for such scenarios,

Safe shutdown,

A briaf description of the means of restoring the facility to a safe. condition after an
accldent.

Exercises.

Provisions for conducting quarterly communications checks with offsite response
organizations and biennial onsite exercises to test response to simulated emergencies.
Quarterly communications checks with offsite fesponse organizations must include the
check and update of all nacessary telephone numbers. The licensse shall invite offsite
response organizations to participate in the blénnlal exercises. Participation of offsite
response organizations in biennial exercises although recommended is not required.
Exercises must use accident scenarios postulated as mast probable for the specific site

and the scenarios shall not be known to most exercise participants. The licensee shall

2 Theso reporting requirements do not supersede or release licensees of complying with the requirements under the Emergency Planning,
and Communlty Right—to-Know Act of 1888, Tille i, Public Law 99-489 {42 11,8, Ghavler 118) or other stale or federal reporiing

requirements.

§5-7039 {July 2010)

RDA 1693
64

1"{



(e)

®

critique each exercise using individuals not having direct implementation responsibility for
the plan. Citiques of exercises must evaluate the appropriateness of the plan,
emergency procedures, facilities, equipment, tralning of personnel and overall
effectiveness of the response. Deficlencies found by the critiqués must be corrected.

13 Hazardous chemicals.

A certification that the applicant has met its responsibilities under the Emérgency
Planning and Community Right-to-Know Act of 1986, Title lll, Public Law 99-499 {47
U.8.C. Chapler 118}, if applicable to the applicant's activities at the proposed pldce of the
use of the source material.

The licensee shall allow the offsite response organizations expected to respond in tase of an
accident 60 days to comment on the licensee’s emergency plan before submitting it to the
Division of Radiclogical Heaith. The licengee shall provide any commaents received within the 60
days to the Division of Radiological Health with the emergency plan.

Licensees required to submit emergency plans by this paragraph shall fallow the emergency plan
approved. by the Division of Radiological Health, The licensee may change the plan without
Division of Radiologleal Health approval if the changes do not decrease the effectivensss of the
plan. The licensee shall furnish the change to the Division of Radioiegrcai Health and to affected
offsite response organizations within zix § months after the change is made. Proposed changes
that decrease the offectivetiess of the approved emergency plan may not be implemented without
application to and prict approval by the Divisicn of Radiological Haalth.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 of seq.

3200-82-18--44 D400-20-10-,14 Reserved.

Authority: T:C.A. §§ 68-202-101 et seq., 68-202-201 et-seq., and 4-5-201 et 500

45 D400-20-10-.15 Issuance of Specific Licenses.

{1} Upon a determination that an applicant mests the requirements of the-Ast T.C.A §§:E§&2§3—2ﬁ1 at S8
and the regulations ryles of the Division will issue a specific license authorizing the proposed activity in
such form and containing such conditions and limitations as it deems appropriate or nécessary.

&) The Division may incorporate in any license at the time of issuance, or thereafter by amendment, such
additional requirements and conditions with respect to the licensee’s receipt, possession, use and
transfer of radioactive material subject to this Chapter as i deems appropriate or necessary in order to:

()
(b)

(c}

Protect the public health and safety or property;

Require such reports and the keeping of such records, and to provide for such inspection of
activities under the license as may be necessary to evaluate activities. conducted under the
licerise; and

Prevent joss or theft 6f‘ material subject to this Chapter.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

4206-02.30.48 0400-20-10-18 Specific Terms and Conditions of Licenses.

) Each Hcense issued pursuant to this Chapter shall be subject to ail provisions of the-Aet T.C A §% 85~

aq., how or hereafter in effect, and to all rules, regulations, and orders of the Division.

§5-7039 (July 2010) -  RDA 1693
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(2)

{3} Each person lcensed by the Division pursuarit to this Chapter shall confine has use and possession of
the material licensed to the locations and purposes authorized in the license.

{4) Each licensee authorized under Rule-4200-02-10-93 paragrach (8) of Rule 0400-26-10..13 to distribute
certain devices to generally licensed persons shalk '

(&) Report to the Division within thirty 30 days after the end of each calendar quarter all transfers of
such devicas to persons generally licensed under Ruls-1200-02-40-40 paragraph (2) of Fute
0400-20-10-.10 or, if no transfers have been made during the reporting period, the report shall so
indicate, For all fransfers the repoit shall identify eath geneial licenses by name and address, an
individual by name and/or position who may constifute a point of contact between the Division
and the general licensee, the type and model number of device transferred and the quantity and
type of radioactive material contained in the device; and

3} Fumish to sach general licensee in this State to whom he transfers such dewce & copy of the
general license contained in Ruis-4200-02-40..40 paradraph (2) ¢

{5) Each specific licensee shall notify the Division In writing when the licensee décides to permanently
discontinue all activities involving radicactive materials authotized under the license.

{6 Each licensee preparing technetium-99m radiopharmaceuticals from molybdenum-99/technetium-88m
generators of rubidiuni-82 from strontium-82/rubidium-B2 generators shall test the generator eluates for
‘molybdenum-989 breakthrough or strontium-82 and strontium-85 contamination, respectively, in
accordance with Rule 426-020%-44 0400-20-07- 41, The licensee shall record the resulls of each test
and ratain each record for threg 3 years after the record is made.

(7 Each specific licensee and each general licensge meeting the criteria of %@%@2«%& part
{2)(c)14 of Rule £480-20-10-.10 shall:

{a) Provide the Division written notification, at the address in Rule $208-02.04-8F 0400-20.04- 07,
immediately following the filing of a voluntary of involuntary petition for bankruptcy urider any
Chapter of Title 11 (Bankruptey) of the United States Code (U.5.C. 13
1. By or against the licenses;

2. By or ageinst an entity (as that term is defined in 11 U.S.C. 101(14)) controlling the
licensae or listing the license or licensee as property of the estate; or
3. By or agsinst an aifiliate (ds thét term is defined in 11 U.5.C. 101(2)) of the licenses;

(b) Include in the riotification required In subparagraph (a) of this paragraph the bankruptcy court in
which the patition for bankruptcy was filed, and

{c) Include in the notification required in subparagraph (a) of this paragraph the date of the filing of
the petition.

{8) Whén temporary job-sites are authorized on a specific license, radioactive material may be used at
temporary job-sites, in areas not under exclusive federal jurisdictien, throughout the State of Tennessee.

(%) Each portable gauge licensee shall use a minimum of awe 2 independent physical controls that form
tangible barriers to secure portable gauges from unauthorized removal, whenever portable gauges are
not under the control and constant surveillance of the licenses.
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(10)

(d)

{(a) Authorization under Rule—1200-02-19-11 paragraph (8) of Ruls 0400-20-1G-11 to produce
Positron Emission Tomography (PET) radicactive drugs for noncommercial transfer to medical
use licehsees in its consartium does not relieve the Hcensee from complying with applicable FDA,
other Federal, and-Agresfient State raquirements governing radicactive drugs.

(b Each ficensee authorized under Rule-4200-02-10-14 paragraph (8) of Rule 0400-20-10-.11 to
protuce PET radioactive drugs for noncommercial transfer to medical use licensees in its
consortium shall;

1. Satisfy the labeling requirements in Rule-3200-02-30~43 parl (10)(a)4 of Rule 0400-20-

10-.13 for each PET radicactive drug transport radiation shield and each syringe, vial, or

other container used to hold 8 PET radicactive drug Intended for rioncommercial
distribution to members of is consortium; and

2. Possess and usé Instrumentation to measure the radicactivity of the PET radicactive
drugs intended for nohcomimercial distribution to members of its consortium and meet the
procedural, radioactivity measurement, instrument test, instruiment check, and instrumerit
adjustment requirements in Rule1200-02-90-13 gubmdragraph (10)(0) of Rute (40420
10-.93.

{c) A licensee that is a pharmacy authorized under Rule4300-02-10--43 paragraph (8) &f Rule 0400-
20-10-711 to produce PET radioactive drugs for noncommercial transfer to medical use licensees
in its consortium shall require that any individual that prepares PET radloactive drugs shall be:

1., An authorized nuclear pharmacist that meets the requirements in Rule-420¢
part (10)b)2 of Rule 0400-20-18-13, or

2. An individual under the supervision of an authorized nuclear pharmacist as specified in
Rule 4206-02-07-38 0400:20-07-.18.

A pharmacy, auffiorized under Rule-1200-02-40-43 paragiaph (8) of Rule 0400-20-10-11, to produce
PET radioactive drugs for noncommercial transfer fo medical use licenseas in its consortium that aliows
#h individual to work as an authorized nuclear pharmacist, shall meet the requirements of Raule-1200-03-
303-43 part (10)(b)56 of Rule 0400-20-10-13.

Authority: T.C.A, §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

1200021647 0400-20.10-17 Expiration and Termination of Licenses and De:;ommiséioning of Sites and
Separate Buildings or Outdoor Areas.

(1)

@)

Expiration of speciflc Hcerises.

Except as provided in 4200-02-10-47 paradraph (2) of this ride, each specific license shall expire at the
end of the day, i the month and year stated therein.

Termination of specific icenses:

{a} Specilfic ficenses shall continue in effect, beyond the expiration date if necessary, with respect to
possession of radioactive material untif the Division notifies the licensee in writing that the license
is terminated. During this time, the Jicensee shall:

1. Limit actions involving radicactive material o those related to decommissioning; and

2. Continue to control entry to restricted areas until they are suitable for release in
accordance with Division reguirements,
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{b) Specific licenses, including expired licenses, will be terminated by wiitten notice to the licensee
when the Divisjon determings that:

1.

The licensee has properly disposed of radioactive material;

2. The licensee has made reasonable effort to eliminate residual radioactive contamination,
if present;

3. The premises are suitable for release in accordance with Division requirements. The
licensee may demonstrate suitability for release by:
0] Performance of the radiation survey described in 4200-02-10-4% part (3)d)2 of

iz rulg, or

(i Submission of other information that the Division determines is acceptable;

4, The licensee has compliod with any requests for information from the Division; and

5, The licensee has submitied a written request for ficense termination to the Division.
(3) Decommissioning of sites or separate buildings or outdoor areas;

{a) Each specific licensee shall notify the Division in writing, at the address in 4200-82.04-07 Ryl
DA00-20-14- 07, within 60 days of any of the following occurrences:

1.
2.

The license has expired pursuant to 3260-02-46-42 paragraph (2) of this rule;

The licenses has decided to permanently cease principal activities, as defined in this rule:

(i At the entire site, or

{ii) In any separate building or outdoor area that contains residual radioactivity such
that the building or outdoor area is unsuitable for release in accordance with
Division requirements;

No principal activities under the license have been conducied for 24 menths; or

No principal activities have been conducted for 24 months in any separate building or

outdoor area that contains residual radioactivity such that the building or outdoor area is
unsuitable for release in accordance with Division requirements.

(b) Each specific licenses:

1.

§5-7039 (July 2010)
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(¢} Coincident with the notification reqwred by 4200-02.-96--47{3) subparauraoh (a) of this paraaraph,

the specific licensee shall maintain in effect all fmanclal agsurances that were established,
pursuant to 3200-02-16-42 paragraph (3) ¢ ; in conjunction with a license
issuance or renewsl, or that are reguired by this rile,

t. The Division will determine If the licensee shall increase, or may decrease, the amount of
the financial assurance to cover the detalled -cost estimate for decommissioning

established pursuant o $260-0; } pant ()5 of this paragraph,

2. The licensee may with Division approval reduce the amount of the financial assurance as
decommissioning proceeds and radiological contamination is reduced at the site.

{d) As the final steps in decommissioning, specific licensees shall:

1. Cettify the disposition of all licensed material, including accumulated wastes; and
2. Demonstrate that the premises are sultable for release in accordance with Division
requirements.
()  The licensee shall
{H Conduct a radiation survey of the premises where the licensed -activities

were carried out and submit a report of the results of this survey, or
{13} Submit other information that the Division determines is acceptable.
(i) The licensee shall, as appropriate:

(E) Report levels of gamma radiafion in units of microroentgens
{millisievarts} per hour at 1 meter from surfaces, and

(). Repoit levels of radioactivity, including alpha and beta, in units of

1 Disitegrations per minute or microouries {megabecquerels) per
100 square centimetars — removable and fixed — for surfaces,

i Microcuries (megabecquerels) per millifiter for water, and

IH. Picovuries (hecquerels) per gram for solids such as soils or
concrete, and

iy Specify the survey instrument(s) used and certify that each instrument
was properly calibrated and tested at the time of the. survey.

3 Records required by paragraphs (4) and (8} of Rule 424
been received.

26 G400-20.-10-.26 have

(&) Except as provided in $200-02.40--4703) part (kI3 of this garagaph, specific i!censees shall
complete decommissioning of the site or separate building or outdoor area so that the site,
building or outdoor area is suitable for release in accordance with Division requirements as scon
as practicable but no later than 24 months following the initiation of decommissioning.

N Except as provided in 1200-02-40-1743) part (k)3 of il parageaph, when decommissioning
involves the entire site, the specific licensee shall request license termination as soon as

practicable but no later than 24 months following the initiation of decommissioning.
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{9) A spacific licensee shall submit a decommissioning plan if:

1.
2.

Required to do so by license condition; or

The Division determines that the procedures and activities necessary to carry out
decommissioning- of the site or separate builditig or outdoor area have not bheen
previously approved by the Division and that these procedures could increase potential
health and safety impacts to workers or to the public, Some examples are procedurés:

{i) That would involve techniques not applied routinely during cleanup or
maintenance operations;

(i) In which workers would be enteéring areas not normally occupied where surface
contamination and radiation levels are significantly higher than routinely
encountered during operation;

{iii) That could resuit in significantly greater airborne concentrations of radioactive
materiats than are presant during operation; or’

{iv) That could result in significantly greater releaises of radivactive material to the
environmant than those associated with operation.

{h) Specific licensees shall not carry out procedures with potential health and safety impacts before
Division approval of the decommissioning plan.

{i The proposed decommissioning plan for the site or separate building or outdoor area shall

include:

1,

A description of the conditions of the site or separate building or outdoor area sufficient to
evaluate the acceptability of the plan;

2. A description of plarined decommissioning activities;

3. A description of methods used to ensure protection of workers and the environment
against radiation hazards during decommissioning;

4. A description of the planned final radiation survey,

5. A detailed cost estimate for decormmissioning, comparison of that estimate with present
funds set aside for financial assurance, and a plan for assuring the avallabifity of
adequate funds for compietion of decdmmissioning; ang

6. For decommassromng plans calling for completion of decommissioning later than 24
months after plan approval, the plan shall include a justification for the delay based on
the criteria in 420008104243} part ()3 of this saragranh

0 The Division will approve the proposed decommissioning plan ¥ the information in the plan
demonstrates that the licensee:

1. Wilt scomplete decommissioning as soon as practicable; and

- 2 Will adequately protect the health and safety of workers and the public.

{k) Requests for extensions.

1,

§5-7039 (Juty 2010)
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(i

(i)

The Division may grant this delay, if the Division detérmines that this delay is not
detrimental {o the public health and saféty and is otherwise in the public interest.

The requést for a delay shall be submitted no later than 30 days before
notification pursuant to 42006-02-40-4743) subparagraph (a) of this paragraph.

The schedute for decommissioning set forth in £:200-02-4 3} subparagiaph
{b) of this paragraph shall not start until the Dwismn has made a determination
on the request.

A livensee may request an alternative schedule for the stbmittal of & decommissioning
plan. The Division may approve the alternative schedule, if the Division determines that
the alternative scheduie is necessary to the effective conduct of decommissianing
operations and presents no undue risk from radiation to the public heaith and safety and
is otherwise in the public interest.

A licenses may request an alternative schedule for the completion of decommissioning of
the site or separate buliding or outdoor area, and license termination if appropriate. The
Division rhay approve the alternative schedule for completion of decommissioning, if the
Divislon determines that it is warranted by consideration of the following:

(i

(K}

(it}

(iv)

v)

Whether it is technically feasible to compiete decommissioning within the allotted
24-month period;

Whether sufficient waste disposal capacity is available to allew completion of
decommissioning within the aliotted 24 month period;

Whether allowing shori-lived radionuclides to decay will as:hi_e’ve'a significant
volume reduction in wastes requiring disposai;

Whather allowing short-lived radionucfides to decay will achisve a significant
reduction In radiation exposure to workers,

OQther site-spacific factors that the Division may detefmine are beyond the control

of the licensee.

Authority. T.C.A. §§ 68-202-101 et seq,, 88-202-201 ot seq., and 4-5-2011 ot seq.
4206024048 Gﬂﬁ&éﬁ«‘iﬁ 18 Renewal of License.

(1)

(2)

Applicaltons for renewal of specific ficenses shall be fited in accordance with 4200-82-40--44 Rule 0400-

In any case in which a licensee, not less than iy 30 days prior te expiration of his existing license, has
filed an application In proper form for renewal or for a new license authorizing the same activities, such
existing license shall not expire until the application has been finatly determined by the D;wsion

Authotity: T.C.A. §§ 68-202-101 et seq,, 68-202-201 et seq., and 4-5-201 ef sey);

A200-02-30-18-0800-20-10-.19 Amendment of Licenses at Request of Licensee.

Applications for amendment of a license shall be filed In accordance with 4200-02-40-14 Rule 0400-20-10-.14
and shall specify the respects.in which the Itcensee desires his license to be amended and the grounds for such

amendment.
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Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
1200-052-40-20 i}g@g@g&guaza Division Action on Application to Renew or Amend.

In conmdeﬂng an application by a licensee 1o renew or amend his license, the Division will apply the criteria set
forth in 4260-02-30-12 Rulss 0400-20-10-.12 and 1200-02-10-13 gsmgmm )-.13, as applicable.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 st seq,
4200-02-40-24 0400-20-10-.21 Inalienability of Licenses.

No ficense issued or granted under this Chapter and no right to possass or ullize radioactive materiat granted by
any license issued pursuant to this Ghapter shall be transferred, assignad, or in any manner disposed of, either
voluntarily or involuntarily, directly or indiractly, through transfer of control of any ficense to any person unless the
Division shall, after securing full information, find that the transfer is in accordance with the provisions of the-Ast
T.C.A. §8 88-202-201 elseq.. and shall give its consent in writing.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.
$260-02-30-22 0400-20-10-22 Transfer of Material,
(1) No licensee shall transfer rédioactive material except as authorized pursuant to this rule,
{2 Any licensee may transfer radicactive material:

{a) To the Division provided such transfer is accepted by the Division in writing;

{b) To the U.S. Department of Energy;

{c) To any person exempt from the regulations iy this Chapter to the extent permitted under such
exemption;

(d) To any person authorized fo recelve such material under terms of a general license or its
equivalent, or a spacific license or equivalent licensing document, issued by the Division, the U.S.
Nuclear Regulatory Comimission, any Agreement State or a Licensing State; or

{e) As ctherwise authorized by the Division in wriling.

{3 Before transferring sources of radiation to a specific licenseg of the Division, the U.S. Nuclear Regulatory
Commissioh, an Agreement State or a Licensing State, or 1o a general licensee who is required lo
register with or report to the U.8, Nuclear Regulatory Commission, an Agresment Stale or a Licensing
State prior to receipt of the source of radiation, the transteror of the source of radiation shall vérify that the
transferee’s authorization is fof the receipt of the type, form, and quantity of the source of radiation to be
transferred. :

4) The foliowing methods for the verification required in 3208-03-40.23 ggragrag (3} of s rule are
acceptable:

{a) The traniéferor may have in his possession, and read, a current copy of the lransferee's specific
ficense o registration certificate;

{b) The transferor may have in his possession a written certification by the iransferee that he is
authorized by ficense or registration certificale to recelve the type, form and-quantity of the source
of radiation to be transferred, specifying the license or registration certificate number, issuing
agency, and expiration date;
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(c} For emergency shipments the transferor may accept oral certification containing all of the

information specified in 4200-0240-22(4) sdbparagiapt (b) of ihis paragraph provided that
written certification Is forwarded fo the transferor within fen 10 days following the oral
gommunication; }

{d) The transferor may obtaln other information compiled by a reporting service from official records
of the Division, the U.S. Nuclear Regulatory Commission or the licehsing agency of any state as
to the identity of licensees and the scope and expiration dates of licenses and registrations; or

{a) When none of the methods of verification described in 420002-40-22(4) subparagraphs (a)
through (d} of this pargoraph are readily availabie or when a transferor desires to verify that
information received by one of such methods is correct or up-to-date, the transferor may obtain
and record confirmation from the Division, the U.S. Nuclear Regulatory Commission, or the
licensing agency of any siate that the transferee is authorized o receive the source of radiation.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 ot seq., and 4-56-201 et deq.

4200023023 0400-20-10-.23 Modification, Revocation, and Termination of Licenses.

(1)

{2)

@)

The terms and conditions of all licenses may be subjest to amendment, revnsmn, or modification or the
license may be suspended or revoked by reason of amendments to the-Act T.C A, § 201 et geq
or by reason of rules or regulations issued by the Depariment.

Any license may be revoked, suspended, or modified, in whofe or in part, for any material false statement
in the application or in any statement of fact required under provisions of tha.Aet T.C A §§88-202-2
seq,, of because of conditions revealed by such apglication or statement of fact or any report, record, or
inspection or other means that would warrant the Department to refuse to grant a license on an onginai
application, or for violation of, or failure to ohserve any of the terms and conditions of the Act, or of the
hcense, or of any rule or regulation of the Department. This action will be taken pursuant to Tennessse
Gode-Anneisied-Chapter23 7,04, Tille B8, Chapler 202,

The Division may terminate a speciﬂc license upon request submitted by the licenses o the Divisisn in
writing.

Authority: T.C A, §§ 68-202-101 &t seq., 68-202-201 i seq., and 4-5-201 e seq,

4200-02-40-24 0400-20-10-.24 Registration.

h

The owner or person having possession of any radiation machine or accelerator, except those specifically
exempted in $200-82-10-07 Rule 0400-20-10-.07, shall register such sources within tsw 10 days after
acquisition of such machine. The owner or possessor of any accelerator shall substitute an application for
certified registration required in Chapter 3200-02-08 0400-20-08. The application for certified registration
must be received by the Department within ten 10 days after acquisition of the accelerator; however, an
accelgrator may not be energized until registered pursuant to Chapter 42000260 0400-20-08. In
addition, every person who provides inspections as provided for in $200-02-30-27 paragraph (4) of Rule

0400-20-10-27 and every person who assembles, installs, or services radiation machines shall register
with the Division of Radiological Health, Tennassee Department of Environment and Conservation.
Registration under this rule shall be on Department Form RHS 8-4, Form RHS 8-4a or Form RHS 8-4b,
as appropriate, as furmshed by the Department and may be obtained from the Division of Radivlogical
Health, L&C Annex, 3 Floor, 401 Church Street, Nashville, Tennessee 37243-1532. A registration fee in
accordance with the Classification and Fee Schedule in W paragrapti (3)of this rule shall be
due upon recelpt of an invoice from the Division of Radiclogical Health following the submiital of the
completed registfation form. The check for the fee shall be made payable to “Treasurer, State of
Tennesses.”
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(8

An annual registration fes will be due the first working day following January 1 of each year as long as the
radiation machine or service Is subject to registration. Each registrant shall submit the annual fee payable
to, “Treasurer, State of Tennessee,” In the appropriate dollar amount it acoordance with the Classification
and Fee Schedule in Ruis 1200-02-10-334 paragraph (3) ¢f this ryle to the Division of Radiclogical Health.
Payment shall be accompanied by a copy of the fee invoice properly completed. The iavoice for the
annual fee will be dated January 17 and will require payment by March 17 of the indicated year. At the
time of the annual payment a registrant of only Class I radiation machines rmay request specific times or
fist restricted hours during normal work hours for inspections pursuant to Rule $200-02-10~27 080U-20-
10-27 by personnel of the Division of Radiological Health, Tennessee Department of Environment and
Conservation.

Classification and fee schedule, For purposes of inspections and payment of fees the classification and
fee schedule shail be as follows:

(a) Radiation Machines
CLASS | _
Dental Radiation Machines: $ 65 per tube

All diagnostic equipment used exclusively for dental diagnostic
procedures.

CLASS [l
Priority Two Medical Radiation Machines: $ 150 per tube

All medical diagnostic x-ray equipment, not in Class Ill, used
exclusively for medical or veterinary diagnostic procedures,

CLASS i1

Priorily One Medical Radiation Machines: $ 200 per tube
All diagnostic x-ray equipment used in radiologists' offices, arthopedic '

surgeons’ offices or hospitals exclusively for medical diagnostic

procedures.

CLASS IV

Therapy Medical Radfetion Machines: $ 300 per tube

All x-ray equipment with energies less than 0.9 MeV used for the
purpose of medical or veterinary radiation therapy.

CLASS YV
Priority Two Industrial and Educational Radiation Machines: -$ 600 per tube

Closed-heam analytical radiation machines, gauges or industrial
radiation machings used in shislded room or cabinet radiography.

CLASS VI

Priority One Industrial and Educationat Radiation Machines: $ 900 per tube
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All x-ray machines used for industrial radiography and all open-beam
analytical x-ray machines and all radiation machines not specificaily
inclugded in Class 1, 11, 1], IV, Vor vil,

CLASS Vi

Accelerators: ’ $ 2,000 annual fee, plus
an initial fee of § 375 per

All devices defined as accelerators as per "State Reguiations for maximum nominal ratéd

Protection Against Radiation.” MeV for Initial cerfified
registration review (initial
raview fee not to exceed
$ 150,000)

()} A person providing assembly Installation/servicing, except as $600

provided by subparagraph 1200-20-30-24(3% () of this parsgraph,
shall pay an annual registration fee of si-hundred-dollars $.600.

{c) A person provided assembly/installation/servicing, except as provided § 600

by subparagraph 429{3«3934%24{&} (f) of this ggmgggg; shall pay an
annual registration fee of si-hu g § B0

{eh A registrant may quailfy to pay a registration fee equal to eighlasn 18 percent {48%;) of that listed
in this paragraph {3}, subject fo the following conditions:

1. All tubes subject to registration are inspected in accordance with paragraphs 426¢-02-10-
A% (3}, (4) and (5) of Rula 0400-20-10-27.

{n For purposes of the sighteen 18 percent {48%; fee, the first inspection performed
on an x-ray tube on or after tha-sffoctive.date-of- these rules Dacember & 2011,
wift establish a new baseline date for that tube. Previous baseline dates will be
reset to the last day of the morith of perfofmance of the previous inspections.

()] Each subsequent inspection of a tube shall be performed during the
same month as the preceding inspection or the month imimediately
following resulting in "baseline periods” of from 59 days to 62 days,
depending upon applicable new 2 month periods, according to the
schedule set out in subparagraph (3)(a) of Rule 4260-32-10-27 400.20-
J0-27.

{n An inspection performed prior to or after the applicable new 2 month
period shall establish a new baseline date for that ube.

(1}  An inspection performed after the applicable new dwe 2 month periad
shall not qualify the registrant for the sighiaes 18 percent (18%) fes.

(V)  An inspection performed prior to the applicable new 2 month peried and
meeting all other requirements found. in paragraphs {3), (4) and (&) of
Rule 42004244827 (400-20-10-27 shall qualify the registrant for the
aighteon 18§ percent (18%) fee.

(i) Reserved.

2. Each newly acquired tube subiect to registration is inspected within six 6 mcnths of
ownership or possession.
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3. An individual who satisfies the requirements in paragraph 4200-82.10-27 (4) of Ruis
0400-20-10-27 performs all inspactions,

4. The registrant submits to the Division, at L&C Annex, 3™ Floor, 401 Church Street,
Mashville, TN 37243-1532:

®

(if)

{il})

Coples of the appropriate State evaluation forms within 80 days afler the
inspechon,

Copies of applicable service reports to document correction of any deficiencies
noted within 60 days after the inspection.

A signed "X-Ray Inspection Notlfication and Certification of Compliance” form
within 60 days of the inspection.

5, Inspections found by the Division to be unsatisfactory under this subparagraply or under
paragraph 4280-02-30~22 (4) or (5) of Hule 0400-20-10-27 shall not qualify for the 18
percent {183

(i)

(Hy

{e) Reserved,

) A person providing inspection services, ag permitted by paragraph WWM)

The ragistrant shall correct and re-submit the report(s) and documentation of an
inspection found to be unsatisfactory within 30 days of the date of notification by
the Diviston. Failure to correct and re-submit the report(s) and dosumentation of
an unsatisfactory inspection will subject the registrant t© the Division's norrival
enforcement actions, penalties and assessments.

The 30-day correction period shall not establish a new baseline. 1t shall not:

H Qualify an existing tube. for reduced fee for the following calendar year,
or

() Qualify a newly acquired tube for reduced fee for the currant calendar
yoar.

(400-20-10- 27, or a person prowdmg assemb!yllnsta!Iationfserwcmg, who is a staﬂ meerof

the facility registered pursuant to Tenvesses-Coda-Am

atalad (6

4 B4-at-sag.
TGA, Tile 88 Chapler 202 and these ?egm’ss rules, and who performs such inspection

services or assembly/instaiiation/servicing only for that registrant, shall not be subject to
subparagraphs (b} and (¢} abeve of {his paragranh. :

{4) Any failure to pay an invoiced amount by the date specified on the invoice, unless qualifiéd by 42060-0:-
40-24 subparagraph (3){d) abeve of g rule. shall be deemed to constitute a vidlation of Tennssees
Lode-Annotated T.C A, §§ 68-203-101 et seq.

{5) Whenever there is a change in information such as address, ownership, possessor, ot location of use
fiom that declared on the last previous registration, the completion of a new Form RHS 8-4 shall be
required within 10 days of the change.

{6) Each registrant, or his estate, who permanently discontinugs the use of or transfers all of his radiation
machines at an installation shall notify the Division in writing within sixly 80 days of such action. In the
event of a transfer, the notification shall nclude the name and address of the fransferes.

(71 No person shall state or imply that any actmty under such a registration has been approved by the

Division.
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Authority: T.C.A. §8 68-202-101 et seq., 68-202-201 et seq., and 4-5-201 et seq.

4260-02-30-:25 0400-20-10-.28 Reports.

(1)

(2)

Any person who sells, leases, transfers, assembles, reassembles, or tends radiation machines, except
those exempled from registration by 4200-82-48-67 Rule D4002044- 07 shall report 16 the Division,
within thidy 30 days after the end of each calendar quarler lhe name and address of persons to whcm
they have transferred such items and the date of lransfer. Persons roulinaly engaged in the sale, transfer,
leasing, lending, assembilng, or reassembling of x-ray eduipment shall report sach calendar guarter,
including a report for calendar guartérs in which no radiation mazchine transfer oceurs. Such reports shall
be heid proprietary by the Division,

Each out-of-state person who brings radiation machines info the State, except those exempted in 4240.
824807 Rule D400-20-10-47, for any temporary use shall:

{(a) Nofify the Division in writing at least #uee 3 days prior to éngaging in $uch use, Such notification
shall ndicate the location, petiod, and type of praposed use withiir the Stale. If, for a specific
case, the 3-day period would impose an undue hardship, he miay, upon application to the Division
obtain permission to proceed sconer,

{b} Register the radiation machines with this Division on Form RHS 8-4 prioy to enfry into the State;
and

() Comply with all dpplicable regulations of the Division Including the paymeni of the fee for the
Class, as appropriate, contained in 4206-02-30-24 paraurapi (3) of Rule 8400-20-10-24,

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 &t seq., and 4-5-201 et seq.

13000234878 0400-20-10-.26 Records.

(1)

)

(3)

(4)

Each person who receives radiogctive material pursuant to a ficense issued pursuant to these rules shall
keep records showing the receipt, transfer, and disposal of the radioactive material as follows:

(a) The licensee shail retain each record of receipt of radioactive materfal as long as the material is
possessed and for taren 3 years following transfer or disposal of the miaterial,

(b) The licensee who transferred the material shall retain each record of transfer for thwes 3 years
after aach transfer, unless a specific raquirement in another part of these rules dictate otherwise.

{2} The licensee who disposed of the material shall retain each record of disposal of radioactive
matetial until the Division lerminates each license that authorizes-disposal of the material,

A licensee shall retain each record that is required by these rules or by ficense condition for the peried
spacified by the appropriate rule or ficense condition, If a retention perlod is not otherwise specified by
rule or license condition, the record must be relained until the Division terminates each license that
atithorizes the activity that is subject to the recordkeeping requirement.

Records which must be maintained pursuant to this rule may be the original or a reproduced copy. The
record may also be stored in electronic media with the capability for producing legible, accurate, and
compléte records during the required retention period. Records such as letters, drawings, specifications,
must include all pertinent information such as stamps, initials, and signatures.. A licenses shall maintain
adequate safeguards against tampering with and loss of records.

Prior to license termination, each licensee authorized to possess radioactive- material with a half-life
greater than 120 days, in an unsealed form, shall forward the following records to the Divistor:
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&

(2) Records of disposal of licensed material made under L300-03-06--434- Rulss &406«2&3-23& 121
(including burials authorized before January 28, 1981), 3200-02-05-422 0400-
P-06-423 0400-20-08- 123, 1200-02-06-124 0400-20-08- 124 and

(b) Records required by 4:200-02-08-132 gubparagraph (2)(d) of Rule 0400:20-05-.132

If licensed activities are transferred or assigned in accordance with 3200-02-448-48 garadranti (2) of Rule
04006-20-10-.18, each licenses authorized to possess radioactive rmalerial, with a half-life greater than 120
days, in an unsealéd form, shall tranifer the following records to the new licensee and the new licensee
will be responsible for maintaining these records until the lcense is terminated;

{a) Records of disposal of licensed material made under 4208-02.08.121 Rules 0400-20-08-.121
{inciuding burials authorized before January 28, 1981), 4280-02-05-122 0400-20:08- 122 4200
$2-05-423 0400-20-05-.123, +200-02.05--424 D400-20-05- 124, and

()  Records requited by 4200-02-06-432 subbaradraph (2)(d) of Rule 0400-20-05- 132

Prior to license termination, each licensee shall forward the records required subparagraph (4)(n) of Rule
A260-02-10-42 0400:20-10- 12 fo the Division,

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 ot seq., and 4-5-201 et seq.

1200-82-40--47 0400:20-10-,.27 Inspections.

(N

Each licensee or registrant shall afford the Division at afl reasonable times opportunity to inspect sources
of radiation, premises, faciliies and activilies subject of these reguiations and records maintained
pursuant to these regulations.

(a) Department inspectors may consult privately with workers concerning matiers of coctipational
radiation protection and other matters related to applicable provisions of the regulations, license,
and Ceitified Registration to the extent the inspectors deem nécassary for the conduct of an
effective and thoroligh inspaction.

1. During the course of an inspection, any worker may bring privately to the attention of the
inspectors, either orally or in writing, any past or present condition which he has reason
to believe may have contributed to or caused any violation of the Act, these regulations,
or license or Ceitifléd Registration condilion, or any unnecessary exposure to radiation or
radicactive material under the licensee's or registrant's control. Ahy such notice In wriling
shall comply with paragraph (2) of this rule.

2. The licensee or registrant or licensea's or registrant's representative may accompany
Division inspectors during other phases of an inspection.

3. The provision of 32000 2idsal part 1 of this §g§gafa§m§ shall not be interpreted
as authorization to d sregard instruct:ens pursuant to 4200-52.04 Rule §400-20.04.
2 .

()] if at the lime of inspection, an individual has been authorized by the workers o represent them
during inspections by the Division, the licensee or ragistrant shall notify the inspectors of such
authorization and shall give the workers' representative an opportunily to acccmpany the
inspectors during the Inspection of physical working conditions, ‘

1. Different representative of licensees or registrants and workers may accompany the
inspectors during different phases of an inspection if there is no resulting interference
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with the conduct of the ingpection. However, only one worker's repfesentatwe at a time
may accompany the inspectors.

2. Any worker's representattve shall be an employee of the licensee or registrant and should

be a worker as defined in 3200-02-04~04(1)(r5 Rule 0400-20-04- 04 4 and shall have
received instructions as specified in 4205020442 Rule 08400-20-04-12.

3. In addition to the livensee’s or registrant's fepresentati\re and with the approval of the
licensee or registrant and the workers' representative, an individual whe is not routinely
engaged in work under control of the licénsee or registrant, for exampié, a donsultant to
the licensee or registrant or to the workers' represeritative, shall be afforded the
opportunily to accompany Division inspectors during the inspection of physical working
conditions.

4. The workers' representative for any area containing proprietaty information shall be an
individual previously authorized by the licensee or registrant to enter that area.

B, Motwithstanding the other proVisians of this rule, Division inspectors are aithorized to
refuse to parmit accompaniment by any individual who deliberately interferes with a fair
and orderly inspection,

Requests by Workers for inspection.

(a)

(b)

{c)

(d)

Any worker or representative of workers who believes that a violation of tha-Ast T.C A, §% 88-202-
201 st zeq, these megulations rilles, conditions of a Cerlified Registration, or license conditions
exists or has occurred in activitles subject to these regulations with regard to radiclogical working
cohditions In which the wérker is engaged, may request an inspeclion by registering a complaint
of the alledged violation with the Commissioner, Tennessée Department of Environment and
Conservation; Director, Division of Radiological Health; or Division inspectors.

1, Any such complaint shall be in wiiting, shall set forth the gpecific grounds"ft)r the
complaint and shall be signed by the worker or representative of workers.

2. A copy of the coriplaint shall be provided the licenses or registrant by the Division no
later than at the time of Inspection except that, upon request of the worker registering
such comiplaint, his name arid the name of individuats referred to therein shall riot appear
in such a copy or on any record published, released or made available by the Division
except for good cause shown.

if, upori receipt of such complaint, the Divislon determines that the complaint meets the
requirements set forth in $200-62-40-27(2) subparagrash f this paragraph and that there are
reasonable grounds to believe that the alleged violation exists or has occurred, an inspection will
be made as soon as practicable, to determine if such alleged violation exists or has ocourred.
Inspections pursuant to this paragraph need not be limited to matters referred to in the request for

an inspection.

If it is determined that there are no reasonable grounds to believe that a violation exists or has
occurred, the complainant shall be notified by the Division in writing.

No licensee or regisirant shall discharge or in any marnner discriminate against any worker
because such worker has filed any complaint or instituted or caused to be instituted any
proceeding under these regulations or has testified or is about to testify in any such proceeding or
because of the exercise by such worker on behalf of himself or others of any option afforded by
these reguiations.

Inspections of ragiation machines are to be conducted:
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(a)

(b)

(c)
(d)

G

According to Class as follows:

CLASS 1 - once every fous 4 years
CLASSES {l and V -once every iwe 2 years
CLASSES W, IV, Vi and VIl ~annually

By personnel of tha Division of Radiological Health, Tennessee Dapartment of Environment and

- Conservation, or

As provided in 4280-02-10-27 paragraph (4) of this rule, and

According to the same criteria and to the satisfaction of the Division and provided the appropriate
Division forms are completed and submitted along with any documentation required by
subparagraph 4200-82-10-2443) () of this paragraph, and

By the Division of Radiological Health on a selected number of those facliities providing an
inspection report as permitted by 4200-82-30-27 paragraph (4) of this wile

{4} The Division will accept, as inspections for a reduced registration fee as provided forin parkf200-02.40.
24 gibparagragh (3)d) of Rule 8400-20-10-24, inspections by individuals other than employees of the
Divislon:

(@)
(b)
(c}
{d)

Whose inspections are satisfactory to the Division;
Who are registered with the Division;
Who are staff inspectors, or who have paid an annual registration fee to the Division; and

Who mest one set of the following criteria:

Foirmal Education or Certification Plus Experience
1. Bachelor's degree In a physical science Fowr 4 years of apﬁlied heaith physics
of mathematics experience in a program with
radiation safety problems similar to
those in the pragram to be surveyed
2, Bachelor's degree in a physical science Thiee 3 years of applied health

or a biological science with a physical physics experienca in a program with

S5-7030 (July 2010)

science minor and ope 1 year of
graduate work in health physics

Master's degres ih health physics or
radiblogical health

Doctor's degree in heaith physics or
radiological health

Certification by the American Board of

1.1

radiation safety problems similar to
those in the program to be surveyed

Twe Zysars of applied health physics
experience in a program  with
radiation safety problems similar to
those in the program to be surveyed

One 1 year of applied health physics
experience in & program with
radiation safety problems similar to
those in the prograin fo be surveyed

One 1year of applied health physics
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Health Physics or by the American
Board of Radiology or be a Fellow,
Canadian College of Physicists in
Medicine

Two 7 notarized letters of referance

eéxperience i a program  with
radiation safety problems similar to
those in the program to be surveyed

5 years of applied health physics

from persons registered to provide
inspections for reduction in fees and
meeting any of the above sets of criteria
certifying to the individual's capabilities
to perform the necessary inspections-

aexperience i a program  with
radiation safety problems similar to
those in the program to be surveyed

(8) Inspections satisfactory to the Division. The foliowing constitute a proper Inspection and must ocour:

(a)

(b)

(¢}

(d)

(&)

(@

The inspection of an x-ray facllity subject to registration under "State Regulations for Protection
Against Radiation" shall identify the compliance status of the facility and each piese of equipment
subject to registration with respect to requirements in Chapters 4200-02-84 §400-20-04 0400-20-
05, D400-70-06, 0400-20-08, £400-20-09 and 40 this Chapter,

The qualified individual performing the inspection shall record the resulis of the inspection on
evaluation forms provided by the Division, one form for each facility plus an appropriate form, or
forms, for each piece of squipment. The evaluation forms shall describe the compliance status of
the facility and equipment, as it exisis at the time of the inspaction. The Division will accept
computer-generated forms if these contain the same questions as Division forms contain.

The qualified individual shall provide signed and dated evaluation and certification of compliance
forms to the registrant promptly.

The registrant shall submit evaluation and certification of compliance forrss to the Division as set
out in 4206-02-44-2¢ subparagraph (3)(d) of Rule 8400-20-10-.24,

A registrant whose insaectien reveals an item of non-compliance shall correct the iterm prompily
following nofiflcation by the qualified Individual. The registrant shall provide appropriate
documentation of the corraction to the Division as set out in 3200-82-40-24 paragraph (3) ol Rule
0400-20-10-24,

if as a result of inadverlent error or excusable neglect a tube(s) is not inspected, the
Commissioner or the Commissionet’s designee may grant the 118 percent £38%) fee for all other
tubes provided they were timely inspected by a qualified individuat,

Far a tube that is inoperable at the time of inspection, the qualified individual shall submit a form
indicating the fube was inoperable. The tube shali be inspected within 60 days of its becoming
functional.

Authority: T.C.A. §§ 68-202-101 st seq., 68-202-201 et seq., and 4-5-201 et seq.

028 0A00-20-10-.28 Tests,

Edth licensee and registrant shall parforin, upon instruction from the Division, or shall permit the Division to
perform, such tests as the Divislon may require including, but not limited to, tests of.

(1 Sources of radiation;

(2) Facilities wherein sources of radiation are used or stored;

(3) Radiation datection and monitoring instruments; and
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(4)

Other eguipment and devices used in connection with utilization or storage of licensed or registered
sources of radiation.

Authority: T.C.A. §§ 68-202-101 et seq., 88-202-201 et seq., and 4-5-201 ot seq.

1250-82-10-28 0400-20-18-.2% Reciprocal Recognition of Licenses.

&) Subject to these regulations, any individual in another state who helds a specific license from the U.S.
Nuclear Regulatory Commission, an Agresment State or Licensing State, and issued by the agency
having primary jurisdiction, where the licensee maintains an office for directing the licensed activities and
at which radiation safely records are normally maintained, may possess or use the licensed radioactive
ralerial to conduct the activities authorized by such license within this State for a period not in excess of

ene-hundrad-eighly 180 days In any perlod of iwelve 12 consecutive months and will be considered,
without obtgining a specific licensing document from this Division, & licensee of this State provided that;

{a) The out-of-state. licensing document does not limit the activity authorized by such document to
specified installations or locations;

{b) The gut-of-state licensee notifies the Division in writing al least Hhiae 3 days prior to each entry
Into this State to engage in such activity, Such notification shall indicate the location, period, type
of proposed possession, use and supervisor within this State, and shall be accompanied by a
copy of the pertinent licensing document or shall indicate In the notification that such ficensing
document has previously been submitted to this Division. If for a specific case, the thee& 3 day
period would impose an undue hardship, the Division may authorize such person to proceed
sooner upon notification by tefephone of intent to conduct the proposed activity provided that the
licensee shall file in writing the information required in this paragraph within three 3 days of the
telephone notification;

© The out-of-state licensee shall not transfer or dispose of radicactive material possessed or used
under the provisions of this rule except by transfer to a person
1. Specifically licensed by the Division, the U.S. Ndclear Regulatory Commission, an

Agreement Staté or a Licensing State to receive such material; or
2. Exempt from the requirements for a license for such material under 424
subparagraph (1)(a) of Rule i}ﬂéﬁwzaﬁ -0

{d) The out-of-stale licenses compltes with all applicable regulations of the Dwrsaon and with all the
terms and cenditions of his licensing document, except any such terms and ¢onditions which may
be inconsistent with applicable regulations of the Division; and

{e) The Division may require the out-of-state licensee to supply such other information as the
Division may request.

{2) Notwithstanding the provision of paragraph (1) absve of {his rulg, any person who holds a specific license

: issued by the U.S. Nuclear Regulatory Cormission, an Agreement State or a Licensing State authori_zing

the holder to manufacture, install, or service a device described in $300-04-4-38 subbbragraph (2)(a) ¢f

yle 0400-20-10- 10 within the areas subject to the jurisdiction of the ficensing body Is hereby granted a
general license to install and service such device in this State provided hat:

{a) The davice has been manufactured, labeled, installed and serviced in accordance with applicable
provisions of the speacific license issued to such person by the U.S. Nuclear Regulatory
Commission, an Agréement Stale or a Licensihg State; and
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{4)

(5)

{b) Such person shall assure that any labels required to be affixed to the device under regulations of
the authority which licensed manufacture of the device bear a statement that “Removal of this
label is prohibited.”

The Division may withdraw, limit, or qualify its acceptance of any specific license or equivalent licensing
document issued by another agency, or any product distributed pursuant {0 such licensing document,
upon determining that such action is necessary in order to protect the public health and safety or
property.

Before radivactive materials ean be used af a temporary job site within the State af any Federal facility,
the jurisdictional status of the job site shall be determined. If the jurisdictional status is unknown, the
Federal agency should be coniacted to determine if the job site is under exclusive Federal jurisdiction.

{81) In areas of exclusive Federal jurisdiction, the general ficénse is subject fo all the applicable rules,
regulations, orders and fees of the NRC, and

{b) Authorizations for use of radicactive materials at job sités under exclusive Federal jurisdiction
shall be obtained from the NRCT by either:

1. Filing a NRC Form-241 in accordance with 10 CFR 150.20(b); or
2. By applying for a specific NRC license.
Before radioactive malerial can be used at a temporary job site in ancther State, authorization shall be

obtained for the State if it is an Agreement State, or from the NRC for any non-Agreement State, either by
filing for reciprocity or applying for a spedific license.

Authority: T.C.A. §§ 68-202-101 et seq., 68-202-201 ot seq., and 4-5-201 et seq.

3200-52-40~30 0400-20-10- 30 Packaging and Transportation of Radioactive Material.

(1)

2)

3

{4)

This rule establishes requirements for packaging, preparation for shipment, and transphortation of
radioactive material and applies to any licensee or registrant authorized by $pecific or gerteral license to
raceive, possess, use, or transfer ficensed material, if the person delivers that material to a catrier for
transport, transports the material ouiside the site of usage as spacified in the license, or ransports that
material on public highways. This rile does not authorize possession ¢f licerised material,

Except as authorized in a general licénse or a specﬂic license issued by the Dw:sron or as exempted in
this rule, no licensea may:

(a) Deliver ficensed material to a carrier for transport; or

{b) Transport licensed material,

Any physician as defined in subpatagraph-t4}an)-of Rule 4280-02-04-04 0400-20-04- 04 is exempt from
paragraph (4) of thig rule 4200-02-10-.38 with respect fo transpori by the physician of licensed materiat

for use in the practice of medicine. However, any physician operating under this exemption must be
licensed under Chapter 4288-92-07 $400-20-07 or 10 CFR Part 35.

A licenses who, under a general of specific license, transports licensed material outside its site of
authorized use or on public highways, of who delivers licensed material to a carrier for transport, shail
comply with the applicable reqiirements of this rule and with the applicable requirements of the U.S. DOT
regulations in 49 CFR Parts 107, 171 through 180, and 390 through 397, appropriate to the mode of
transport,

{a) The licensee shall particulary note U.S. DOT regulations in the following areas:
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1. Packaging: 49 CFR part 173, subparis A and B and I;

2. Marking and labsling: 49 CFR 172, subpart D, 172.400 through 172.407, and 172.436
through 172.441 of subpart E;

3. Placarding: 49 CFR part 172, subpart F, especially 172.500 through 172.519, 172.556
and appendicés B and C;

Accident reporting: 49 CFR part 171, 171.15 and 171.16;
Shipping papers and emergency information: 49 CFR part 172, subparts C and G;
Hazardous material employee training: 49 CFR part 172, subpart H;

i TR

Hazardous material shipperfcarrier registration: 49 CFR part 107, subpart G; and
8. Security plans: 49 CFR Part 172, Subpart L,

{b) The licensee shall also note U.S. DOT regulations pertaining to the following modes of
transportatioh:

1. Rail: 49 GFR part 174, subparts A through D and K;
2. Air: 49 CFR part 178,
3. Vessel: 49 CFR part 176, subparts A through F and M; and

4, Public highway: 49 CFR part 177 and paris 380 through 397,
{5) if U.S. DOT regulations are not applicable to & shipment of licehsed material, the licensee shall conform
to the standards and requirements of the U.8. DOT specified abave in subparagraph {33} (4i(a) of this
e to the same extent as if the shipment or lransportation were subject to U.S. DOT regulations. A
request for modification, waiver or exemption from. those requirements, and any notification refesred to in
those requirements, shalf be filed w:th or made to, the Director of the Division of Radiological Health at
the address given in Rule 4:206-02-04~.07 Géﬁ&zg»{}éw o7.
(8) Exemptions.
{a) Exemption for low-level matenals
1. A licensee is exempt from all requirements of this rule with respect to shipment or
carriage of the following low-level material:

{i) Natural material and ores containing naturally oceurring radionuclides that are
not intended to be processed for use of these radionuclides, provided the activity
concentration of the matarial dees not exceed 10 tlmes the vaiues specified in
Table A-2 of Schedule 10-6 in the-Apgendixie-Chapter-1200-02-10 Fule 0400-

20-10-.34; and

(i) Materials for which the activity concentration is not greater than the activity
concentration values specified in Table A-2 of Schedule 10-6 i Rule 0400:20-
40-.38, or for which the consignment activity is not greater than the hm;t far an
exempl consngnment found In Table A-2 of Schedule 10-6 in ihe-Appandix-to

3 Rule 0400-20-10-.38.
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A licansee is exempt from all requirements of this rule other than paragraphs (4), (), and

(15) of ihis rule 4200-02-30--30{2-and-{(4}-and-{103 with respect to shipment or carriage
of the following packages, provided the packages contain no fissile material or the fissile

- material exemption standards of subparagraph (6)(b) e of this wle 1280.02

CFR 71.15 are satisfiad:
{1 A package containing no more than a Type A quantity of radicactive material;

(i) A package in which the only radioactive malerial is low specific activity (LSA)
material or surface contaminated objects (SCO), provided the external radiation
level at 3-meters from the unshielded material or objects does not exceed 10
mSvih {1 rem/h); or

it A package transported within focations within the United States that contains
plutonium in special form with an aggregate radioactivity not to exceed 20 curies
{.74 TBq).

A licensee is exempt from all requirements of this rule other than paragraphs (4}, (5) and
{18) or of this wile 4200-03-38--38, with respeot to shipment or carriage of !ow-spemflc-
activity (LSA) material in group LSA-I, or surface contaminated objects {SCO's) in group

SCO-L

{b) Exemption from classification as fissile material.

1.

$6.7038 (July 2010)

Fissile material meeting the requirements of at least one of the subparts (i) through (vi) of

this part are exempt from classification as fisslle material and from the fissile material
package standards of 10 CFR 71.55 and 71.69, but are subject to-all other regquirements
of this rule, éxcept as noted;

i) Individual package containing 2 grams or less fissile material;

{ii) Indlvidual or bulk packaging contalning 15 grams or less of fissile material
provided the package has at least 200 grams of solid nonfissile material for every
gram of fissile material. Lead, beryllium graphite, and hydrogenous material
enriched in deuterium may be present in the package but must not be included in
determining the required mass for solid nonfissile material;

{iii) ) Low concentrations of solid fissile material commingled with solid
nonfissile material, provided that;

1 There is at least 2000 grams of solid nonfissile material for every
gram of fissile material, and

H. There is no more than 180 grams of fissile material distributed
within 360 kg of contiguous nonfissile material;

{11 Lead, beryllium, graphite, and hydrogenous material enriched in
deuterium may be present in the package but must not be included in
determining the required mass of solid nonfissile material,

{iv) Uranium enriched in uranium-235 to a maximum of 1 percént by weight, and with
total plutonium and uranium-233 content of up to 1 percent of the mass of
uranium-235, provided that the mass of any berylium, graphite, and
hydrogenous material enriched in deuterlum constitutes: less than 5 percent of
the yranium mass;
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) Liquid solutions of uranyl nitrate enriched in uranium-235 to a maximum of 2
percent by mass, with a tofal plutonium and uranium-233 content not exceeding
0.002 percent of the mass of uranium, and with a mihimum nitrogen to uranium
atomic ratio (NfU) of 2. The materlal must be contained in at least a DOT Type A
package, and

{vi) Packages containing, individually, a total plutonium mass of not more than 1000
grams, of which not more than 20 percent by mass may consist of plutohium-
239, plutonium-241, or any combination of these radionuclides.

{7 General license: U.S. NRC-approved package.

{(a) A general license is hereby issued to any licensee of the Division to trangport, or to deliver to a
carrier for transport, licensed material in @ package for which a license, cértificate of compliance
or other approval has haen issued by the U.8. Nuclear Regulatory Commission.

{b) This general license applies only o a licensee who:

1. Has a copy of the certificate of compliance, or other approval of the package, and has the
drawings and other documents referenced in the approval relating té the use dnd
maintenance of the packaging and to the actions o be taken before shipment;

2. Complies with the ferms and condilions of the license, cerlificate, or other approval, as
applicable, and the applicable requirements of subparts A, Gand H of 10 CFR 71;

3. Submits in writing to the Director, Division of Radiological Health, at the address given in
Rute $260-02-04-.07 0400-20-04- 07, before the licensee’s first use of the package, the
licensee's name aad license numbar and the package identification number specified in
the package approval, and

4, Has submilted lo the Division and received Division approval for a quality assurance
prograrm that satisfies the provisions found in subpart H of 10 CFR 71.

{c) This general license applies only when the package approval authorizes use of the package
under this general license,

(s3] For a Type B or fissile material package, the design of which was approved by U.S. NRC before
April 1, 1996, the general license is subject to the additional restrictions in paragraph (8) of this
rile. :

8 Previcusly approved package.
(a) A Type B package previously approved by U.S. NRC but not designated as B(U) or B(M) in the
identification number of the U.S, NRC Certificate of Compliance, may be used under the gerneral
license in paragraph (7) of this rule with the following additional conditions:

1. Fabrication of the packaging was salisfactorily completed by August 31, 1086, as
demionstrated by dpplication of its model number in accordance with 10 CFR 71.85(c);

2 A package uséd for a shipment to a location outside the United States is subject to
multilateral approval, as defined in U.S. DOT regulations at 49 CFR 173.403; and

3 A serial number that uniguely identifies each packaging which conforms to the approved
design is assigned to, and legibly and durably niarked on, the outside of each packaging.
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(10)

(b}

A Type B(U) package, a Type B(M) package, a low specific activity (LSA)} material package or a
fissile material package, previously approved by the U.S. NRC but without the designation -85’ in
the identification number of the U.8, NRC Certificate of Compliance, may be used under the
general license in paragraph (7) of this rule with the following additional conditions:

1. Fabrication of the package was satisfactorily completed by April 1, 1999 as demonstrated
by application of its model number in accordance with 16 CFR 71.85(c);

2. A package used for a shipment to a location outside the United States is subject to
multilateral approval as defined in U.S. DOT regulations at 49 CFR 173.403; and

3. A serial number which uniguely identifies each packaging which conforms to the
approved design is assigned to and legibly and durably marked on the outside of each
packaging. :

General license: Use of foreign approved package,

(a)

(b)

{c)

A general license is issued to any licensee of the Division to transport, or to deliver to a carrier for
transport, licensed material in a package the design of which has been approved in a foreign
national competent authority certificate that has been revalidated by U.8. DOT as meeting the
applicable requirements of 48 CFR 171.12,

This general license applies only to a licenses who:

1. Has a capy of the applicable certificate, the revalidation and the drawings and other
documents referenced in the cerlificate, relating to the use and maintenance of the
packaging and to the actions to be taken before shipment;

2. Complies with the terms and conditions of the certificate and revalidation and with the
applicable requiraments of this rule. With respect to the gquality assurance provisions of
10 CFR Part 71, the licensee is exempt from design, consiruction, and fabrication
considerations; and :

3. Has submiited to the Division and received Division approval for a quality assurance
program that satisfies the provisions found in subpart H of 10 CFR 71. _

This general license applies only to shipments made to or from localions outside the United
States.

General license; Fissile material

(a)

{c)

A general license is issued %o any licensee of the Division or U.S. NRC to transport fissile
material, or to deliver fissite material to a carrier for transport, iIf the material is shipped in
accordance with this paragraph. The fissile material need not be contained in a package which
meets the standards of 10 CFR Part 71 subparts E and F of U.S. NRC regulations; however, the
material must be contained in a Type A package. The Type A package must also meet the DOT
requirements of 49 CFR 173.417(a).

The general license applies only to a licensee who has submitted to the Division and received
Division approval for a quality assurance program that satisfies the provisions found in Subpart H
of 10 CFR 71.

The general license applies only when a package's contents:

1. Contain less than a Type A quantity of fissile material, and
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2. Contain less than 500 tolal grams of beryllium, graphite, or hydrogenous material
enriched in deuterium.

{d) The general license applies only to _packages containing fissile material that are labeled with a

CSl which:
1. Has boen dete‘rmined in accordance with subparagraph (e} of this s paragaph;
2. Has a value less than or equal to 10; and
-3 Fot a shipment of multiple packages containing fissile. material, the sum of the CSls must

be less than or equal to 50 {for shipment on a nonexclusive use conveyance) and less
than or equal to 100 (for shipment on an exclusive use conveyance).

(&) 1. The value for the CSi must be greater than or équal to the number calculated by the
following equation:
rams grams of grams  of
cst = 10] Y +_Pu 1
Y Z ’
2. The calculated CSI must be rounded up to the first decimal place;

3. The values of X, Y, and Z used in the CS! equation must be taken from Tables RHS 7-3
or 7-4, as appropriate;

4, If Table RHS 7-4 is used to obtain the value of X, then the values for the terms in the
sguation for uranium-233 and plutonium must be assumed to be zers; and

5, Table RHS 7-3 valuas for X,'Y, and Z must be used to determine the CSIif:

(i}
(i
(i)

{iv)

Uranium-233 is present in the package;

The mass of plutonium exceeds 1 percent of the mass of uranium-235;

The uranium is of unknown uranium-235 enfichment or greater than 24 weight
percent enrichrment; of

Substances havmg a moderating effectiveness (i.e., an average hydrogen
densny greater than H,0) (e.g., certain hydrocarbon oils of piashcs) are present
in any form, except as polyethylene used for packing or wrapping.

Table RHS 7-3. Mass Limits for General License Packages Containing Mixed Quantities of Fissile Material or
Uranium-235 of Unknown Enrichment per subparagraph (10)(e) of Rule 4200-83-10--30 8400-20-10- 30

'Fissile material

Fissile material mass mixed with
moderating substances fiaving an

| average hydrogen density less than

or equal to H,0 (grams)

Fissile material mass mixed with
moderating substances having an
average hycfrogen density greater

than Ho0® (grams)

X 80 38
2y 1y) 43 27
Py or 2Py (2) 37 24
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#\When mixtures of moderating substances are present, the fower mass limits shall be used if more than 15
percent of the moderating substance has an average hydrogen density greater than H,0.

Table RHS 7-4 Mass Limits for General License Packages Containing Uranium-235 of Known Enrichment per

subparagraph {10){e) of Rule 4200-02-40--30 0400.20.18-.30

Uraniur enrichmen;)l{:;ev:;ii%l;t percent of “*U not Fissile material mass of 2°U (X} (grams)
24 | e
20 83
15 67
11 72
10 76
9.5 78
9 81
8.5 82
8 85
75 ] 88
7 90
65 03
Is =
55 102
5 108
45 114
4 120
3.5 132
3 150
25 180
2 245 '
1.5 408
1.35 480
1 1,020
0.92 1,800

(11} General license: Plutonium-beryllium speclal form material.

(a)

A general license is lssued to any licensee of the Division ar the U.8. NRC to transport fissile
material in the form of plutonium-beryllium (Pu-Be) special form sealed sources, or to deliver Pu-
Be sealed sources to a carrier for transport, if the materlal is shipped in accordance with this rule.
This material nead not be contained in a package which meets the standards of 10 CFR Part 71
subparts E and F; however, the material must be contained in a Type A package. The Type A
package must also meet the DOT requiremants of 49 CFR 173.417(a).
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{b) The general license applies only to a licensee who has subimitted to the Division and received

Division approval for a quality assurance program that satisfies the provisions found in Subpart H
of 10 GFR 71,

{¢) The general license applies only when a package's contents:
1. Gontain no-more than a Type A quantily of radioactive material, and
2. Contain less than 1000 g of plutonium, provided that: plutohium-238, plutonium-241, or
any combination of these radiohuclides, constitutes less than 240 g of the total quantity of
plutonium in the package.

{h The general license applies only to packages labeled with a CS1 which;

1. Has been determined In sccordance with subparagraph (&) of this sule paragraph;
2, Has & value less than or equal to 100; and
3. For a shipment of multiple packages confaining Pu-Be sealed sources, the sum of the

CSls must be less than or equal to 50 (for shipment on a nonexclusive use conveyance)
and less than or equat to 100 {for shipment on an exclusive (1se conveyance).

(e) 1. The value for the CSI must be greater than or equal to the number calculated by the
following equation:
Grams of 2“"Pu + grams of
csl = 10] Py 1:and
24
2. The calculated €SI must be rounded up to the first decimal place.

{12)  Fisslle Material: Assumptions as to Unknown Properties of Fissile Material.

(a) When the isotopic abundance, mass, concantration, degree of irradiation, degree of moderation,
or other pertinent property of fissile material in any package is not known, the licensee shall

package the fissile material as if the unknown properties have credible values that will cause the
maxirmum neutron multiplication.

{(13) Pr_ellminary determinations.
{a) Before the first use of any packaging for the shipment of licensed material:

1. The ficensee shall ascertain that there are no cracks, pinholes, uncontrolled voids, or
other defects that.could significantly reduce the effectiveness of the packaging or impact
compifance with the standards specified In 10 CFR 71.

2. Where the maximum normal operating pressure will exceed 35 kPa (5 bffin?) gauge, the
licensee shall test the containment systets at an internal pressure at least £0 percent
£50%) higher than the maximum normal operatinig pressurs, to verify the capabillity of that
system to maintain its structural integrity at that pressure; and

3 The licensee shall conspicuously and durably mark the packaging with its model number,

serial number, gross weight and a package ldentification number assigned by the U.8.
Nuclear Regulatory Commission (U.S. NRC), Before applying the model number, the
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licensee shall determine that the packaging has been fabricated in accordance with the
design approved by the U.S. NRC,

(b} Reserved.

(14)  Routine determinations.

(a) Before each shipment of ficensed material, the licensee shall ensure that the package with its
contents satisfies the applicable requirements of this ruie and of the license, The licensee shall

determine that:

1. The package is proper for the contents to be shipped;

2. The package is in unimpaired physical condition except for superficial defects such as
marks or dents;

3. Each closure device of the packaging, including any required gasket, is properly instailed,
secured and free of defacts;

4, Any system for containing figuid is adeguately sealed and has adetuate space or other
specified provision for expansion of the liquid in accordance with 10 CFR 71, Subpart F;

5. Any pressure relief device is operable and set in accordance with written procedures;

6. The package has been loaded and closed in accordance with written procedures;

7. For fissile material, any moderator or neutron absorber, if required, Is present and in
proper condition;

8. Any structural part of the package that could be used o lift or tie down the package
during transport is rendered inoperable for that purpose, unless it satisfies the design
requirements of 10 CFR 71.45;

9. The level of non-fixed {removable) radioactive contamination on the external surfaces of
each package offered for shipment is as low as reasonably achievable and within the
limits specified in U.S. DOT regulations in 49 CFR 173.443,

10. External radiation levels around the package and around the vehicle, if applicable, will not
exceed the limits specified in 10 CFR 71.47 at any time during transportation; and

4. Accessible package surface temperatures will not exceed the limits specified in 10 CFR

71.43(g) at any time during transportation.

{b) Reserved,

{15)  Air transport of plutonium.

{(a) Notwithstanding the provisions of any general licenses and notwithstanding any exemptions
stated directly in this rule or included indirectly by citation of 49 CFR Chapter |, as may be
applicable, the licensee shall assure that plutonium in any form, whether for import, export or
domestic shipment, is not transported by air or delivered to a carrier for air transport unless:

1.

$S-7039 (July 2010)

The plutonium is contained in a medical device designed for individual human
application; or
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2. The plutonium is gontained in a material in which the specific activily Is less than or equal
to the activity ' concentration vaiues for plutonium specifisd in Schiedule 10-8.

Determination of A; and Az in tha-Appendis-to-Shapter-1200-62-40 Rule n«m&mzamsm
and in which the radioactivity is essentially uniformly distributed; or

3. The piutonium is shipped in a single package contammg no mare than an A; quantity of
plutonium in any isotope or form and is shipped in accordance with paragraphs (4) and
(5} of this rule $260-02-10-35; or

4. The phetonium is shipped in a package specifically authorized for the shipment of
piutonium by air in the Certificate of Compliance for that package issued by the U.S.
Nuclear Regulatory Commission.

{b) Nothing in subparagraph (a) of this paragraph is to be interpreted as removing or diminishing the
raquirements of 10 CFR 73.24.

{¢) ~  For a shipment of plutorium by air that is subject to part (a) of this paragraph, the licensee shall,
through special arrangement with the carrier, require compliance with 49 CFR 175.704, U.8.
Department of Transpdriation regulations applicable to the air transport of plutoniurm,

{16)  Opening instructions.

Before delivery of a package fo a cairier for transport, the licensee shall ensure that any special
instructions needed fo safeiy open the package have been sent to, or otherwise made available to, the
consignee for the consignee's use in accordance with subparagraphs (5)(a) and (b} of Rule 4200-62-05-
445 0400-20-05-. 115,

{(17)  Records,

{a) Each licenses shall maintain; for a period of #wea 3 years after shlpment a record of each
shipment of licensed matarial not exempt under paragraph (8) af-iBul QO-02-30-.30 of Hus nule
showing where appiicable:

1. Identification of the packaging by model number and serial number; .

2, Veiification that there are no significant defects In the packaging; as shipped;-

3. Volume and idepdification of coclant;

4, Type and quantity of licensed material in each package and the total quantiiy of each
shipment;

5. For each item of irradiated fissile material:
{i) Identification by madel number and serial number;
{ii) Irradiation and decay history to the extent appropriate to demonsirale that its -

nuclear and thermal characteristics comply with license conditions; and

{iii) Any abnormal or unusual condition relevant to radiation safety;

6. Date of the shipment;
7. For fissile packages and for Type B packages, any spacial confrols exercised,
8 Name and address of the transferae;
§5-7039 (July 2010) RDA 1693

g2

137



(18)

{19)

(20

1)

9. Address o which the shipment was miade; and

10. Resuits of the determinations required by paragraph (14) of this e 4200-02-10-30 and
by the conditions of the package approval.

(tr) The licensee shall make dvailable to the Division for inspection, upon reasohable nhotice, all
records required by this rule. Records are only valid If stamped, initialed, or signed and dated by
authorized personnel or otherwise authenticated.

The licensee shall maintain sufficient wiitten records to furnish evidence of the quality of packaging. The
records fo be maintained include results of the determinations required by paragraph {13) of thisg jule
4200-02-40~30; design, fabrication and asseimbly records; results of reviews, inspections, tests and
audits; results of monitoring work performance and materials analyses; and resulls of maintenance,
modific—ation and repalr activities. Inspection, tast and audit records shali identify the inspector or data
recorder, the type of observation, the results, the acceptability and the action taken in conhection with any
deficlencies noted. The records shall be retained for iree 3 years after the life of the packaging to which
they apply.

inspection and tests.

in addition to the requirements in paragraph {1} of 4200-02-40-87 Rule 0400.20-10-27 ahd Rule 4200
£2-40-28 0400-20-10-28, the licensee shall notify the Director, Division of Radiological Health, at the
address given in Rule 4200-02-084~07 0400-20-10-.07, at least 45 days before fabrication of a package to
be used for the shipment of icensed material having a decay heat foad in excess of 5 kKW or with a
maximum normal operating pressure in excess of 103 kPa (15 bffin®) gauge.

Reports.
The licensee shalf report to the Director, Division of Radiclogical Health, within 30 days:

(&) Any instance in which there is significant reduction in the effectiveness of any approved Type B,
ot fisslle, packaging during use;

b Details of any defeots with safety significance in Type B, or fissile, paokagmg after first use, with
the means employed to repair the defects and prevent their recurrence; or

{©) Instances in which the conditions of apprOVaI in the ceriificate of compliance were net observed in
making a shipment.

Advance nofification of shipment of irradiated reactor fuel and nuclear waste.

{a) As spacified in subparagraphs (b), {¢) and (d) of this paragraph, each licensee shall provide
advance notification to the governor of ¢fa state, or the governor's designee, and to the Director,
Division of Radiological Health, of the shipment of licensed material through or across the
boundary of the Stafe, before the transport, or delivery to a carrier for transport, of licensed
material outside the confines of the licensee's plant or other place of use or storags.

{b) Advance notification is required unider this section pacagraph for shipments of irradiated reactor
fuel In quantities less than that subject to advance notification requirements of 10 CFR 73.37(f).
Advance nofification is also required under this sectien paragfaph for shipment of licensed
material, other than irradiafed fuel, mesting the following three conditions:

1. The licensed material is required by 10 GFR 71 fo be in Type B packaging for
transportation;
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The licensed material is being transported to or across the State boundary en route to a
disposal facility of {o a collection point for lransport to a disposal facility; and

The quantity of licensad material in a single package exceeds the least of the following:

() 3000 times the A; value of the radionuclides as specified in Schedule 10-8 ju
Ruls 0400-20-10-38, Tabls A-1 for speeial form radioactive material;

(i} 3000 times the A; value of the radionuclides as specified in Scheduls 10-6 in
Rude 0400-20-10-.38, Table A-1 for normal form radioactive material; or

(i) 1000 TBq (27,000 Ci).

(c) Procedures for submitting advance nhotification,

1.

The notification shall be made in writing to the office of each appropriate governor or
governor's designee and to the Director, Division of Radiolegical Health.

A notification delivered by mall shali be postmarked at least seven 7 days before the

heginning of the sever 7-day period during which departure of the shipment is estimated
o ocour,

A notification delivered by any other means than mall shall reach the office of the
governor, or of the governor's designee, and of the Director, Division of Radiological
Heaith, at least four 4 days before the beginning of the ssvern 7-day period during which
departure of the shipment is estimated to ocour.

{i) A list of the names and mailing addresses of the governors’ designees receiving
advance nofification of transportation of nuclear waste was published in the
Federal Register on June 30, 1995 (60 FR 34308).

{in The fist will be published annually in‘the Federal Register on ¢r about June 30 to
reflact any changes In information,

(i) A list of the names and mailing addresses of the governors' designees is
available on request from the Director, Office of State Programs, U.S. Nuclear
Regulatory Commission, Washington, DG 20555-0001.

{iv) The licensee shall retain a copy of the notification as a record for theea3 years.

{d) Information to be furnished in advance notification of shipment. Each advance notification of
shipment of irradiated reactor fugl or nuclear waste shall contain the following information:

1.

§$5-7030 (July 2010}

The name, address and telephone number of the shipper, cartier and receiver of the
irradiatad reactor fuel or nuclear waste shipment;

A dascription of the irradiated reactor fuel or nuclear waste contained in the shipment, as
specified in the regulations of U.S. DOT in 49 CFR 172.202 and 172.203(d),

fhe point of origin of the shipment and the seves 7-day period during which departure of
the shipment is estimated to ogour;

The seven 7-day period during which arrival of the shipment at the State’s boundaries is
esfimated to oceur,;
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5. The destination of the shipment and the seven 7-day period during which arrival of the
shipment is estimated to oceur; and
8. A point of contact, with a tetephong number, for ¢urrent shiprment inforimation.
(e} Revision notice.

A licensee who finds that schedule information previously furnished to the governor, or governot's
designee, and to the Director, Division of Radislbgical Health, in accordance with this sestion
paragraph, will not be met, shall telephone a responsible individual in the office of the govermor of
the State, or of thé governor's designee, ahd of the Division of Radivlogical Health and inform
those individuals of the axtent of the delay bayond the schedule originally reported. The licensee
shall maintain a racord of the name of the individual contacted for tiwse 3 years.

{H Canceliation nofice.

1.

Each Hicenses who cancels an irradiated reactor fuel of nuclear waste shipment for which
advance notification has been sent shalt send a cancellation fiotice to the governor of
each State, or to the governdr's desighee, previously notified, and to the Director,
Division of Radiologioat Health,

The licensee shall state in the notice that it is a cancellation and identify the advance
notification that is being canceled. The licensee shall retain a copy of the notice as a
record for Uwea 3 years.

{22}  Quality Assurance

{a) Quaglity Assurance Requirements,

1.
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This subparagraph describes qualily assurance requirements applying to design,
purchase, fabrication, handling, shipping, storing, ¢leaning, assembly, inspection, testing,
operation,. mainterrance, repair, and modification of components of packaging that are
important to safety. As wsed in this paragraph, "quality assurarite” comprises all thosg
planned and systematic actions necessary to provide adequate confidence that a system
ar component will perform satisfactorily in service. Quality assurance includes ¢uality
control, which comprises those guality assurance actions related to control of the physical
characteristics and guality of the material or camponent {6 prédstermined reduirements.
The licénsee, certificate holder, and applicant for a CoC are responsible for the quality
assurance requirements as they apply to design, fabrication, testing, and modification of
packaging. Each licensee is responsible for the quality assurance provision which applies
to its use of a packading for the shipmaeiit of licensed material subject to this paragraph.

Establishment of program.

Each licensée, certificate holder, and applicant for a CoC shall establish, maintain, and
exscute a qualily assurance program satisfying each of the applicable criteria of 10 CFR
71.101 through 71.437 and satisfying any specific provisions that are applicable to the
licensee's aclivities including procurement of packaging. The licensee, certificate holder,
and applicant for a CoC shall execute the applicable criteria in a graded approach to an
extent that is commensurate with the guality assurance reguirement's importance fo
safety.

Approval of program,

Before the use of any package for the shipment of licensed material subject to this
paragraph, each licensee shall obtain Division approval of its guality assurance program
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