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Dear Ms. Piccone: 5

The attached draft rules are being submitted to you for review and comment by the NRC.
The following is a summary of these rules:

Draft Rule 3701:1-54-03 Assured Isolation Facility establishes requirements for the
long-term storage of radioactive waste in an assured isolatien facility beyond five years,
but no longer than 100 years for any given radioactive waste.

Draft Rule 3701:1-54-04 Quality Assurance establishes quality assurance requirements
for facilities covered by draft rules 3701:1-54-03 and 3701:1-54-05.

Draft Rule 3701:1-54-05 Radioactive Waste Processing creates facility requirements
for the processing of radioactive waste, other than a facility's own radioactive waste only.

Changes to Rule 3701:1-54-01 Definitions are additional definitions in clarifying new
rule language in the three proposed rules. "Underlining" denotes new rule language,
while "strikeouts” denote deletions,

These rules have been placed on our web site at http://www.odh.state.oh.us, for public
review and comment. The public comment period ends April 15. They may be viewed
by clicking on Rules and Regulations, and then clicking on Draft Rules.

While it is recognized that there are no corresponding rules within Title 10 of the CFR for
which compatibility has been designated, it would be helpful to receive any comments
that the NRC may have. [t would greatly assist us, if any such comments could be
received within the above comment period.
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HEA 413 (REV. 1/00) A Equal Opportunity Emplayer/Provider



If there are any questions, [ can be contacted at (614) 644-2732, or via e-mail at
rowen{@gw.odh.state.oh.us.

Singsezely,

bert E. Owen
Manager of Technical Services
Bureau of Radiation Protection

cf: Roger Suppes
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3701:1-54-01 Definitions

As used in this chapter of the Administrative Code:

intended to preserve the 3b11|lv Ufthc faeility tn ncrfonn its function -::-I‘lso]attng radmactwc \w_\ste

(B) "AIF" means Assured Isolation Facility.

" 1 jon” 5 an |nie ated mana e-'nt system for isolating radioactive waste beyond a
i i : 3 ¢h_robust, accessible

facilities, and planned preventative maintenance.

{D) “Assured Isolation Facility” means the the i i pe
a site for the assured isclation of rsdloa::twe waste Thls 1nclude& bul is nm ]|m|ted 10, support and
mini 1w 1lita areas,

environmental monitering of the facility,

£43(F) "Broker" means any person who takes possession of lew-levébradioactive waste solely for purposes
of censolidation and shipment.

833G} "Carrier” means a person who is engaged in the transportation of Hew-level-radioactive waste by air,
rail, road, highway, or water.

{53(H) "Director” means the director of health eordis a designee-, or authorized representative

E1(1)."Disposal” or "dispose” means the permanent isolation of Hew-levelradioactive waste in accordance
with Chapter 3748, of the Revised Code and the rules promulgated thereunder.

¢E3(1) "Generator” means a person who first produces Hew-level-radioactive waste, including, without
limitation, any person who does so in the course of or incident to manufacturing, power generation,
processing, waste treatment, waste storage, medical diagnosis or treatment, research, or other
industrial or commercial activity. "Generator” does not include a patient who may discharge
radioactive material in body wastes or fluids as the result of a medical procedure; however, the waste
or fluids generated by such a patient are low-level radivactive waste. If the person who first produced
an item or quantity of waste cannot be identified, "generator” means the person first possessing the
waste who can be identified.

but not ||rn|ted to, the human fou-d cham

(M) "Low-level radivactive waste” means, with regard to the disposal of low-level radioactive waste,
radieaetive-waste that is not classified as high-level radioactive waste and that is class A, B, or C low-
Ievel radicactive waste as defined in 10 C.F.R. 61.55, as that section existed on January 26, 1983, In
regard to regulatory control atJeestiens—for purposes other than-a disposal faethity, "low-level
radioactive waste” has the same meaning as in 42 U.S.C.A. 2021 (b). Low-level radicactive waste
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does not include any such waste that 1s owned or generated by the United States department of energy;
by the United States navy as a result of the decommissioning of its vessels; or as a result of any
research, development, testing, or production of any atomic weapon. _

systematic measurement and analysis of s:nemf ic Dﬂmmelers

{G3(P) "Person" means any individual, corporation, association, business enterprise, or other legal entity,
either public or private, and any legal successor, representative, agent or agency of that individual,
corporation, association, business enterprise, or other legal entity. "Person” also includes the United
States, any statestates; political subdivisions of this or any state, states; and any department, agency, or
instrumentality of the United States or & _this or another state.

HB(Q) "Processor” means a person whao treats or repackages low-lexel-radioactive waste received from a
generator. Processor does not mean generator.

R} "Srorage" or "store” means the retention of radicactive materials, including lew-tevel-radiozctive
waste, prior to disposal in a manner that allows for surveillance, control, and subsequent retrieval.

8) Temporary storage means holding radioactive w. fi r i that is either in
transit, awaiting transportation, or is being prepared for transportation.

FAT) "Treatment” means any method, technique, or process, including storage for radioactive decay, that
changes the physical, chemical, or biological characteristics or composition of any lew-level
radioactive waste in order to render the waste safer for transport or management, amenable to
recovery, convertible to another usable material, or reduced in volume.

HK3(U) "Waste management” means the storage, treatment, or disposal of lew-level-radioactive waste.

W sing is the act or process of treating radioactive waste.

W) Waste processor is the person or facili e radioactive waste,
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3701:1-54-03 Assured Isolation Facility

of radioactive waste over the term of a

||'ggn§g prior to djgmggl in_aceordance wuh Qhamg r 3701 1-40 of the Administrative Code. and other

hapter 3748, of the Revised Code. The reguirements of i in

addition_to_those in Qhamer 3701:1-40 of the Administrative Code, and other tules pursuant to
Chapter 3748. of the Revised Code. All the uirements of this rul

radioactive waste, and those that store radioactive wast 1

{1) All of the requirements of this rule apply to an AIF used by more than one generator to hold

radipactive waste for decav-in-storage or any radioactive waste penerator who proposes to store
radioactive waste at a location other than their currently licensed |ocation.

{2} Generators that continue to hold only their own radmaclwe waste bevond a five year period at their

current] hoensed locatio n e an AIF and must comply with
hs (C CH 2, (C}d), (THS), (T 2}, (D and (E) through (N) of
thig rule

{B) The performance objectives of an AIF are to:
{1} Protect the environment. the general public, and workers from exposures to ionizing radiation and

radionuclide releases exceeding the limits and cons

Administrative Code.

2 i v rial I m unauthoriz g5 or removal,

3} Protect the waste and containers from the adverse effects of environmental conditions, includin,

but not limited t

4} Use sound engineering designs and prudent procedural practices to maintain doses t
the general public, and radionuclide releases to the environment as low as reasonably achievable.

the types of waste held, to Druwde reasonable assurance that the nexfarnmw]_bimﬂ_

As a minimum, the appli

{1} Submit a license application pursuant to chapter 3701:1-40 of the Administrative Code.

2) Provide a description of the licensed operating activities requested, including, but not limited to:

(a) The location of the proposed site;

(b) The licensed activities involving the transportation, storage, and handling of radioactive waste:

() The types, chemical and/or physical forms and quantities of radicactive waste to be received,

possessed, and stored:

{d) The proposed time schedules for construction and receipt of radicactive waste at the proposed
AIF: and

() The estimated maximum amount of radioactive waste to be stored, both in terms of volume and
activity, by radionuclide.
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{3} Describe the site suitability for storage of licensed radicactive materials for each of the following
._Include in the deseription the
o resent, local land usage, local populations, public facilities, local roads
and traffic.
= L: [ [ SLICS O
paragraph (DY(1) of this rule.
¢) Provide a descniption_of the site radiological environmenta
criteria in h {1} of this rule. [nclude baseline information for the data to be collected.
{d)_Provide an_environmental assessment report required by Chapter 3701:1-40 of the
Administrative Code as if that chapter also included NORM. source and special nuclear
{4) Provide a complete description of the AIF, including drawings, to meet the criteria of paragraphs :

AlF

{6) Provide a description of the community awareness and communication program to be used.

(a) Identify the means of communication, types of information to be provided. and when the

information will be provided to:

{7} Submit any applicable deconmissionimg funding plan and financial assurance in accordance with

Chapter 3701:1-40 of the Administrative Code as if that chapter also included NORM, source
and special nuclear material.

8) Submit an emergency response plan in accor

Code as if that chapter also included NORM, source and special nuclear material,

9%} Submit the guality assurance pr in r with rul 1:1-54-04 i

receipt, handling, emplacement and retrieval f waste in thi;n;;. o
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(b) Characteristics of nearby rivers, streams, wetlands, or other bodies of water ;
{c) Distance to, and nature of, the water table and aquifer;

{d)y Analysis of earthquake potential or other land movement and its consequences;

{e} The proximity to creeks or culverts: and

{21 No new AIF shall be located:

{a) In a one-hundred vear flood plain or a wetland: or

{b} In the recharge area of a sole source a

aquifer_unless it can be demonstrated with reasonable
assurance the new AIF will be designed, constructed, aperated, and decommissioned without
an unreasonable risk to the aquifer.

{3) The AIF shall be constructed as designed to:

{a) Safely bandle and store the waste commensurate with the characteristics of the waste;

the extent possible be constructed of nonflammable building materials:

{c) Stare waste such that each individual waste container is readily retrievable and inspectable: and

(d) Be made of materials, and use methods, considered io_ease future decomtamination and
decommissioning efforts.

4) The ATF shall include design features t
features must;

id in keeping the radipactive waste isolated. The desi

{a) Minimize water infiitration and prevent any waste container from contact with water.

1) Preserve the structural integrity of each w ontainer.

¢) Ensure that the site drainage and slope stability preserves the integrity of the AIF's foundation.

{dy Ensure that the AIF shall meet the standards Drescnbed in ANSUASCE ? 98 "Minimum Desum

material in normal form, as defined in Chapter 3701:1-50 of the Administrative Code, must
meet the criteria for a Category I facility as defined in the standard.

{e) Minimize occupational and non-occupational exposures,

{f) Provide for site and effluent monitoring as appropriate for the ATF.

{g) Ensure that bu11d1ngs and areas used fbr the storage of radmactive wastes shall have
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{i} Ensure that the design and omration of the radicactive waste storage area shall be such that

radmtmn levels nifrati nd potential exposures due to airbome rel rin
within_the hmlis specified in Chapter 3701:1-38 of the istrative Code

and are maintained ALARA.

i) Ensure that the desi i IF shall be compatible with the objectivi h
decommissioning funding plan for the

k} Ensure that the AIF shall ioned to confine spills. Ind v engineerin
barriers shall be provided as necessary to minimize potential releases from the ATF.
all pravide a description of the site and accurate drawi
should address the following features, and any desi r in_support nf the performance
objectives:

1) Deseribe the ventilation system and ho ill sure ade uate enwmnmental contro]s of the

4% Deseribe the physical security of the radicactive waste are

53 Identify radioactive w rage areas, demonstrating where radioactive waste will be n
how radioactive waste containers will be accessible for routine inspections.

{6} Describe the locations of radioactive waste handling areas, air sampling stations, effluent filters
and any sources of flammable or explosive material.

Ty Provide iption_and accurate drawing of any required speci i i e
employed.

{8} Describe the equipment installed to maintain control over the maxlmum concentrations _of

ipactive materials in gaseous and I| uid effl n 1 ration and the

means emploved to ¥ ial i uents to unrestricted areas ALARA.

{9} Describe the building codes and standards applied to the design and construction of the AIF

ials and method of

(113 Deseribe the activity, volume, classification and specifications of the radicactive material to be
received, possessed, and stored at the AIF.
(F1 The applicant shall describe the operations of the AIF in rdance with_the radicactive waste
rocedures to ran jective:
(1) Deseribe the procedures to secure radicactive materials from unauthorized access and removal,

including the control of access to the ATF.

(2) All radioactive waste ultimately subject to transportation must be stored in containers made for
transportation. Describe the procedures used to verify that this requirement is met.
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le waste container is

rogram for conirel and monitoring of radicactive e r
compliance with the occupational radiation exposure limits, and to control contamination of
nnel, vehicle uipment, buildings. and the A i rations, inadvertent releases

and acciden sed.  The program description must include procedures

instrumentation, facilities, and equipment.
{5) Submirt rhe mggggmgg for receipt and acceptance of waste packages. The procedures shall include

hipping _documents, visual check of waste package, survev for r
contamination_and external radiation levi niification_of packages requiring remediation,
corrective actions i iti { unacceptable packapges.

(6) Describe the program for safe placement and inspection of waste in storage and maintaining
occupati res ALARA.  The program should include periodic radiatio
ntamination surveys of individual packages and the storage area in gene 1] stin

the storage area.

i miaimin curate records of radicactive materials an
inventory of radioactive waste.

ize th inactive waste to be stored in terms of:

{a) Volume of waste by Class (A. B, C); and

b) Physical form o : solid, liquid, or gas.

{9} The AIF operator shall describe:

(a} The packages or coniainers fo be used fi

may_pose to the packaging integrity, and the i i ing_or
containers;
{b) The program for periedic inspections of radioactive waste packages to ensure that they retain

their integrity and containment of radioactive waste; and

t used for remote handling and repackaging damaged or
waste containers.

10) Provide th wi iptions of uipment and procedures:

a) Provide a flow dia loactive wi receipt and storage operations.

(b} Describe the equipment and procedures used to maintain control over on-site exposures to and

releases of radicactive material. Include monitorin ntainment_mechanisms
i mitigation meth and procedures. and the corrective action process used when
deviations are discovered.

Describe th ill detection equipment and cleanup plans for the si iate

transportation of radioactive material.
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(12) Provide a description of the personnel training and retraining program.
{13) Each licensee shall have emergency response procedures for radionuclide incidents.

(&) If an emergency response plan is required in paragraph (C)(8) of this rule, the applicant shail
provide all offsite emergency response nrgamzxtlons that would_respond in the event of an

accident a copy of the plan and allow si £} icant's emergenc
response plan prior fo submitting the plan to the director.

icant shall submit copies of an mments receiy i comment period to the
di r with ency response plan.

14 ibe the system for maintaining inventorv of receipt, storage, and transfer of
waste.

{15) Describe the disposition of radioactive material and the AIF upon termination of the license.

G’ To meet the radiation safé irements the foilowing must be met:

1 include a description of nn I m m i e ods tramm and
rocedures to be followed t
and methods to k igtion exposures ALARA;

2 i hall mclude rocedures. to integrity of the waste and waste

(3} An emergency response manual shall include procedures to address likely minor and major

accident conditions. incident response command structures, and a df:scrlphun of procedures for

din ding_notification of and ¢

medical departments;

he radiation safi m_shall incorporate the uirements of J01:1-

700 inistrative Code, and incl ics on the ALARA policy, radiation safe
procedures, training, ventilation systems, air sampling, contamination contral, internal exposure
coptrel and assessments. external exposure control, and_instrumentation used: and

handling, placement, inspection, surveying and emergency response for radioactive waste storage
and transportation.

1oactive waste and materials an ¢ transported. handled, and stored in a safec manner et the

performance objectives in paragraph (B) of this tule.

ined by radionuclide activit

d_in rule 3701-39-02.1 of the

Administrative Code.

{2} Radioactive waste shall meet the waste characteristics of 10 C.F.R. 6].56{a) as referenced in rule
3701-39-02.1 of the Administrative Code.

3) No individual container dose rate shall ex - vi/hr (ten mRem/hr) at one
or two mSwhr hun Remv/hr) on the surface.

4% The radioacti secured from unauthoriz and removal by individuals, and
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maintained to prevent unintentional releases to the epvironment.

(I "REMP" means & RadmlngncaI Enwronmental Monitoring Program that i is used to measure arld mnmtnr

operations. All applicants shall:
(1) Describe the environmental monitoring program to provide data to_evaluate potential heglth and

environmental impacts in support of the performance objectives.

release of

1N Records and reports shall be develo nd maintai i nce with Chapters 3701:1-38, 3701:1-

40, and other Chapters of the Administrative Code promulgated pursuant to Chapter 3748, of the
Revised Code, and the following:

(1) The hcensee shall prepare and send statements to cach generator of Lhclr own WH&IE_.EL@JH&

TI0T r_inventory balances. additions and withdrawals of w from inal
iy icensee and the generator shall retain copies of these for

three years.

{2} The licensee shall prepare and send an annual summary report to the Ohio Department of Health

and publish a local notice of the report's availability to the public. The report shall include. at a
minimum, a summary of waste in AIF {prior year inventory balances, additions. withdrawals,
and final balances), capacity utilization (volume and radionuclide license limits), incidents.

environmental monitoring 1 iopuclide releases to the environment, and a fiscal annual
report.  The licensee shall retain i f ts until after the license has been
rTin

3)_The annual t] enerators and the annual sumima ort_shall

Health within sixty days afier the end of the calend.

(K} The institutional requirements include:

1) The radi ive materials will remain under active institutional control_th
i in_gccordance with 10 CF.R. 61.5 as referenced in rule

Administrative Code.

(2) The generator of the radioactive waste shail retain title to the waste,

quantification. The AIF operator is responsible for the waste handling and storage conditions
after acceptance of the waste until its ultimate disposition.

4} Each generator shall i irmevocable trust to the ATF operator to cover the cast of dis lin
the event th ner: becomes bankrupt. The AIF operator mi

trust agreement to the departrment. Each trust shall be reviewed and updated every five vears.

L) Financial assuranc 1551001 j € termination reguirements inglude:
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{1)_The AIF shall meet the applicable financial assurance and decommissioning requirements for
ri lease in Chapter 3701:1-38 of the Administrative Code.
(2) The AIF shall return radicactive materials to the generator or generator's designee upon the ATF's
failure to renew a license or prior to license termination.
M o . fe:
{11_Each license will place limitations on the aggregate radioactive_waste volume as well as

radionuclide quantities.

j 1l refn in_acco ce with_Chapter 3701:1-40 of the Administrative
Code, Duoring the license renewal process, an existing licensed AIF shall verify compliance with
the originally licensed structural design for the originally licensed usage. Any changes from the

originally licensed usage or structural design will require a reevaluation_of the enti
on current standards.

(3 All users of the AIF shall contractually apree to the return of the radioactive waste to the generator,
T to th rator’ i licensed to receive such waste, at the end of the radicactive

{4) The operator shall not store mixed waste.

™) Commencement of construction prier to the depactment issuing a license or renew: IF i h

economic risk of the applicant.
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3701:1-54-04 uality Assurance

Chagter 54 of the Admlnlstratwe Code Asdescrlbed in ﬂ'HS rule, gual:gg assuanoe rmmrements ofa

licensee apply tn the design, purchase f&bricat[on. handling, shlm:rmg. storing cleamnm assmﬂblvt

components, and decommlssmmng that are |rnmrmnt to safety.

(B) As used in this chapter, "quality assurance” (QA) comprises all those planmed and svstematic actions

necessary to provide adequate confidence that a structur tern, or component will perform
satisfactorily jn service,
1) Quality assurance includes quality control, which comprises those lity assuran i

to_control of the physical characteristics and quality of the material or component to

it i

{2} The licensee is responsible for the quality assurance rn:aulrcments as _they apply to the design

fabrication, and testin t i =
The licen: i a license, shall be responsible for the establishment and execution of the
i T,
1} The licensee m elezat { onsultants, the work of

establishing and executing the quality assurance program, but the licensee shall retain

responsibility for the program. The licensee, or applicant for a license, shall clearly establish and
delineate in wri;ing the authority and duties of persons and organizations performing activities

affectin h l' tructures tems and cnm cments whu:h are 1m ortan! to safe

the quality assurance functions.

2) The quality assurance funct

ASSUrANCE Do,

{(b) Verify, by procedures such as checking, auditing, and inspection, that activities affecting the

functions that are i t ectly performed.

c) Th r 1zations performing quality assurance functions shall have sufficient
ity and organizational freedum to identi li . 1o initiate, recommend, or
Vi lutions, i ntation of solutions.

(D) A quality assurance program shall meet the following:

1) The licensee, or li r.a license, shall document the guality assur, written
procedures or instructions and shall carry out the program in accordance with these procedures
throughout the period during whi ility is_licensed. The Jicensee, or applicant for a
license, shall 1 ify th 5.5 rems and COm onents to be covered by the qualit

assurance program, th i in_the program, and the designated
functions of these organizations.

licensee, or applicant for a license, th ir quality assurance programs, shall provide
control over activiti ti i identified structures. svstems, and componen
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to_an exten wi i t ty_and, as necessary., to ensure
conformance with the approved design of each facilit i r applicant for a license
shall ensure viLi ing quality are accomplished under suitably controlled
conditions.

conditions for accomplishing the activity, such as adequate cleanliness; and assurance that all

prerequisites for the given activity have been satisfied.

{b) The licensee, or applicant for a license, shall take into account the need for special controls,

processes, test equipment, tools and skills to attain the required guality and the need for
verification of quality by inspection and test.

assurance programis) on_the followi nsi ion ncerning the complexity and proposed
use of the structures, systems, or components:

(a) The impact of malfunction or failure of the item on safety;

{b) The design and fabrication complexity or unigueness of the item:

{d} The degree to which functional compliance can be demonstrated by inspectign or test; and
(2) The quality history and degree of standardization of the itermn.

4) The

and maintained.

5)_The licensee Hean f lu:c all iew the status and ad:: of thc uah

qualltv ASSUMANCE Program that thev are cxccu‘lmg,

The _persons _and_ organizations erfurm ualit assurance unct[ons shall rt

ufﬁmem: |ndcpcndence fmm cosl and schedulc conmdcratlgns whcn thesc considerations are
opposed to safety considerations, are provided.

{a) Because of the many variables mvnlved such as the number of nersonnei the type of actmtv

required authority and organizational freedom.

aaau!]lm EHCL[IVE GA!:I-I;IlJUlI UP ALY jJUll!UU 'UP lI]G Huﬂ!ll!’ AS3IULALILE LAl il L SLEY 1Uhﬂl!u]l

where activities subject to this section_are_being performed, must have direct access to the
levels of management necessary to perform this function.

E) To meet QA design control iremen
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dcmgg interfaces.  The deSJgn cnnrm] measures musl: m‘gwde fur venfmng or chec]-cmg he
adequacy of design by methods such as design reviews, alternate or simplified calculational

hod 1 itabl .
(a} For the verifying or checking process, the licensee shall designate individuals or groups other
than_those who we nsible for th iginal 1 who_ma from _th

Organization.

prototype or sample unit under the most adverse design conditions.

¢) The licensee, or applicant for a license, shall ly design control measures to it uch as the
following:

{11} Compatibifity of materials;

{iii) Accessibility for inservice inspection, maintenance, and repair:

(iv) Features to facilitate decontamination; and

v) Deli i nee criteria for inspections and tests.

{3} The Ilcensee or ann]lcant for a license shall sul:|-|er_'t dBSI'E',I‘I changes mcIudmg_ field chan;r_es to

mnd1t|0ns spemﬁed in the license regunrc g rigr l.o ap_npl‘g 3 val b! the Degartmgn; ngggI th.

F) To meet QA pr t control requirements, the licensee, or applicant for a license, shall
establish measures to assure that annllcablc rcaulatorv reuutrcmcnls desmn bascs and nthcr
wrements which are nece

licensee's contractors or subcuntructors To the exlem necessary, the licensee, or applicant
for a license, shall require contractars or subcontractors to provide a quality assurance program

consigtent with the applicable provisions of this rule.

G) To meet QA instructions rucedurcs and drawings requirements, the Li T licant_for
li 1 I uality b documented 1nstrucnnns mcedures or drawin

e —
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satisfactorily accomplished.
(H) To meet QA document contral requirements, the licensee, or applicant for a license, shall establish

r nirol the issuance of documents such as instructions < drawin,
luding chan which scribe all activities affects i ure _that
documents, i i jewed for adequacy, approved for release by auth

personnel, and distributed and used at the location where the preseribed activity is performed. These
measures must ensure that changes to documents are reviewed and approved.

11 To meet QA control of purchased material, equipment. vi irements:

1} The licensee, or applicant for a license, shall establi nsure that purchased material

equipment, and services, whether purchased directly or through contractors and subcontractors,
conform_to the procurement documents. These measures must _include_ provisions, as

ropriate, for source evaluatmn and selection, objecti lity furnished by the
T, tion at the contractor or subconiractor sourc
examination of products upon dcliverv.

2} The licens i i hall have available documentary evidence that m
1 ipmen nform to the rocurement specifications_prior o 1
materi i tain or have available this documen gvidence

for the life of the facility. The licensee shall ensure that the evidence is sufficient to identify the
specific requirements met by the purchased material and equipment.

(3} The licensee. or applicant for a license, or a designee of either, shall assess the effectiveness of the
control of quality by contractors and subcontractors at_intervals consistent with the importance

complexity. and quantity of the product or services

1) To meet QA identification and con‘mol of materials, parts and com onenrs requirements, the hcensee r
applicant for a_license all ¢ Cas 3 A
and components. These measures rnust ensure that |dent]ﬁcatmn Df the item is maintzined by heat

number. part humber, serial number, or other appropriate means, either on the item or on records
raceable 1:0 the item as mulred, througlgout fahncatmn, mstallatmn, and usg of the item. These

matenals, gaﬁs, and components.

K) To meet QA control of special processes requirem e licant for a license, shall

establish measures to_ensure _that special _processes, including wcldang heat _treating, _and
nondestructive testing, are controlled and accomplished by quallf'ed personnel usmg qualified

rocedures in accordance with applicable codes, standards. iter th ecial
requirements.

T in 10N 1vitl I, 11 r for_the organization performin
the activity to verify conformance with the documented instructions, procedures, and drawings for

accomplishing the activity. Individuals other than those who performed the activity being inspected
must perform the inspection, Examinations, measurements, or tests ofnmgml_{prLq_lchlc_tsp_rggs_s;x_d_
must be performed for each work operation where necessary to assure quality. If direct j

processed material or products cannot be carried out. indirect control bx monitoring processing
meth ipment, and personne] must be provided. Both inspection and cess monitoring must

be provided when uuahw ccntrol is nnawmmwm

requ i i ative evond which work

should not pr ggggd wr_[ out the ggngn! of 1‘5 gk§ gga!ed renresenrarlve are requlrad the specific hold

points must be indicated in appropriate documents.
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M) To meet QA test control i 1 or applicant for a license, shall i est

program to ensure that all testing, reguired to demonstrate that the structures, sysrems, and components

will perform sati ily in_service, is identified and performed_in i itten_test

procedures that incorporate the requirements of this chapter and the rgqmrcmgng and acceptance

The test

virommental conditions.  The license

license, shall document and evaluate the test results to ensure that test reguirements have been

satisfied.

Ti control of measuring and i i e licensee, or applicant for a
license, shall establish res to ensure that tools, gauges, instruments, and oth asuring and
esrmg dcwceg used in activities affectlgg qualmr are 'a-ropcrlv controlled, calibrated, and adjusted at

eriods to maintain accuracy wi lirm

0) Te meet QA handlin shipping control requir i icant for a
license, shat gstab]lsh measures o control, in accnrdance with work and mspectlon instructions, the
hand]m nt to prevent dama
r tion.  When necessary for i ial protective environment
inert gas atmosphere, an i isture_content and temperal | i and
provided.

M To L i i st and operating status requi nis:
1) The lic i es to indicate, by the use of markings such as stamps. tags,

Iabels mutmg cards, or Q[hgr suitable means, the status of inspections and tests performed upon

vide for the identification of ite
have satisfactorily passed reqmred inspections and tests where necessary to preclude inadvertent
bypassing of the inspections and tests

2} The licensee shall est‘abllsh measures t i ing status of structu

To meet QA n nforming materials. parts an irements, the licensee, or applican
for a license, shall establish measures to control materials. parts. or components that do not conform to

their_requirements in_order to prevent their inadvertent use or installation. These measures must
mcludg, as appropriate, nmgﬂumg for ldenhﬁcatlcm, dacumﬂﬂ ion, mgrﬂganon dlsanItlon and
. d

deviati fective material and i nformances. are promptly i ified and
d. In the case of a signi tcond:'tiorl identified as adver li e measures must
e_cause of thc conditi deterrmned and correclwe action_is taken de
identification of the signifi iti
and the corrective _action ust be documented an to__appropriate levels of
management.

nc]ude the following: design records, ];gccrds of use, and the results of reviews, inspections, tests,

it nitoring of work performane aterials analvses. The i closel

related data such as gualifications of pcrsonnel, procedures, and equipment. Inspection and test
records must. at a minimum, jdentify the inspector or data recorder, the type of observation, the
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results, the acceptability, and the acflon taken in -::ormeclmn wuh any natcd defi gmngl;g Records

must be identifiable and retrievahle.

uilt_diagrams. testing, maintenance and use of structures, systems ant_to

safety must be maintained by or under the contro] of the licenses until the department terminates the
license.

(T} To meet QA audit requirements, the licensee, or applicant for a license, shall carry out & comprehensive
system of planned and perlodu: audits to verify compliance with all aspects of the quality assurance

™ ] f the program.  The audits must be rfﬂrmed it
Wi 1 Inoeduras or checkhstsb appropriatel iny rsonnel direct

reaudit of deficient

areas, must be taken where indicated.

R
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I 15405 Radinactive Yaste Processine

{A) This rule covers the licensing of radicactive waste processors.  The reguirements of this rule are in

addition to those in_Chapter 3701:1-40 of the Administrative Code, and other rules pursuant to
Chapter 3748. of the Revised Code

(1) Protect the environment. the general public, and workers from exposures to jonizing radiation and
radionuclide releases exceeding the limits and constraints delineated in Chapter 3701:1-38 of the
Administrative Code;

{2) Keep radioactive material secure from unauthorized access or removal; and

3) Use sound engineering designs and prudent procedural practices to maintain doses to workers an
the general public and radionuclide releases 1o the environment ALARA.

uirements of this rule to process radicactive waste if:

of the Administrative Code,

facility and its operators, and the types of waste processed, to provide reasonable assurance that the

erformance objectives in paragraph (B) will mel._As a minimurn, the applicant shall do the

ollowing:

i) Submit a licen licati :1-40_and rule 3701-39-02.1 of the
Administrative Code

resent, local Jand usape, local i ublic facilities, local roads and traffic;

{51 Submit the quality assurance program used in accordance with rule 3701:1-54-04 of this chapter to
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ENsure tign mamtenance and operation of the facﬂl

wareness and communication program to

meets t! n

f communication es

of information to be provided, and when the information will be provided to notify the

communication will be monitored and ensured.

inspection, surveyi mergency response for radioactive waste
transportation.

materials will remain isolated from the enviromment as imtended

eologic environment of the site, in combination

(¢) Distance to the water table and aquifer;

(2} Mo facility shall be:

{a) Located in a 100 vear flood plain:

{b) Located in a wetland: or

of the Adminjsirative Code.

(3} The facility shall be constructed to:

community of the proposed operation and licensing, and identify how the effectiveness of the

torage and

act to minimize and control potential radioacti ial mi ratmn into surfaoc water and
nd water in_the event of an accidental release. Identific

hydrogealogic environment shall include, but is not limited to:

b} Characteristics of nearby rive lani r ather bodies of water:

d} Analvsis of eart ntial or other | movement and its consequences; and

with the foundation and structural

wh n Emergency Response Plan would be reguired as identified 370 -

(a} Safely handle and process the waste commensurate with the characteristics of the waste;

the extent possible, be constructed of nonfla b

Aid in fire su i rovide filtered air ventilation, maintain environmental

{c) Use materials considered to ease future decontamination and decommissioning efforts.
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The facility shall be designed to confine spills. 1 ndent and diverse engi i ier
shall be provided as necessa inimize potential releases ility.
dy A ' ipactive waste may not be hel re_than_ninety davs before or aft
processing.
Using both general description iled drawings of the facility, i i lowing features, and
anv design_fea in ort of the performance obiectiv

(1) Describe the ventilation svstem and bow it will assure adequate environmental contrels of the
rocessing and holding areas. Describe a licable exhaust air filtratio

the processin; i TVE W ntainers will be accessib routine inspections.

cribe the locations of radi e handling areas, air sampling stations, ent filters

and anv sources le or explosive material.

{6) Provide a description and accurate drawing of any required special handling equipment to be
employed.

(7) Describe the equipment installed to mainiain confrol over the maximum concentrations of

radioagtivi terials in eous and liquid efflue ring_normal operation and the
n loyved to keep levels of radioact] rial in effluents to unrestricted areas AL .

8) Identif ildin des and standards applied ta the desi tion of the facility, and
verif ility has been certified as complving with these .

uirements of paragraph (B) of this rul ibe the following.

{1} Procedures to secure radipactive materials from unauthorized access and removal, including
control of access to the facility:

{2)_Procedures used to_ensure that all radioactive waste subject to transportation will meet
transportation requirements:

(3) Radiation safety pregram for control and menitoring of radicactive effluents to ensure compliance

with_the oceupational radiation exposure limits, and | _contamipation of persol
vehicles, equipment, buildings. and the facility. Both routine operations and accidents must be

addressed. The ription_must_include procedures, i ilities. and
gquipment;

(4} Procedures _for receipt and ascceptance of waste packapes. The procedures shall include
examination of shipping documents, visual check of waste package, survey for removable

xternal radiation level, identification o requiting._remediation
rrective actions, and disposition of unac kages:
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(5) A program for safe placement and inspection of waste and maintaining occupational exposures

am shall include i tion_and

integrity and containment of radicactive waste:

e procedures and equipment I dfor repackaging damaged or Jeakin
waste containers;

{8} General flow diagram and detailed procedures of radicactive waste receipt, handling, processing,

and storage operations;

and storage operations;

ili_detection equipment and ¢l lans for the site and associated transportati f

radioactive material; and

rocedures to be foll imit_employes’s exposure to radicactive i and
meth iation exposures ALARA;

{2)_The cperating manual shall include procedures to protect the integrity of the equipment and

radigactive material containment during normal handling, processing, and storage conditions
and when shipping radioactive materials: and
3 An emergency respon al shall include procedures t i i ditions.

shall maintain a radiclogi

monijtor_radionuclides in all pathways to individuals, the environment, and the general public from

radiol operations. In establishin the facility must do the following:

offsite environmental radiological ex . The

exposure path i t.are not limited to applicable ajr, soii, groundwater, surface

water, and vegetation. The offsite pathway exposure locations shall take inte consideration
meteoralogical, tervestrial, and emission source parameters,

2) Describe the envi Menitoring program to provi a_fo evaluate radionuclide releases

and accumulations in the environment;

that will initiate an investi

corrective action; and
4) Describe the plan for_tald rrective measures 1f an uni i of radionuclides

material is indicated,

(1) The licensee shall:




| Robert Owen - 3701$1-54-05-R-N.sdw N Page 5

1 s showing the receipt, inventory, processing, transfer, and disposal of al i
waste; and

{2) Prepare and send an annual summary report to the Ohio Department of Health and publish a local

notice of the report's availability to the public. The report shall include, at a minimum. a

v Ceiv £ ed, disposed. transferred, incidents. and
environmental monitoring results. The annual summary report shall be completed and submitied

within ninetv days after the end of the licensee's fiscal year.

{K) All generators shall contractually agree to the return of radioactive waste to the generator. The waste
processor_may dispose of the radicactive waste on behalf of the generator at a licensed disposa

facility in a timely manner.




