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From: Katanic, Janine
Sent: Tuesday, November 18, 2014 1:38 PM
To: AgreementStateRegs Resource
Subject: FW: FW: Package for RATS ID 2011-2

-----Original Message-----
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Good afternoon Kathy,

I know you are planning to "retire" next month, so I really hate to submit another batch of our revised
rules for your review.  On the other hand, I wish to thank you for providing us with your pink-
highlighted to do list in your "State Regulation Status" spreadsheet at the OAS meeting.  For me,
retirement is out of the question: so much to do so little time to do them.

Best wishes on your retirement from NRC.

Auggie
New Hampshire
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RATS ID 2011-2 (10 CFR PARTS 30, 36, 40, 70, 150)


Compatibility with New Hampshire He-P 4003, 4030, 4036, and 4039


		NRC


REGULATION


SECTION

		SECTION TITLE

		STATE SECTION

		COMPATIBILITY CATEGORY 

		DIFFERENCE


YES/NO

		SIGNIFICANT


     YES/NO


		If Difference, Why or Why Not was a Comment Generated



		30.4

		Definition-Commencement of Construction-Paragraph 1

		He-P 4003.01(ae)

		D

		No

		No

		Same definition



		30.4

		Definition-Commencement of Construction-Paragraph 2

		He-P 4003.01(al)

		D

		No

		No

		Same definition



		30.33(a)(5)

		General requirements for issuance of specific lienses

		He-P 4030.09(b), (c), (d)

		D

		No

		No

		Equivalent statements



		36.2

		Definition

		He-P 4003.01


(ae), (al)

		D

		No

		No

		Same definitions



		36.13(a)

		Specific licenses for irradiators

		He-P 4036.04(a)

		H&S

		No

		No

		Incorporation of 10 CFR Part 36



		36.15

		Commencement of construction

		He-P 4036.04(a)

		D

		No

		No

		Incorporation of 10 CFR Part 36



		39.13(a)

		Specific licenses for well-logging

		He-P 4039.04(a)

		H&S

		No

		No

		Incorporation of 10 CFR Part 39



		40.4

		Definition

		He-P 4003.01


(ae), (al)

		D

		No

		No

		Same definitions



		40.32(e)

		General requirements for issuance of specific licenses

		n/a

		NRC

		n/a

		n/a

		n/a



		51.4

		Definitions

		n/a

		NRC

		n/a

		n/a

		n/a



		51.45

		Environmental Report

		n/a

		NRC

		n/a

		n/a

		n/a



		70.4

		Definition

		He-P 4003.01


(ae), (al)

		D

		No

		No

		Same definitions



		70.23(a)(7)

		Requirements for approval of applications

		n/a

		NRC

		n/a

		n/a

		n/a



		150.31(b)(3)(iv)

		Requirements for Agreement State regulation of byproduct material

		He-P 4030.09(b)

		D

		No

		No

		Equivalent statements



		153(b)(3)(iv)(A)

		Requirements for Agreement State regulation of byproduct material

		He-P4030.09(b)

		D

		No

		No

		Equivalent statements



		153.31(b)(3)(iv)


(B)

		Requirements for Agreement State regulation of byproduct material

		He-P 4030.09(d)

		D

		No

		No

		Equivalent statements



		

		

		

		

		

		

		





2




PART He-P 4003  DEFINITIONS

He-P 4003.01  Definitions.

(a)  “A1” means the maximum activity of special form radioactive material permitted in a Type A package, as defined in He-P 4037.

(b)  “A2” means the maximum activity of radioactive material, other than special form radioactive material, permitted in a Type A package, as defined in He-P 4037.

(c)  “Absorbed dose” means the energy imparted by ionizing radiation per unit mass of irradiated material, expressed in units of the gray (Gy) or the rad.

(d)  “Accelerator” means any machine capable of accelerating electrons, protons, deuterons, or other charged particles in a vacuum and of discharging the resultant particulate or other radiation into a medium at energies usually in excess of one million electron volts (1MeV).  This term includes “particle accelerator.”

(e)  “Accelerator-produced radioactive material” means any material made radioactive by a particle accelerator.

(f)  “Act” means State of New Hampshire Revised Statutes Annotated (RSA), Chapter 125-F, Sections 1‑25, Radiological Health Program.

(g)  “Activity” means the rate of disintegration or transformation or decay of radioactive material in units of the Becquerel (Bq) or the curie (Ci).

(h)  “Adult” means an individual 18 or more years of age.

(i)  “Agreement State” means any state with which the U.S. Nuclear Regulatory Commission or the U.S. Atomic Energy Commission has entered into an effective agreement under subsection 274b. of the Atomic Energy Act of 1954, as amended (73 Stat. 689).

(j)  “Airborne radioactive material” means any radioactive material dispersed in the air in the form of dusts, fumes, particulates, mists, vapors, or gases.

(k)  “Airborne radioactivity area” means a room, enclosure, or area in which airborne radioactive materials, composed wholly or partly of licensed material, exist in concentrations:

(1)  That are in excess of the derived air concentrations (DACs) specified in He-P 4090; or

(2)  To such a degree that an individual present in the area without respiratory protective equipment could exceed, during the hours an individual is present in a week, an intake of 0.6 percent of the annual limit on intake (ALI) or 12 DAC-hours.

(l)  “Air-purifying respirator” means a respirator with an air-purifying filter, cartridge, or canister that removes specific air contaminants by passing ambient air through the air-purifying element.


(m)  “Annual limit on intake (ALI)” means the derived limit for the amount of radioactive material taken into the body of an adult worker by inhalation or ingestion in a year and is the smaller value of intake of a given radionuclide in a year by the reference man that would result in a committed effective dose equivalent of 0.05 Sv (5 rem) or a committed dose equivalent of 0.5 Sv (50 rem) to any individual organ or tissue.

(n)  “As low as is reasonably achievable (ALARA)” means making every reasonable effort to maintain exposures to radiation as far below the dose limits in these regulations as is practical, consistent with the purpose for which the licensed or registered activity is undertaken, taking into account the state of technology, the economics of improvements in relation to state of technology, the economics of improvements in relation to benefits to the public health and safety, and other societal and socio-economical considerations, and in relation to utilization of nuclear energy and licensed or registered sources of radiation in the public interest.

(o)  “Assigned protection factor (APF)” means the expected workplace level of respiratory protection that would be provided by a properly functioning respirator or a class of respirators to properly trained and fitted users.

(p)  “Atmosphere-supplying respirator” means a respirator that supplies the respirator user with breathing air from a source independent of the ambient atmosphere, and includes supplied-air respirators (SARs) and self-contained breathing apparatus (SCBA) units.

(q)  “Background radiation” means:

(1)  Radiation from cosmic sources;

(2)  Naturally occurring radioactive materials, which have not been technologically enhanced, including radon, except as a decay product of source or special nuclear material;

(3)  Global fallout as it exists in the environment from the testing of nuclear explosive devices or from past nuclear accidents that contribute to background radiation and are not under the control of the licensee or registrant; and

(4)  Not radiation from sources or byproduct materials regulated by the DHHS/RHS.

(r)  “Becquerel (Bq)” means a unit of activity where one becquerel is equal to one disintegration per second (dps) or transformation per second (tps).

(s)  “Bioassay” means the determination of kinds, quantities or concentrations, and the locations of radioactive material in the human body, whether by direct measurement, in-vivo counting, or by analysis and evaluation of materials excreted or removed from the human body. This term includes “radiobioassay.”

(t)  “Brachytherapy” means a method of radiation therapy in which sealed sources are utilized to deliver a radiation dose at a distance of up to a few centimeters, by surface, intracavitary, or interstitial application.

(u)  “Bureau of radiological health (BRH)” means the former name of the radiological health program of the department of health and human services.

(v)  “Byproduct material” means:

(1)  “Byproduct material” as defined in RSA 125-F:3,II, namely “any radioactive material, except special nuclear material, yielded in or made radioactive by, exposure to the radiation incident to the process of producing or utilizing special nuclear material”; 

(2)  The tailings or wastes produced by the extraction or concentration of uranium or thorium from ore processed primarily for its source material content, including discrete surface wastes resulting from uranium solution extraction processes except underground ore bodies depleted by these solution extraction operations;

(3) Any discrete source of radium-226 that is produced, extracted, or converted after extraction for use for a commercial, medical, or research activity;

(4)  Any material that has been made radioactive by use of a particle accelerator and that is produced, extracted, or converted after extraction for use for a commercial, medical, or research activity; and

(5)  Any discrete source of naturally occurring radioactive material, other than source material, that:

a.  The Governor declares by order to be byproduct material after the United States Nuclear Regulatory Commission, in consultation with the Administrator of the Environmental Protection Agency, the Secretary of Energy, the Secretary of Homeland Security, and the head of any other appropriate Federal agency, determines would pose a threat similar to the threat posed by a discrete source of radium-226 to the public health and safety or the common defense and security; and

b.  Is extracted or converted after extraction for use in a commercial, medical, or research activity.

(w)  “Calibration” means the determination of:

(1)  The response or reading of an instrument relative to a series of known radiation values over the range of the instrument, or

(2)  The strength of a source of radiation relative to a standard.

(x)  “Chelating agent” means amine polycarboxylic acids, hydroxycarboxylic acids, gluconic acid, and polycarboxylic acids.

(y)  “Class” means a classification scheme for inhaled material according to its rate of clearance from the pulmonary region of the lung.  This term includes “inhalation class” or “lung class.”

(z)  “Class D” means a class having a range of clearance half-times of less than 10 days.

(aa)  “Class W” means a class having a range of clearance half-times of 10 to 100 days.

(ab)  “Class Y” means a class having a range of clearance half-times of greater than 100 days.

(ac)  “Clearance half time” means the time required for activity in the pulmonary region of the lung to be reduced by radioactive decay and biological processes to one half its value.

(ad)  “Collective dose” means the sum of the individual doses received in a given period of time by a specified population from exposure to a specified source of radiation.

(ae)  “Commencement of construction” means taking any action defined as “construction” or any othter activity at the site of a facility subject to the rules in this part that has a reasonable nexus to radiological health and safety, or to common defense and security.


(af)  “Commissioner” means the commissioner of the New Hampshire department of health and human services, or his or her designee.

(ag)  “Committed dose equivalent (HT,50)” means the dose equivalent to organs or tissues of reference (T) that will be received from an intake of radioactive material by an individual during the 50-year period following the intake.

(ah)  “Committed effective dose equivalent (HE,50)” is the sum of the products of the weighting factors (wT) applicable to each of the body organs or tissues that are irradiated and the committed dose equivalent (HT,50) to each of these organs or tissues (HE,50 = ΣWT HT,50).

(ai)  “Condition of light work” means an inhalation rate of 1.2 cubic meters of air per hour for 2,000 hours in a year.

(aj)  “Consortium” means an association of medical use licensees and a Positron Emission Tomography (PET) radionuclide production facility in the same geographical area that jointly own or share in the operation and maintenance cost of the PET radionuclide production facility that produces PET radionuclides for use in producing radioactive drugs within the consortium for noncommercial distributions among its associated members for medical use.  The PET radionuclide production facility within the consortium must be located at an educational institution or a Federal facility or a medical facility.

(ak)  “Constraint” means a value above which specified license actions are required.  This term includes “dose constraint.”

(al)  “Construction” means the installation of foundations, or in-place assembly, erection, fabrication, or testing for any structure, system, or component of a facility or activity subject ot the rules in this part that are related radiological safety or security, except:


(1) Changes for temporary use of land for public recreational purposes;

(2) Site exploration, including necessary borings to determine foundation conditions or other preconstruction monitoring to establish background information related to the suitability of the site, the environmental impacts of construction or operation, or the protection of environmental values;


(3) Preparation of the site for construction of the facility, including clearing of the site, grading, installation of drainage, erosion and other environmental mitigation measures, and construction of temporary roads and borrow areas;


(4) Erection of fences and other access control measures that are not related to the safe use of, or security of, radiological materials subject to this part;


(5) Excavation;


(6) Erection of support buildings (e.g., construction equipment storage sheds, warehouse and shop facilities, utilities, concrete mixing plants, docking and unloading facilities, and office buildings) for use in connection with the construction of the facility;


(7) Building of service facilities (e.g., paved roads, parking lots, railroad spurs, exterior utility and lighting systems, potable water systems, sanitary sewerage treatment facilities, and transmission lines);


(8) Procurement or fabrication of components or portions of the proposed facility occurring at other than the final in-place location at the facility; or


(9) Taking any other action that has no reasonable nexus to radiological health and safety, or common defense and security.

(am)   “Controlled area” means an area, outside of a restricted area but inside the site boundary, access to which can be limited by the licensee or registrant for any reason.

(an)  “Critical group” means the group of individuals reasonably expected to receive the greatest exposure to residual radioactivity for any applicable set of circumstances.

(ao)  “Curie” means a unit of quantity of radioactivity in which one curie (Ci) is that quantity of radioactive material which decays at the rate of 3.7E+10 transformations per second (tps).

(ap)   “Cyclotron” means a particle accelerator in which the charged particles travel in an outward spiral or circular path.  A cyclotron accelerates charged particles at energies usually in excess of 10 megaelectron volts and is commonly used for production of short half-life radionuclides for medical use.

(aq)  “Declared pregnant woman” means a woman who has voluntarily informedthe licensee, in writing, of her pregnancy and the estimated date of conception.  The declaration remains in effect until the declared pregnant woman withdraws the declaration in writing or is no longer pregnant.

(ar)  “Decommission” means to remove a facility or site safely from service and reduce residual radioactivity to a level that permits:

(1)  Release of the property for unrestricted use and termination of the license; or

(2)  Release of the property under restricted conditions and termination of the license.

(as)  “Decommissioning plan” means a written document that includes the licensee’s planned procedures and activities for decommissioning of the facility or site.

(at)  “Deep dose equivalent (Hd),” applicable to external whole-body exposure, means the dose equivalent at a tissue depth of one centimeter (1000 mg/cm2).

(au)  “Demand respirator” means an atmosphere-supplying respirator that admits breathing air to the facepiece only when a negative pressure is created inside the facepiece by inhalation.

(av)  “Depleted uranium” means the source material uranium in which the isotope uranium-235 is less than 0.711 weight percent of the total uranium present exclusive of special nuclear material.

(aw)  “Derived air concentration (DAC)” means the concentration of a given radionuclide in air which, if breathed by the reference man for a working year of 2,000 hours under conditions of light work (inhalation rate 1.2 cubic meters of air per hour), results in an intake of one ALI.

(ax)  “Derived air concentration-hour” (DAC-hour) means the product of the concentration of radioactive material in air, expressed as a fraction or multiple of the derived air concentration for each radionuclide, and the time of exposure to that radionuclide, in hours. A licensee may take 2,000 DAC-hours to represent one ALI, equivalent to a committed effective does equivalent of 0.05 Sv (5 rem).

(ay)   “Discrete source” means a radionuclide that has been processed so that its concentration within a material has been purposely increased for use for commercial, medical, or research activities.

(az)  “Disposable respirator” means a respirator for which maintenance is not intended and that is designed to be discarded after excessive breathing resistance, sorbent exhaustion, physical damage, or end-of-service-life renders it unsuitable for use. Examples of this type of respirator are a disposable half-mask respirator or a disposable escape-only self-contained breathing apparatus (SCBA).

(ba)  “Distinguishable from background” means that the detectable concentration of a radionuclide is statistically different from the background concentration of that radionuclide in the vicinity of the site or, in the case of structures, in similar materials using adequate measurement technology, survey, and statistical techniques.

(bb)  “Dose” means a generic term that includes absorbed dose, dose equivalent, effective dose equivalent, committed dose equivalent, committed effective dose equivalent, or total effective dose equivalent.  This term includes “radiation dose.”

(bc)  “Dose equivalent (HT)” means the product of the absorbed dose in tissue, quality factor, and all other necessary modifying factors at the body location of interest in units of the sievert (Sv) or rem.

(bd)  “Dose limits” means the permissible upper bounds of radiation doses established in accordance with these rules.  

(be)  “Dosimetry processor” means an individual or an organization that processes and evaluates individual monitoring devices in order to determine the radiation dose delivered to the monitoring devices.

(bf)  “Effective dose equivalent (HE)” means the sum of the products of the dose equivalent to each organ or tissue (HT) and the weighting factor (wT) applicable to each of the body organs or tissues that are irradiated.

(bg)  “Embryo/fetus” means the developing human organism from conception until the time of birth.

(bh)  “Entrance or access point” means any opening through which an individual or extremity of an individual could gain access to radiation areas or to licensed radioactive materials which include entry or exit portals of sufficient size to permit human entry.

(bi)  “Explosive material” means any chemical compound, mixture, or device which produces a substantial instantaneous release of gas and heat spontaneously or by contact with sparks or flame.

(bj)  “Exposure” means being exposed to ionizing radiation or to radioactive material.

(bk)  “Exposure rate” means the exposure per unit of time.

(bl)  “External dose” means that portion of the dose equivalent received from any source of radiation outside the body.

(bm)  “Extremity” means hand, elbow, arm below the elbow, foot, knee, and leg below the knee.

(bn)  “Facility” means the location within one building, vehicle, or under one roof and under the same administrative control at which: 

(1)  The possession, use, processing or storage of radioactive material is or was authorized; or 

(2)  One or more radiation-producing machines or radioactivity-inducing machines are installed or located.

(bo)  “Filtering facepiece” means a negative pressure particulate respirator with a filter as an integral part of the facepiece or with the entire facepiece composed of the filtering medium, not equipped with elastomeric sealing surfaces and adjustable straps.  This term includes “dust mask.”

(bp)  “Fit factor” means a quantitative estimate of the fit of a particular respirator to a specific individual, and typically estimates the ratio of the concentration of a substance in ambient air to its concentration inside the respirator when worn.

(bq)  “Fit test” means the use of a protocol to qualitatively or quantitatively evaluate the fit of a respirator on an individual.

(br)  “Final radiation survey” means the survey of the facility or site after decommissioning activities have been completed during which the determination is made by the licensee that the facility or site meets the DHHS/RHS’s release criteria.

(bs)  “Former U.S. Atomic Energy Commission (AEC) or U.S. Nuclear Regulatory Commission (NRC) licensed facilities” means nuclear reactors, nuclear fuel reprocessing plants, uranium enrichment plants, or critical mass experimental facilities where AEC or NRC licenses have been terminated.

(bt)  “Generally applicable environmental radiation standards” means standards issued by the U.S. Environmental Protection Agency (EPA) under the authority of the Atomic Energy Act of 1954, as amended, that impose limits on radiation exposures or levels, or concentrations or quantities of radioactive material, in the general environment outside the boundaries of locations under the control of persons possessing or using radioactive material.

(bu)  “Gray (Gy)” means the SI unit of absorbed dose where one gray is equal to an absorbed dose of one joule per kilogram which is equal to 100 rad.

(bv)  “Hazardous waste” means those wastes designated as hazardous by U.S. Environmental Protection Agency regulations in 40 CFR 261.

(bw)  “Healing arts” means the diagnosis and treatment of ailments for humans.

(bx)  “Helmet” means a rigid respiratory inlet covering that also provides head protection against impact and penetration.

(by)  “High radiation area” means an area, accessible to individuals, in which radiation levels could result in an individual receiving a dose equivalent in excess of one millisievert (mSv) or “0.1 rem” in one hour at 30 centimeters from any source of radiation or from any surface that the radiation penetrates.

(bz)  “Hood” means a respiratory inlet covering that completely covers the head and neck and may also cover portions of the shoulders and torso.

(ca)  “Human use” means the internal or external administration of radiation or radioactive material to human beings.

(cb)  “Individual” means any human being.

(cc)  “Individual monitoring” means the assessment of:

(1)  Dose equivalent by the use of individual monitoring devices or by the use of survey data; or

(2)  Committed effective dose equivalent by bioassay or by determination of the time-weighted air concentrations to which an individual has been exposed, that is, DAC-hours.

(cd)  “Individual monitoring devices” means devices designed to be worn by a single individual for the assessment of dose equivalent, and includes film badges, thermoluminescent dosimeters (TLDs), pocket ionization chambers, optically stimulated luminescence (OSL) dosimeters, and personal air sampling equipment.  This term includes “personnel monitoring equipment.”

(ce)  “Inspection” means an official examination or observation to determine compliance with rules and orders of the DHHS/RHS.

(cf)  “Instrument traceability” means the ability to show for ionizing radiation measurements that an instrument has been calibrated at specified time intervals using a national standard or a transfer standard which was calibrated at a laboratory accredited by a program which requires continuing participation in measurement quality assurance with the National Institute of Standards and Technology, or other equivalent national or international program.

(cg)  “Interlock” means a device arranged or connected such that the occurrence of an event or condition is required before a second event or condition can occur or continue to occur.

(ch)  “Internal dose” means that portion of the dose equivalent received from radioactive material taken into the body.


(ci)  “International System of Units (SI)” means the modern form of the metric system. As used in this rule, “SI” means that the measurement is in the International System of Units. 

(cj)  “Lens dose equivalent (LDE)” means the external exposure to the lens of the eye as the dose equivalent at a tissue depth of 0.3 centimeter (300 mg/cm2).

(ck)  “License” means a “license” as defined in RSA 125-F:3 IX, namely, “general or specific: (a) “General license” means a license pursuant to rules adopted by the program without the filing of an application with the program, or the issuance of licensing documents to particular persons to transfer, acquire, own, possess or use quantities of, or devices or equipment utilizing, radioactive material. (b) “Specific license” means a license issued to a name person upon application filed pursuant to the rules adopted under this chapter, to use, manufacture, produce, transfer, receive, acquire, own or possess quantities of, or devices or equipment utilizing, radioactive material.”

(cl)  “Licensed material” means source material, special nuclear material, or byproduct material received, possessed, used, transferred, or disposed of under a license issued by the DHHS/RHS.

(cm)  “Licensee” means:

(1)  Any person who is licensed by the DHHS/RHS in accordance with the Act and He-P 4000; or

(2)  Any person who is responsible for decommissioning by being registered with the DHHS/RHS, being subject to a record of possession of a radiation source or device under general license, or being otherwise legally obligated to conduct decommissioning activities in accordance with these regulations and the Act.

(cn)  “Licensing State” means any state with regulations or rules equivalent to the Suggested State Rules for Control of Radiation relating to, and having an effective program for, the regulatory control of NARM and which has been granted “final designation” by the Conference of Radiation Control Program Directors, Inc.

(co)  “Limits” means the permissible upper bounds of radiation doses.  

(cp)  “Loose-fitting facepiece” means a respiratory inlet covering that is designed to form a partial seal with the face. 

(cq)  “Lost or missing sources of radiation” means licensed or registered sources of radiation whose location is unknown or that have been shipped but has not reached its planned destination and whose location cannot be readily traced in the transportation system.

(cr)  “Major processor” means a user processing, handling, or manufacturing radioactive material exceeding Type A quantities as defined in 10 CFR 71.4 as unsealed sources or material, or exceeding 4 times Type B quantities as defined in 10 CFR Part 71.4 as sealed sources, exclusive of nuclear medicine programs, universities, or industrial radiography.

(cs)  “Member of the public” means any individual, except an individual who is performing assigned duties for a licensee or registrant involving exposure to sources of radiation.

(ct)  “Minor” means an individual less than 18 years of age.

(cu)  “Monitoring” means the measurement of radiation levels, radioactive material concentrations, surface area activity or quantities of radioactive material and the use of the results of these measurements to evaluate potential exposures and doses.

(cv)  “NARM” means any naturally occurring or accelerator-produced radioactive material other than byproduct, source, or special nuclear material.

(cw)  “Nationally tracked source” means a sealed source containing a quantity equal to or greater than Category 1 or Category 2 levels of any radioactive material listed in He-P 4097.  In this context a sealed source is defined as radioactive material that is sealed in a capsule or closely bonded, in a solid form and which is not exempt from regulatory control. It does not mean material encapsulated solely for disposal, or nuclear material contained in any fuel assembly, subassembly, fuel rod, or fuel pellet.  Category 1 nationally tracked sources are those containing radioactive material at a quantity equal to or greater than the category 1 threshold.  Category 2 nationally tracked sources are those containing radioactive material at a quantity equal to or greater than the Category 2 threshold but less than the Category 1 threshold.

(cx)  “Natural radioactivity” means radioactivity of naturally occurring nuclides.

(cy)  “Negative pressure respirator (tight fitting)” means a respirator in which the air pressure inside the facepiece is negative during inhalation with respect to the ambient air pressure outside the respirator.  This term includes “tight fitting negative pressure respirator.”

(cz)  “Nonstochastic effect” means a health effect, the severity of which varies with the dose and for which a threshold is believed to exist.

(da)  “NORM” means any naturally occurring radioactive material, and excludes byproduct, source, or special nuclear material.

(db)  “Nuclear facility” means any facility that uses radioactive material.

(dc)  “Nuclear Regulatory Commission (NRC)” means the U.S. Nuclear Regulatory Commission or its duly authorized representatives.

(dd)  “Occupational dose” means the dose received by an individual in the course of employment in which the individual's assigned duties for the licensee or registrant involve exposure to sources of radiation, or to radioactive material from licensed and unlicensed sources of radiation, whether or not the sources of radiation are in the possession of the licensee, registrant or other person, exclusive of dose received:

(1)  From background radiation; 

(2)  As a patient from medical practices; 

(3)  From exposure to individuals administered radioactive material and released under He-P 4035.25;

(4)  From voluntary participation in medical research programs; or

(5)  As a member of the public.

(de)  “Package” means packaging plus its radioactive contents as presented for transport.

(df)  “Particle accelerator” means any machine capable of accelerating electrons, protons, deuterons, or other charged particles in a vacuum and of discharging the resultant particulate or other radiation into a medium at energies usually in excess of one megaelectron volt.  For purposes of this definition, “accelerator” is an equivalent term.

(dg)  “Person” means “person” as defined in RSA 125-F:3, XII, namely “any individual, corporation, partnership, firm, association, trust, estate, public or private institution, group, agency of this state other than the program, political subdivision of this state, any other state or political subdivision or agency, and any legal successor, representative, or agent of the foregoing, other than federal government agencies”.

(dh)  “Pharmacist” means “licensed pharmacist or pharmacist” as defined in RSA 318:1, VII, namely, “when not otherwise limited, means a person holding a license under RSA 318:18 and who is, therefore, legally authorized to practice the profession of pharmacy in this state.”

(di)  “Physician” means an individual licensed in this state to practice medicine.

(dj)  “Planned special exposure” means an infrequent exposure to radiation, separate from and in addition to the annual occupational dose limits.

(dk)  “Positive pressure respirator” means a respirator in which the pressure inside the respiratory inlet covering exceeds the ambient air pressure outside the respirator.

(dl)  “Powered air-purifying respirator (PAPR)” means an air-purifying respirator that uses a blower to force the ambient air through air-purifying elements to the inlet covering.

(dm)  “Pressure demand respirator” means a positive pressure atmosphere-supplying respirator that admits breathing air to the facepiece when the positive pressure is reduced inside the facepiece by inhalation.

(dn)  “Principal activity” means an activity authorized by the license which is essential to achieving the purpose(s) for which the license was issued or amended, and excludes storage during which no licensed material is accessed for use or disposal and activity incidental to decontamination or decommissioning.

(do)  “Protective apron” means an apron made of radiation‑attenuating materials used to reduce exposure to radiation.

(dp)  “Public dose” means the dose received by a member of the public from exposure to radiation or to radioactive material released by licensed or registered operators or to any other source of radiation under the control of a licensee or registrant.  Public dose does not include occupational dose, dose received from background radiation, dose received as a patient from medical administration, dose from exposure to individuals administered radioactive material and released under He-P 4035.25, or dose from voluntary participation in medical research programs.

(dq)  “Pyrophoric liquid” means any liquid that ignites spontaneously in dry or moist air at or below 130° F (54.4° C).

(dr)  “Pyrophoric solid” means any solid material, or spontaneously combustible and water-reactive other than one classed as an explosive, which under normal conditions is liable to cause fires through friction, retained heat from manufacturing or processing, or which can be ignited readily and, when ignited, burns so vigorously and persistently as to create a serious transportation, handling, or disposal hazard.

(ds)  “Qualified expert” means an individual having the knowledge and training to measure ionizing radiation, to evaluate safety techniques, and to advise regarding radiation protection needs, for example, individuals certified in the appropriate field by the American Board of Radiology, or the American Board of Health Physics, or the American Board of Medical Physics, or those having equivalent qualifications. With reference to the calibration of radiation therapy equipment, this term includes an individual having, in addition to the above qualifications, training and experience in the clinical applications of radiation physics to radiation therapy, for example, individuals certified in radiation oncology by the American Board of Radiology, or those having equivalent qualifications.

(dt)  “Qualitative fit test (QLFT)” means a pass/fail fit test to assess the adequacy of respirator fit that relies on the individual’s response to the test agent.

(du)  “Quality factor (Q)” means the modifying factor, listed in Tables 4001.1 and 4001.2 of He-P 4001.09, that is used to derive dose equivalent from absorbed dose.

(dv)  “Quantitative fit test (QNFT)” means an assessment of the adequacy of respirator fit by numerically measuring the amount of leakage into the respirator.

(dw)  “Quarter” means not less than 12 consecutive weeks nor more than 14 consecutive weeks arranged so that the first calendar quarter begins in January and that in subsequent calendar quarters no day is included in more than one calendar quarter and no day in any one year is omitted from inclusion within a calendar quarter.  This term includes “calendar quarter.”

(dx)  “Rad” means the special unit of absorbed dose where one rad is equal to an absorbed dose of 100 ergs per gram or 0.01 joule per kilogram.

(dy)  “Radiation” means “radiation” as defined in RSA 125-F:3, XIV, namely, “ionizing radiation and nonionizing radiation: (a) ‘Ionizing radiation’ means gamma rays and x-rays, alpha and beta particles, high speed electrons, neutrons, protons, and other nuclear particles, but not sound or radio waves or visible, infrared or ultraviolet light; (b) ‘Nonionizing radiation’ means: (1) Any electromagnetic radiation other than ionizing radiation which the program determines by rule to present a biological hazard to the occupational or public health and safety; and (2) Any sonic, ultrasonic, or infrasonic wave which the program determines by rule to present a biological hazard to the occupational or public health or safety.”

(dz)  “Radiation area” means any area, accessible to individuals, in which radiation levels could result in an individual receiving a dose equivalent in excess of 0.05 mSv or 0.005 rem in one hour at 30 centimeters from the source of radiation or from any surface that the radiation penetrates.

(ea)  “Radiation equipment” means “radiation equipment” as defined in RSA 125-F:3, XV, namely, “any manufactured product or device, the component part of such product or device, or any machine or system which during operation is able to generate or emit radiation, except those which emit radiation only from radioactive material.” The term includes “radiation machine”.

(eb)  “Radiation safety officer” means an individual who: 

(1)  Has the knowledge and responsibility to apply appropriate radiation protection rules and has been assigned such responsibility by the licensee or registrant;

(2)   Meets the requirements in both He-P 4035.08 and He-P 4035.61, or meets the requirements in He-P 4035.62; or

(3)  Is identified as a radiation safety officer on an Agency license, a Nuclear Regulatory Commission license, or Agreement State license or other equivalent permit or license recognized by the Agency for similar types and uses of byproduct material.

(ec)  “Radioactive material” means “radioactive material” as defined in RSA 125-F:3, XVI, namely, “any material, whether solid, liquid, or gas, which emits radiation spontaneously. It includes artificially produced, byproduct, naturally occurring, source, and special nuclear materials.” The term includes byproduct material.

(ed)  “Radioactivity” means the transformation of unstable atomic nuclei by the emission of radiation.

(ee)  “Radiological health section (RHS)” means the radiological health section of the division of public health services in the NH department of health and human services.

(ef)  “Reference man” means a hypothetical aggregation of human physical and physiological characteristics determined by international consensus. These characteristics may be used by researchers and public health workers to standardize results of experiments and to relate biological insult to a common base.

(eg)  “Registrant” means any person who is registered with the DHHS/RHS and is legally obligated to register with the DHHS/RHS pursuant to these rules and the Act.

(eh)  “Registration” means “registration” as defined in RSA 125-F:3, XVIII, namely, “registration in accordance with rules adopted pursuant to this chapter.”

(ei)  “Regulations of the U.S. Department of Transportation” means the regulations in 49 CFR 100-189.

(ej)  “Rem” means the special unit of any of the quantities expressed as dose equivalent equal to the absorbed dose in rad multiplied by the quality factor.

(ek)  “Research and development” means:

(1)  Theoretical analysis, exploration, or experimentation; or

(2)  The extension of investigative findings and theories of a scientific or technical nature into practical application for experimental and demonstration purposes, including the experimental production and testing of models, devices, equipment, materials, and processes but does not include the internal or external administration of radiation or radioactive material to human beings.

(el)  “Residual radioactivity” means radioactivity in structures, materials, soils, groundwater, and other media at a site resulting from activities under the licensee’s control, but not background radiation, and includes:

(1)  Radioactivity from all licensed and unlicensed sources used by the licensee; and

(2)  Radioactive materials remaining at the site as a result of routine or accidental releases of radioactive materials at the site and previous burials at the site, even if those burials were made in accordance with the provisions of these regulations.

(em)  “Respiratory protective device” means an apparatus, such as a respirator, used to reduce an individual's intake of airborne radioactive materials.

(en)  “Restricted area” means an area, access to which is limited by the licensee or registrant for the purpose of protecting individuals against undue risks from exposure to sources of radiation and radioactive materials exclusive of areas used as residential quarters, other than separate rooms in a residential building which may be set apart as a restricted area.

(eo)  “Restricted use” means that a limit or control has been placed on future use of the facility and the facility is no longer under the control of the licensee, registrant, of holder of the record of possession.

(ep)  “Roentgen” means the special unit of exposure where one roentgen (R) equals 2.58E-4 coulombs per kilogram of air.

(eq)  “Sanitary sewerage” means a system of public sewers for carrying off waste water and refuse, but excluding sewage treatment facilities, septic tanks, and leach fields owned or operated by the licensee or registrant.

(er)  “Sealed source” means radioactive material that is permanently bonded or fixed in a capsule or matrix designed to prevent release and dispersal of the radioactive material under the most severe conditions which are likely to be encountered in normal use and handling.

(es)  “Sealed source and device registry (SSD)” means the national registry that contains the registration certificates, maintained by the Nuclear Regulatory Commission (NRC), that summarize the radiation safety information for sealed sources and devices, and describe the licensing and use conditions approved for the product.

(et)  “Self-contained breathing apparatus (SCBA)” means an atmosphere-supplying respirator for which the breathing air source is designed to be carried by the user.

(eeu)  “Shallow dose equivalent (Hs)” means the dose equivalent at a tissue depth of 0.007 centimeter (7 mg/cm2) applicable to the external exposure of the skin of the whole body or the skin of an extremity.

(ev)  “Short-lived radon daughters for radon-222” means polonium-218, lead-214, bismuth-214, and polonium-214.

(eew)  “Short-lived radon daughters for radon-220” means polonium-216, lead-212, bismuth-212, and polonium-212.

(ex)  “Sievert” means the SI unit of any of the quantities expressed as dose equivalent which in sieverts is equal to the absorbed dose in grays multiplied by the quality factor.

(ey)  “Site” means the area contained within the boundary of a location under the control of persons generating or storing radioactive materials.

(ez)  “Site boundary” means that line beyond which the land or property is not owned, leased, or otherwise controlled by the licensee or registrant.

(fa)  “Source material” means “source material” as defined in RSA 125-F:3, XIX, namely, “(a) uranium, thorium, or any other material which the governor declares by order to be source material after the United States Nuclear Regulatory Commission or its successor has determined the material to be source material”; or (b) ores that contain, by weight, one-twentieth of 1 percent (0.05 percent), or more, of uranium, thorium, or any combination of uranium and thorium.  Source material does not include special nuclear material.

(fb)  “Source material milling” means any activity that results in the production of radioactive material as defined in He-P 4003.01(ea).

(fc)  “Source of radiation” means “source of radiation” as defined in RSA 125-F:3, XX, namely, “collectively, radioactive material and radiation equipment.”

(fd)  “Source traceability” means the ability to show that a radioactive source has been calibrated either by the national standards laboratory of the National Institute of Standards and Technology, or by a laboratory which participates in a continuing measurement quality assurance program with the National Institute of Standards and Technology or an equivalent national or international program.

(fe)  “Special form radioactive material” means radioactive material that satisfies the following conditions:

(1)  It is either a single solid piece or is contained in a sealed capsule that can be opened only by destroying the capsule;

(2)  The piece or capsule has at least one dimension not less than 5 millimeters or “0.2 inch”; and

(3)  It satisfies the test requirements specified by the U.S. Nuclear Regulatory Commission.

(ff)  “Special nuclear material” means “special nuclear material” as defined in RSA 125-F:3, XXI, namely, “(a) plutonium, uranium 233, uranium enriched in the isotope 233 or in the isotope 235, and any other material which the governor declares by order to be special nuclear material after the United States Nuclear Regulatory Commission or its successor has determined the material to be special nuclear material, but does not include source material; or (b) any material artificially enriched by any of the foregoing, but does not include source material.”

(fg)  “Special nuclear material in quantities not sufficient to form a critical mass” means:

(1)  Uranium enriched in the isotope U-235 in quantities not exceeding 350 grams of contained U-235;

(2)  Uranium-233 in quantities not exceeding 200 grams;

(3)  Plutonium in quantities not exceeding 200 grams; or

(4)  Any combination of them so that the ratio between the quantity of the special nuclear material on hand and the quantity specified above for the same kind of special nuclear material, summed for all of the kinds of special nuclear material in combination does not exceed one.

(fh)  “Stochastic effect” means a health effect that occurs randomly and for which the probability of the effect occurring, rather than its severity, is assumed to be a linear function of dose without threshold, such as hereditary effects and cancer incidence.

(fi)  “Storage” means a condition in which a device or source is not being used for an extended period of time, and has been made inoperable.

(fj)  “Supplied-air respirator (SAR)” means an atmosphere-supplying respirator for which the source of breathing air is not designed to be carried by the user.  This term includes “airline respirator.”

(fk)  “Survey” means an evaluation of the radiological conditions and potential hazards incident to the production, use, transfer, release, disposal, or presence of radioactive material or other sources of radiation.  When appropriate, such an evaluation includes a physical survey of the location of radioactive material and measurements or calculations of levels of radiation, or concentrations or quantities of radioactive material present.

(fl)  “Test” means the process of verifying compliance with an applicable rule.

(fm)  “Tight-fitting facepiece” means a respiratory inlet covering that forms a complete seal with the face.

(fn)  “Total effective dose equivalent (TEDE)” means the sum of the effective dose equivalent for external exposures and the committed effective dose equivalent for internal exposures.

(fo)  “Total organ dose equivalent (TODE)” means the sum of the deep dose equivalent, as defined in He-P 4003.01(ar), and the committed dose equivalent, as defined in He-P 4003.01(af), and recorded for the maximally exposed organ.

(fp)  “Traceable to a national standard” means:

(1)  The ability to show for ionizing radiation measurements that an instrument has been calibrated at specified time intervals using a national standard or a transfer standard which was calibrated at a laboratory accredited by a program which requires continuing participation in measurement quality assurance with the National Institute of Standards and Technology (NIST), or other equivalent national or international program; or

(2)  The ability to show that a radioactive source has been calibrated either by the national standards laboratory of the NIST, or by a laboratory which participates in a continuing measurement quality assurance program with NIST or an equivalent national or international program.

(fq)  “U.S. Department of Energy” means the Department of Energy established by Public Law 95-91, August 4, 1977, 91 Stat. 565, 42 U.S.C. 7101, to the extent that the Department exercises functions formerly vested in the U.S. Atomic Energy Commission, its chairman, members, officers and components and transferred to the U.S. Energy Research and Development Administration and to the administrator thereof pursuant to sections 104(b), (c) and (d) of the Energy Reorganization Act of 1974 established by Public Law 93-438, October 11, 1974, 88 Stat. 1233 at 1237, 42 U.S.C. 5814, effective January 19, 1975 and retransferred to the Secretary of Energy pursuant to section 301(a) of the Department of Energy Organization Act established by Public Law 95-91, August 4, 1977, 91 Stat. 565 at 577-578, 42 U.S.C. 7151, effective October 1, 1977.

(fr)  “Unrefined and unprocessed ore” means ore in its natural form prior to any processing.

(fs)  “Unrestricted area” means an area access to which is neither limited nor controlled by the licensee or registrant.

(ft)  “Unrestricted use” means that the facility or area may be used by individuals for any purpose without limits or controls, and is no longer under the control of the licensee, registrant, or holder of the record of possession.

(fu)  “User seal check (fit check)” means an action conducted by the respirator user to determine if the respirator is properly seated to the face.  Examples include negative pressure check, positive pressure check, irritant smoke check, or isoamyl acetate check.

(fv)  “Very high radiation area” means an area, accessible to individuals, in which radiation levels from radiation sources external to the body could result in an individual receiving an absorbed dose in excess of 5 Gy (500 rad) in one hour at one meter from a source of radiation or one meter from any surface that the radiation penetrates.

(fw)  “Waste” means “low-level radioactive waste” as defined in RSA 125-F:3, X, namely, “radioactive waste not classified as high-level radioactive waste, transuranic waste, spent nuclear fuel, or byproduct material as defined in paragraph II.” This term includes radioactive waste not classified as byproduct material as defined in (v) above and includes radioactive wastes that are permissible for disposal in a land disposal facility.

(fx)  “Waste handling licensees” mean persons licensed to receive and store radioactive wastes prior to disposal and/or persons licensed to dispose of radioactive waste.

(fy)  “Week” means 7 consecutive days starting on Sunday.

(fz)  “Weighting factor (WT) for an organ or tissue (T)” means the proportion of the risk of stochastic effects resulting from irradiation of that organ or tissue to the total risk of stochastic effects when the whole body is irradiated uniformly.

(ga)  “Whole body” means external exposure of head, trunk including male gonads, arms above the elbow, or legs above the knee.

(gb)  “Worker” means an individual engaged in activities under a license or registration issued by the DHHS/RHS and controlled by a licensee or registrant, but does not include the licensee or registrant.

(gc)  “Working level (WL)” means any combination of short-lived radon daughters in one liter of air that will result in the ultimate emission of 1.3E+5 MeV of potential alpha particle energy.

(gd)  “Working level month (WLM)” means an exposure to one working level for 170 hours and calculated as 2,000 working hours per year divided by 12 months per year and is approximately equal to 170 hours per month.


(ge)  “Year” means the period of time beginning in January used to determine compliance with the provisions of these rules.

Source.  #5903, eff 2-1-95; ss by #6827, eff 8-6-98; ss by #8481, eff 11-5-05; ss by #10604, eff 5-23-14


PART He-P 4030  LICENSING OF RADIOACTIVE MATERIAL







He-P 4030.01  Requirements.

(a)  No person shall manufacture, produce, receive, possess, use, transfer, own, or acquire byproduct materials, except as authorized pursuant to a license issued by the DHHS/RHS, or as otherwise provided in this chapter.

(b)  In addition to the requirements of He‑P 4030:

(1)  All licensees are subject to the requirements of He‑P 4001 through He‑P 4003, He‑P 4019 through He-P 4023, and He-P 4037;

(2)  Licensees engaged in industrial radiographic operations are subject to the requirements of He‑P 4034;

(3)  Licensees using byproduct materials in the healing arts are subject to the requirements of He‑P 4035;

(4)  Licensees engaged in land disposal of byproduct material are subject to the requirements of He‑P 4060 through He-P 4064;

(5)  Licensees engaged in wireline and subsurface tracer studies are subject to the requirements of He‑P 4039;

(6)  Licensees engaged in the manufacture or transfer of certain items containing byproduct material are subject to He‑P 4032;

(7)  Licensees of broad scope other than human use are subject to He‑P 4033; and

(8)  General licenses are subject to He‑P 4031;


(9)  Licensees engaged in irradiator operations are subjected to the requirements of He-P 4036;

(10)  Licensees that possess and use accelerator-produced radioactive material or discrete sources of radium-226 are subjected to the requirements of He-P 4030(a);





He-P 4030.02  Exemptions, Source Material.

(a)  Any person shall be exempt from He‑P 4030 to the extent that such person receives, possesses, uses, owns, or transfers source material in any chemical mixture, compound, solution, or alloy in which the source material is by weight less than 1/20 of 1 percent (0.05 percent) of the mixture, compound, solution, or alloy.

(b)  Any person shall be exempt from He‑P 4030 to the extent that such person receives, possesses, uses, or transfers unrefined and unprocessed ore containing source material.

(c)  Any person shall be exempt from He‑P 4030 to the extent that such person receives, possesses, uses, or transfers:

(1)  Any quantities of thorium contained in:

a.  Incandescent gas mantles;

b.  Vacuum tubes;

c.  Welding rods;

d.  Electric lamps for illuminating purposes provided that each lamp shall not contain more than 50 milligrams of thorium;

e.  Germicidal lamps, sunlamps, and lamps for outdoor or industrial lighting provided that each lamp shall not contain more than 2 grams of thorium;

f.  Rare earth metals and compounds, mixtures, and products containing not more than 0.25 percent by weight thorium, uranium, or any combination of these; or

g.  Personnel neutron dosimeters, provided that each dosimeter shall not contain more than 50 milligrams of thorium;

(2)  Source material contained in the following products:

a.  Glazed ceramic Tableware, provided that the glaze shall not contain more than 20 percent by weight source material;

b.  Glassware, containing not more than 10 percent by weight source material, but not including glass enamel or ceramic used in construction;

c.  Piezoelectric ceramic containing not more than 2 percent by weight source material; or

d.  Glass enamel or glass enamel frit containing not more than 10 percent by weight source material imported or ordered for importation into the United States, or initially distributed by manufacturers in the United States, before July 25, 1983;

(3)  Photographic film, negatives, and prints containing uranium or thorium;

(4)  Any finished product or part fabricated of, or containing, tungsten-thorium or magnesium-thorium alloys, provided that the thorium content of the alloy shall not exceed 4 percent by weight and that this exemption shall not be deemed to authorize the chemical, physical, or metallurgical treatment or processing of any such product or part;  

(5)  Uranium contained in counterweights installed in aircraft, rockets, projectiles, and missiles, or stored or handled in connection with installation or removal of such counterweights, provided that:

a.  The counterweights are manufactured in accordance with a specific license issued by the U.S. Nuclear Regulatory Commission, authorizing distribution by the licensee pursuant to 10 CFR Part 40;

b.  Each counterweight has been impressed with the following legend clearly legible through any plating or other covering: “DEPLETED URANIUM”;

c.  Each counterweight is durably and legibly labeled or marked with the identification of the manufacturer and the statement: “UNAUTHORIZED ALTERATIONS PROHIBITED”;

d.  This exemption shall not authorize the chemical, physical, or metallurgical treatment or processing of any such counterweights other than repair or restoration of any plating or other covering; and

e.  For counterweights manufactured prior to December 31, 1969, the requirements specified in He‑P 4030.02(c)(5)c. and d. shall be met if such counterweights are impressed with the legend: “CAUTION - RADIOACTIVE MATERIAL – URANIUM”;

(6)  Natural or depleted uranium metal used as shielding constituting part of any shipping container, provided that:

a.  The shipping container is conspicuously and legibly impressed with the legend: “CAUTION - RADIOACTIVE SHIELDING – URANIUM”; and

b.  The uranium metal is encased in mild steel or equally fire resistant metal of minimum wall thickness of 1/8 inch (3.2 mm);

(7)  Thorium contained in finished optical lenses, provided that each lens does not contain more than 30 percent by weight of thorium, and does not include:

a.  The shaping, grinding, or polishing of such lens or manufacturing processes other than the assembly of such lens into optical systems and devices without any alteration of the lens; or

b.  The receipt, possession, use, or transfer of thorium contained in contact lenses, in spectacles, or in eyepieces in binoculars or other optical instruments;

(8)  Uranium contained in detector heads for use in fire detection units, provided that each detector head shall contain not more than 0.005 microcurie of uranium; or

(9)  Thorium contained in any finished aircraft engine part containing nickel-thoria alloy, provided that:

a.  The thorium shall be dispersed in the nickel-thoria alloy in the form of finely divided thoria such as thorium dioxide; and

b.  The thorium content in the nickel-thoria alloy shall not exceed 4 percent by weight.

(d)  The exemptions in He-P 4030.02(c) shall not authorize the manufacture of any of the products described.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8800, INTERIM, eff 2-1-07, EXPIRED: 7-31-07
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He-P 4030.03  Exemptions, Radioactive Materials Other Than Source Materials.

(a)  Except as provided in He‑P 4030.03(b), any person shall be exempt from He‑P 4030 to the extent that such person receives, possesses, uses, transfers, owns, or acquires products or materials containing byproduct material in concentrations not in excess of those listed in He‑P 4093.  This exemption shall not be deemed to authorize the import of byproduct material or products containing byproduct material.

(b)  No person shall introduce byproduct material into a product or material knowing or having reason to believe that it will be transferred to persons exempt under He‑P 4030.03(a) or equivalent regulations of the U.S. Nuclear Regulatory Commission, an Agreement State, or Licensing State except in accordance with a license issued under U.S. Nuclear Regulatory Commission 10 CFR 32.11.

(c)  Except for persons who apply byproduct material, or persons who incorporate byproduct material into the following products, any person shall be exempt from this chapter to the extent that they receive, possess, use, transfer, own, or acquire the following products:

(1)  Timepieces or hands or dials of timepieces which shall contain not more than the following specified quantities of radioactive material and which shall not exceed the following specified levels of radiation:

a.  25 millicuries of tritium per timepiece;

b.  5 millicuries of tritium per hand;

c.  15 millicuries of tritium per dial to include bezels when used;

d.  100 microcuries of promethium 147 per watch or 200 microcuries of promethium 147 per any other timepiece;

e.  20 microcuries of promethium 147 per watch hand or 40 microcuries of promethium 147 per other timepiece hand;

f.  60 microcuries of promethium 147 per watch dial or 120 microcuries of promethium 147 per other timepiece dial to include bezels when used; and

g.  The levels of radiation from hands and dials containing promethium 147 shall not exceed, when measured through 50 milligrams per square centimeter of absorber:

1.  For wrist watches, 0.1 millirad per hour at 10 centimeters from any surface;

2.  For pocket watches, 0.1 millirad per hour at 1 centimeter from any surface; and

3.  For any other timepiece, 0.2 milliard per hour at 10 centimeters from any surface;

h.  0.037 megabecquerel (1 microcurie) of radium-226 per timepiece in intact timepieces manufactured prior to November 30, 2007.
























(2)  Precision balances containing not more than 1 millicurie of tritium per balance or not more than 0.5 millicurie of tritium per balance part manufactured before December 17, 2007;

()  

(3)  Marine compasses containing not more than 750 millicuries of tritium gas and other marine navigational instruments containing not more than 250 millicuries of tritium gas manufactured before December 17, 2007;



(4)  Electron tubes, provided that:

a.  Each tube shall not contain more than one of the following specified quantities of byproduct material:

1.  150 millicuries of tritium per microwave receiver protector tube or 10 millicuries of tritium per any other electron tube;

2.  1 microcurie of cobalt 60;

3.  5 microcuries of nickel 63;

4.  30 microcuries of krypton 85;

5.  5 microcuries of cesium 137; and

6.  30 microcuries of promethium 147; and

b.  The level of radiation due to byproduct material contained in each electron tube, spark gap tubes, power tubes, gas tubes including glow lamps, receiving tubes, microwave tubes, indicator tubes, pick-up tubes, radiation detection tubes, and any other completely sealed tube that is designed to conduct or control electrical currents shall not exceed 1 milliard per hour at 1 centimeter from any surface when measured through 7 milligrams per square centimeter of absorber;

(5)  Ionizing radiation measuring instruments containing, for purposes of internal calibration or standardization, one or more sources of byproduct material provided that:

a.  Each source shall contain no more than one exempt quantity set forth in He‑P 4096;

b.  Each instrument shall contain no more than 10 exempt quantities;

c.  For purposes of He-P 4030.03(c)(9)b., an instrument’s source(s) may contain either one type or different types of radionuclides and an individual exempt quantity may be composed of fractional parts of one or more of the exempt quantities in He‑P 4096, provided that the sum of such fractions shall not exceed unity; and

d.  For purposes of He-P 4030.03(c)(9)b., 0.05 microcurie of americium-241 shall be considered an exempt quantity under He‑P 4096; and

(6) a.  Static elimination devices which contain, as a sealed source or sources, byproduct material consisting of a total of not more than 18.5 megabecquerel (500 microcurie) of polonium-210 per device;


b.   Ion generating tubes designed for ionization of air that contain, as a sealed source or sources, byproduct material consisting of a total of not more than 18.5 megabecquerel (500 microcurie) of polonium-210 per device or of a total of not more than 1.85 gigabecquerel (50 millicurie) of hydrogen-3 (tritium) per device; and


c.   Such devices authorized before October 23, 2012 for use under the general license then provided in He-P 4031.04, an equivalent regulations of Agreement States, or U.S. Nuclear Regulatory Commission and manufactured, tested, and labeled by the manufacturer in accordance with the specifications in a specific licensed issued by the DHHS/RHS or the U.S. Nuclear Regulatory Commission.

(7)  Ionization chamber smoke detectors containing not more than 1 microcurie of americium-241 per detector in the form of a foil and designed to protect life and property from fires.







(e)  Except for persons who manufacture, process, produce, or initially transfer for sale or distribution gas and aerosol detectors, any person shall be exempt from the requirements in He‑P 4030, He-P 4031, He-P 4032, He-P 4033, He-P 4034, and He-P 4036 to the extent that such person receives, possesses, uses, transfers, owns, or acquires:

(1)  Byproduct material in gas and aerosol detectors designed to protect life or property from fires and airborne hazards, provided that detectors containing radioactive material shall have been manufactured, imported, or transferred in accordance with a specific license issued by the U.S. Nuclear Regulatory Commission pursuant to Section 32.26 of 10 CFR Part 32; or

(2)  Naturally occurring material in gas and aerosol detectors designed to protect life or property from fire and airborne hazards provided that detectors containing naturally occurring material shall have been manufactured, imported, or transferred in accordance with a specific license issued by an Agreement State pursuant to equivalent conditions as in Section 32.26 of 10 CFR part 32. 

(f)  Except for persons who manufacture, process, or produce self-luminous products, any person shall be exempt from these rules to the extent that such person receives, possesses, uses, transfers, owns, or acquires:

(1)  Tritium, Krypton 85, or Promethium 147 in self-luminous products manufactured, processed, imported, or transferred in accordance with a specific license issued by the U.S. Nuclear Regulatory Commission pursuant to Section 32.22 of 10 CFR part 32; or

(2)  Naturally occurring material in self-luminous products manufactured, processed, imported, or transferred in accordance with a specific license issued by an Agreement State or Licensing State pursuant to equivalent conditions as in Section 32.22 of 10 CFR part 32.

(g)  The exemptions in He‑P 4030.03(f) shall not apply to Tritium, Krypton 85, Promethium 147, or naturally occurring material used in products for frivolous purposes or in toys or ornaments.

(h)  Except as provided in He‑P 4030.03(j) through (l), any person shall be exempt from these rules to the extent that such person receives, possesses, uses, transfers, owns, or acquires byproduct material in individual quantities each of which does not exceed the applicable quantity set forth in He‑P 4096.

(i)  Any person who possesses byproduct material received or acquired under the general license formerly provided in He-P 2031 shall be exempt from the requirements for a license set forth in He‑P 4030, He-P 4031, He-P 4032, He-P 4033, He-P 4034, and He-P 4036 to the extent that such person possesses, uses, transfers or owns such byproduct material.

(j)  The provisions of He-P 4030.03(h) and (i) shall not authorize the production, packaging, or repackaging of byproduct material for purposes of commercial distribution, or the incorporation of byproduct material into products intended for commercial distribution.

(k)  No person shall, for purposes of commercial distribution, transfer byproduct material in the individual quantities set forth in He‑P 4096, knowing or having reason to believe that such quantities of byproduct material will be transferred to persons exempt under He‑P 4030.03(h) or (i) or equivalent regulations of the Nuclear Regulatory Commission, an Agreement State, or a Licensing State except in accordance with a specific license issued by the Nuclear Regulatory Commission pursuant to Section 32.18 of 10 CFR part 32, equivalent regulations of an Agreement State or a Licensing State.

(l)   No person may, for purposes of producing an increased radiation level, combined quantities of byproduct material covered by this exemption so that the aggregate quantity exceeds the limits set forth in He‑P 4096, except for byproduct material combined within a device placed in use before May 3, 1999, or otherwise permitted by the regulations in this part.

(m)   A manufacturer, processor, or producer of a product or material is exempt from the requirements for a license set forth in He-P 4031, He-P 4032, He-P 4033, He-P 4034, He-P 4035, He-P 4036 to the extent that this person transfers byproduct material contained in a product or material in concentrations not in excess of those specified in He-P 4093 and introduced into the product or material by a licensee holding a specific license issued by the DHHS/RHS expressly authorized such introduction.  This exemption does not apply to the transfer of byproduct material contained in any food, beverage, cosmetic, drug, or other commodity or product designed for ingestion or inhalation by, or application to. A human being.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8800, INTERIM, eff 2-1-07, EXPIRED: 7-31-07

New.  #8959, eff 8-7-07

He-P 4030.04  Exemptions, U.S. Government Contractors.  Any U.S. Nuclear Regulatory Commission and U.S. Department of Energy Contractor or subcontractor of the following categories operating within this state shall be exempt from this part to the extent that such contractor or subcontractor under his contract receives, possesses, uses, transfers, owns, or acquires sources of radiation:

(a)  Prime contractors performing work for the NRC or DOE at U.S. Government-owned or controlled sites;

(b)  Prime contractors performing research in, or development, manufacture, storage, testing or transportation of, atomic weapons or components thereof;

(c)  Prime contractors using or operating nuclear reactors or other nuclear devices in a U.S. Government-owned vehicle or vessel; and

(d)  Any other prime contractor or subcontractor when the state and the NRC jointly determine that:

(1)  Under the terms of the contract or subcontract, there is assurance that the work hereunder can be accomplished without undue risk to the public health and safety; and

(2)  The exemption of such contractor or subcontractor is otherwise appropriate.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8800, INTERIM, eff 2-1-07, EXPIRED: 7-31-07

New.  #8959, eff 8-7-07

He-P 4030.05  Radioactive Drug: Capsules Containing Carbon-14 Urea for “In Vivo” Diagnostic Use for Humans.

(a)  Except as provided in He-P 4030.05(b) and (c), any person is exempt from the requirements for a license set forth in He-P 4030 and He-P 4035, provided that such person receives, possesses, uses, transfers, owns, or acquires capsules containing 37 kBq (1( Ci) carbon-14 urea (allowing for nominal variation that may occur during the manufacturing process) each, for “in vivo” diagnostic use for humans.

(b)  Any person who desires to use the capsules for research involving human subjects shall apply for and receive a specific license pursuant to He-P 4035.

(c)  Any person who desires to manufacture, prepare, process, produce, package, repackage, or transfer for commercial distribution such capsules shall apply for and receive a specific license pursuant to He-P 4032.10.

(d)  Nothing in this section relieves persons from complying with applicable FDA, Federal, and other State requirements governing receipt, administration, and use of drugs.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8800, INTERIM, eff 2-1-07, EXPIRED: 7-31-07

New.  #8959, eff 8-7-07

He-P 4030.06  Types of Licenses.  Licenses for byproduct materials shall be of the following:

(a)  General licenses, as provided in He P 4031, which grant authority to persons for certain activities involving byproduct material, and are effective without the filing of an application with the DHHS/RHS or the issuance of licensing documents to the particular persons, although the filing of a certificate of registration with the DHHS/RHS may be required by the particular general license, as described in He-P 4031;

(b)  Specific licenses which require the submission of an application to the DHHS/RHS and the issuance of a licensing document by the DHHS/RHS, under the provisions of this part and He P 4032, through He-P 4036, and He-P 4039; and

(c)  Specific license by rule which is issued without the necessity of filing an application for a specific license in the following circumstances:

(1)  When a site must be timely remediated of contamination by radioactive materials that are subject to licensing under these rules but are unlicensed; or

(2)  When radioactive materials existing as a result of improper handling, spillage, accidental contamination, or unregulated or illegal possession, transfer, or receipt, must be stored and those materials have not been licensed under these rules.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8488, eff 11-18-05; ss by #8959, eff 8-7-07

He-P 4030.07  Specific Licenses, Filing or Application.  Application for specific licenses shall be filed in compliance with the following provisions:

(a)  Applications for specific licenses shall be filed on a form prescribed by the DHHS/RHS in He‑P 4004;

(b)  The DHHS/RHS 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 DHHS/RHS to determine whether the application should be granted or denied or whether a license should be modified or revoked;

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

(d)  An application for a license may include a request for a license authorizing one or more activities;

(e)  In the application, the applicant may incorporate by reference, information contained in previous applications, statements, or reports filed with the DHHS/RHS, provided such references are clear and specific;

(f)  Applications and documents submitted to the DHHS/RHS may be made available for public inspection except that the DHHS/RHS shall withhold any document or part thereof from public inspection if disclosure of its content is not required in the public interest and would adversely affect the interest of a person concerned;

(g)  An application for a license to receive and possess radioactive material for commercial waste disposal by land burial or for the conduct of any other activity which the DHHS/RHS determines will affect the quality of the environment shall be filed at least 9 months prior to commencement of construction of the plant or facility in which the activity will be conducted and shall be accompanied by an environmental report;

(h)  Each application for a radioactive material license, other than a license exempted from He‑P 4070 of this chapter, or an application for amendment of a license shall be accompanied by the fee prescribed in He‑P 4070;

(i)  An application for a specific license to authorize receipt, possession, or use of radioactive material in the form of a sealed source or in a device that contains a sealed source shall either:

(1)  Identify the sealed source or device that contains a sealed source by manufacturer and model number as registered with the DPHS/RHS,  the U.S. Nuclear Regulatory Commission “Registry of Radioactive Sealed Sources and Devices,” 10 CFR 32.210, with an Agreement State, or for a source or a device containing radium-226 or accelerator-produced radioactive material with DPHS/RHS under provisions of He-P 4032.11; or

(2)  Contain the information identified in He‑P 4032.11(b); or

(3)  For sources or devices containing naturally occurring or accelerator-produced radioactive material manufactured prior to November 30, 2007 that are not registered with the DPHS/RHS, the U.S. Nuclear Regulatory Commission under 10 CFR 32.210 or with an Agreement State, and for which the applicant is unable to provide all categories of information specified in He-P 4032.11(b) or in 10 CFR 32.210(c), the applicant shall provide:


a.  All available information identified in He-P 4032.11(b) or in 10 CFR 32.210(c) concerning the source, and, if applicable, the device; and

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

(j)  As provided by He-P 4030.09(b), certain applications for specific licenses filed under He‑P 4030, must contain a proposed decommissioning funding plan or a certification of financial assurance for decommissioning; and

(k)  For applications to possess radioactive materials in unsealed form, on foils or plated sources, or sealed in glass in excess of the quantities in He-P 4030.08, Table 4030.1, the following requirements pertain:

(1)  Each application shall contain either:

a.  An evaluation showing that the maximum dose to a person offsite due to a release of radioactive materials would not exceed 1 rem effective dose equivalent or 5 rems to the thyroid; or

b.  An emergency plan for responding to a release of radioactive material;

(2)  The DHHS/RHS may use one or more of the following factors to support an evaluation submitted under He-P 4030.07(k)(1)a.:

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

b.  All or part of the radioactive material is not subject to release during an accident because of the way it is stored or packaged; 

c.  The release fraction in the respirable size range would be lower than the release fraction shown in Table 4030.1 due to the chemical or physical form of the material;

d.  The solubility of the radioactive material would reduce the dose received;

e.  Facility design or engineered safety features in the facility would cause the release fraction to be lower than shown in Table 4030.1;

f.  Operating restrictions or procedures would prevent a release fraction as large as that shown in Table 4030.1; or

g.  Other factors appropriate for the specific facility;

(3)  An emergency plan for responding to a release of radioactive material submitted under He‑P 4030.06(k)(1)b. shall include the following information:

a.  A description of the licensee’s facility and area near the site;

b.  An identification of each type of radioactive material accident for which protective actions may be needed;

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

d.  Identification of the means of detecting each type of accident in a timely manner;

e.  A 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;

f.  A description of the methods and equipment to assess releases of radioactive materials;

g.  A description of the responsibilities of licensee personnel should an accident occur, including identification of personnel responsible for promptly notifying offsite response organizations and the DHHS/RHS, and also responsibilities for developing, maintaining, and updating the plan;

h.  A commitment to and description of the means to promptly notify offsite response organizations and request offsite assistance, including medical assistance for the treatment of contaminated injured onsite workers;

i.  A commitment to establish a control point; 

j.  A commitment to establish a notification and coordination plan such that the unavailability of some personnel, parts of the facility, and some equipment will not prevent the notification and coordination;

k.  Acknowledgment that the licensee shall also commit to notify the DHHS/RHS immediately after notification of the appropriate offsite response organizations and not later than one hour after the licensee declares an emergency;

l.  A description of the types of information on facility status, radioactive releases, and recommended protective actions, if necessary, to be given to offsite response organizations and to the DHHS/RHS;

m.  A description of the frequency, performance objectives, and plans for the training that the licensee will provide workers on how to respond to an emergency including any special instructions and orientation tours the licensee would offer to fire, police, medical, and other emergency personnel, and documentation that the training shall:

1.  Familiarize personnel with site-specific emergency procedures; and

2.  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;

n.  A description of the means of restoring the facility to a safe condition after an accident;

o.  Provisions for conducting quarterly communications checks with offsite response organizations and biennial onsite exercises to test response to simulated emergencies; and

p.  A certification that the applicant has met its responsibilities under the Emergency Planning and Community Right-to-Know Act of 1986, Title III, Pub. L. 99-499, if applicable to the applicant’s activities at the proposed place of use of the radioactive material;

(4)  The exercises required by He‑P 4030.06(k)(3)o. shall provide for:

a.  Quarterly communications checks with offsite response organizations which shall include the check and update of all necessary telephone numbers;

b.  The invitation to offsite response organizations to participate in the biennial exercises;

c.  Accident scenarios postulated as most probable for the specific site and which scenarios shall not be known to most exercise participants; and

d.  Critiques of each exercise using individuals not having direct implementation responsibility for the plan and which shall evaluate the appropriateness of the plan, emergency procedures, facilities, equipment, training of personnel, and overall effectiveness of the response and which shall be corrected;

(5)  The licensee shall allow the offsite response organizations expected to respond in case of an accident 60 days to comment on the licensee’s emergency plan before submitting it to DHHS/RHS; and

(6)  The licensee shall provide any comments received within the 60 days to the DHHS/RHS with the emergency plan.

(l)   An application from a medical facility or educational institution to produce Positron Emission Tomography (PET) radioactive drugs for noncommercial transfer to licensees in its consortium authorized for medical use under He-P 4035 or equivalent Agreement State requirements shall include:


(1) A request for authorization for production of PET radionuclides or evidence of an existing license issued under He-P 4030 or Agreement State requirements for a PET radionuclide production facility within its consortium from which it receives PET radionuclides;


(2)   Evidence that the applicant is qualified to produce radioactive drugs for medical use by meeting one of the criteria in He-P 4032.05(a)(2);


(3)   Identification of individual(s) authorized to prepare the PET radioactive drugs if the applicant is a pharmacy, and documentation that each individual meets the requirements of an authorized nuclear pharmacist as specified in He-P 4032.05(b)(2); and


(4) Information identified in He-P 4032.05(a)(3) on the PET drugs to be noncommercially transferred to members of its consortium.





He-P 4030.08  Quantities of Radioactive Materials Requiring Consideration of the Need for an Emergency Plan for Responding to a Release.  These quantities shall be as set forth in Table 4030.1 below:

Table 4030.1 Quantities of Radioactive Materials Requiring Consideration

of the Need for an Emergency Plan for Responding to a Release

		Radioactive Material



		Release

Fraction

		Quantity

(curies)



		Actinium-228

		0.001

		4,000



		Americium-241

		0.001

		2



		Americium-242

		0.001

		2



		Americium-243

		0.001

		2



		Antimony-124

		0.01

		4,000



		Antimony-126

		0.01

		6,000



		Barium-133

		0.01

		10,000



		Barium-140

		0.01

		30,000



		Bismuth-207

		0.01

		5,000



		Bismuth-210

		0.01

		600



		Cadmium-109

		0.01

		1,000



		Cadmium-113

		0.01

		80



		Calcium-45

		0.01

		20,000



		Californium-252

		0.001

		9 (20 mg)



		Carbon-14 (carbon dioxide)

		0.01

		50,000



		(non-carbon dioxide)

		0.01

		50,000



		Cerium-141

		0.01

		10,000



		Cerium- 144

		0.01

		300



		Cesium-134

		0.01

		2,000



		Cesium-137

		0.01

		3,000



		Chlorine-36

		0.5

		100



		Chromium-51

		0.01

		300,000



		Cobalt-60

		0.001

		5,000



		Copper-64

		0.01

		200,000



		Curium-242

		0.001

		60



		Curium-243

		0.001

		3



		Curium-244

		0.001

		4



		Curium-245

		0.001

		2



		Europium-152

		0.01

		500



		Europium-154

		0.01

		400



		Europium-155

		0.01

		3,000



		Germanium-68

		0.01

		2,000



		Gadolinium-153

		0.01

		5,000



		Gold-198

		0.01

		30,000



		Hafnium-172

		0.01

		400



		Hafnium-181

		0.01

		7,000



		Holmium-166m

		0.01

		100



		Hydrogen-3

		0.5

		20,000



		Iodine-125

		0.5

		10



		Iodine-131

		0.5

		10



		Indium-114m

		0.01

		1,000



		Indium-192

		0.001

		40,000



		Iron-55

		0.01

		40,000



		Iron-59

		0.01

		7,000



		Krypton-85

		1.0

		6,000,000



		Lead-210

		0.01

		8



		Manganese-56

		0.01

		60,000



		Mercury-203

		0.01

		10,000



		Molybdenum-99

		0.01

		30,000



		Neptunium-237

		0.001

		2



		Nickel-63

		0.01

		20,000



		Niobium-94

		0.01

		300



		Phosphorus-32

		0.5

		100



		Phosphorous-33

		0.5

		1,000



		Polonium-210

		0.01

		10



		Potassium-42

		0.01

		9,000



		Promethium-145

		0.01

		4,000



		Promethium-147

		0.01

		4,000



		Radium-226

		0.001

		100



		Ruthenium-106

		0.01

		200



		Samarium-151

		0.01

		4,000



		Scandium-46

		0.01

		3,000



		Selenium-75

		0.01

		10,000



		Silver-110m

		0.01

		1,000



		Sodium-22

		0.01

		9,000



		Sodium-24

		0.01

		10,000



		Strontium-89

		0.01

		3,000



		Strontium-90

		0.01

		90



		Sulfur-35

		0.5

		900



		Technetium-99

		0.01

		10,000



		Technetium-99m

		0.01

		400,000



		Tellurium-127m

		0.01

		5,000



		Tellurium-129m

		0.01

		5,000



		Terbium-160

		0.01

		4,000



		Thulium-170

		0.01

		4,000



		Tin-113

		0.01

		10,000



		Tin-123

		0.01

		3,000



		Tin-126

		0.01

		1,000



		Titanium-44

		0.01

		100



		Vanadium-48

		0.01

		7,000



		Xenon-133

		1.0

		900,000



		Yttrium-91

		0.01

		2,000



		Zinc-65

		0.01

		5,000



		Zirconium-93

		0.01

		400



		Zirconium-95

		0.01

		5,000



		Any other beta-gamma emitter

		0.01

		10,000



		Mixed fission products

		0.0

		1,000



		Mixed corrosion products

		0.01

		10,000



		Contaminated equipment

beta-gamma

		0.001

		10,000



		Irradiated material, any form 

other than solid noncombustible

		0.01

		1,000



		Irradiated material, solid non-

combustible

		0.001

		10,000



		Mixed radioactive waste, beta-

Gamma

		0.01

		1,000



		Packaged mixed waste, beta-gamma1

		0.001

		10,000



		Any other alpha emitter

		0.001

		2



		Contaminated equipment alpha

		0.0001

		20



		Packaged waste, alpha1

		0.0001

		20



		Combinations of radioactive

materials listed above2 

		-

		-





1Waste packaged in Type B containers does not require an emergency plan.

2For combinations of radioactive materials, consideration of the need for an emergency plan is required if the sum of the ratios of the quantity of each radioactive material authorized to the quantity listed for that material in Schedule C exceeds one.





He-P 4030.09  Specific Licenses, Requirements for Issuance.

(a)  A license application shall be approved if the DHHS/RHS determines that:

(1)  The applicant is qualified by reason of training and experience to use the material in question for the purpose requested in accordance with these rules in such a manner as to minimize danger to public health and safety or property; and

(2)  The applicant’s proposed equipment, facilities, and procedures are adequate to minimize danger to public health and safety or property; and

(3)  The issuance of the license will not be inimical to the health and safety of the public;

(4)  The applicant satisfies any applicable special requirements in He-P 4031 through He-P 4035 and He-P 4039; and

(5)  In the case of an application for a license to receive and possess radioactive material for commercial waste disposal by land burial, the applicant satisfies any applicable special requirements in He-P 4062.

(b)  In the case of an application for a license to receive and possess byproduct material for the conduct of any activity which the DHHS/RHS determines will significantly affect the quality of the environment, a license application for the facility in which the activity will be conducted shall be reviewed and approved by the DHHS/RHS before commencement of construction of the plant or the plant or facility in which the activity will be conducted, any clearing of land, excavation, or other substantial action that would adversely affect the environment of a site other than site exploration, necessary roads for site exploration, borings to determine foundation conditions, or other preconstruction monitoring or testing to establish background information related to the suitability of the site or the protection of environmental values.

(c)  Issuance of a license authorizing the activities of He-P 4030.09(b) shall be based upon a consideration by the DHHS/RHS of the environmental, economic, technical, and other benefits in comparison with the environmental costs available alternatives and a determination that the action called for is the issuance of the proposed license, with any appropriate conditions to protect environmental values.

(d)  Commencement of construction in violation of He‑P 4030.09(b) prior to review and approval by the DHHS/RHS shall be grounds for denial of a license to receive and possess byproduct material in such plant or facility.  Commencement of construction as defined in He-P 4003.01 may include non-construction activities if the activity has a reasonable nexus to radiological safety and security.  Construction as defined in He-P 4003.01 includes the installation of foundation, or in-place assembly, erection, fabrication, or testing for any structure, system, or component of a facility or activity subject to the rules in this part that have a reasonable nexus to radiological safety or security.

(e)  Each applicant for a specific license authorizing the possession and use of special nuclear material, source material, or unsealed byproduct material in quantities and amounts in excess of those indicated in Table 4030.2 below shall submit a decommissioning funding plan.

Table 4030.2  Quantities and Amounts Requiring Decommissioning Funding Plan

		Type of Material

		Exceeding



		Special Nuclear Material

		105 times He‑P 4091



		Source Material

		100 mCi in readily dispersible form



		Byproduct Material (Unsealed)

		Half-life greater than 120 days and in quantities exceeding 105 times the applicable quantities set forth in He‑P 4091





(f)  The decommissioning funding plan shall be submitted when a combination of isotopes is involved if R divided by 105 is greater than 1, where R is the sum of the ratios of quantity of each isotope to the applicable value in He‑P 4091.

(g)  Each applicant for or holder of a specific license authorizing possession and use of special nuclear material, source material, or radioactive material in excess of the values indicated in Table 4030.3 shall:

(1)  Submit to DHHS/RHS a decommissioning funding plan as described in He-P 4030.09(i); or

(2)  Submit to DHHS/RHS a certification that financial assurance for decommissioning shall be provided in the amount prescribed by Table 4030.3 below using one of the methods described in He-P 4030.09(j); and

(3)  Submit to DHHS/RHS as a part of the certification, a copy of the financial instrument obtained to satisfy the requirement of He‑P 4030.09(j) and


(4)  If, in surveys made under He-P 4022.01(a), residual radioactivity in the facility and environment, including the subsurface, is detected at levels that would, if left uncorrected, prevent the site from meeting the He-P 4024.09(a) criteria for unrestricted use, the licensee shall submit a decommissioning funding plan within one year of when the survey is completed.

Table 4030.3  Financial Assurance Amounts for Decommissioning

		Type of

Radioactive

Material

		Exceeding

		Assurance

Amount



		Special Nuclear

Material

		Greater than 104 but less than or equal to 105 times the applicable quantities as indicated in He-P 4091.  For a combination of isotopes, if R, as defined in He-P 4030.09(f) divided by 103 is greater than 1 but R divided by 104 is less than or equal to 1.

		$1,125,000



		

		Greater than 103 but less than or equal to 104 times the applicable quantities as indicated in He-P 4091.  For a combination of isotopes, if R, as defined in He-P 4030.09(f) divided by 104 is greater than 1 but R divided by 105 is less than or equal to 1.

		$225,000



		Source Material

		Greater than 10 mCi but less than or equal to 100 mCi in a readily dispersible form.  For a combination of isotopes, if R, as defined in He‑P 4030.09(f) divided by 103 is greater than 1 but R divided by 104 is less than or equal to 1.

		$113,000



		Byproduct Material

		Half-life greater than 120 days and in quantities:

		



		

		Greater than 104 but less than or equal to 105 times applicable quantities in unsealed form as indicated in He-P 4091.  For a combination of isotopes, if R, as defined in He-P 4030.09(f) divided by 104 is greater than 1 but R divided by 105 is less than or equal to 1.

		$1,125,000



		

		Greater than 103 but less than or equal to 104 times the applicable quantities in unsealed form as indicated in He-P 4091.  For a combination of isotopes, or if R, as defined in He-P 4030.09(f) divided by 104 is greater than 1 but R divided by 105 is less than or equal to 1.

		$225,000



		

		Greater than 1010 times the applicable quantities in sealed sources or plated sources.  For a combination of isotopes, if R, as defined in He‑P 4030.09(f) divided by 1010 is greater than 1. 

		$113,000





(h)  Certification may state that the appropriate assurance shall be obtained after the application has been approved and the license issued but prior to the receipt of licensed material.

(i)(1)  Each decommissioning funding plan shall be submitted for review and approval and shall contain a detailed cost estimate for decommissioning, and a description of the method of assuring funds for such including means of adjusting cost estimates and associated funding levels over the life of the facility.  

(a)   A detailed cost estimate for decommissioning, in an amount reflecting:

1.  The cost of an independent contractor to perform all decommissioning activities;


2.   The cost of meeting the He-P 4024.09 criteria for unrestricted use, provided that, if the applicant or licensee can demonstrate its ability to meet the provisions of He-P 4024.10, the cost estimate may be based on meeting the He-P 4024.10 criteria;


3.   The volume of onsite subsurface material containing residual radioactivity that will require remediation to meet the criteria for license termination; and


4.   An adequate contingency factor.


(b)   Identification of and justification for using the key assumptions contained in the Decommissiong Cost Estimate;


(c) A description of the method of assuring funds for decommissioning from He-P 4030(j) of this section, including means for adjusting cost estimates and associated funding levels periodically over the life of the facility;


(d) A certification by the licensee that financial assurance for decommissioning has been provided in the amount of the cost estimate for decommissioning; and


(e) A signed original of the financial instrument obtained to satisfy the requirements of He-P 4030(j) of this section (unless a previously submitted and accepted financial instrument continues to cover the cost estimate for decommissioning).


(2) At the time of license renewal and at intervals not to exceed 3 years, the decommissioning funding plan must be resubmitted with adjustments as necessary to account for changes in costs and the extent of contamination.  If the amount of financial assurance will be adjusted downward, this can not be done until the updated decommissioning funding plan is approved.  The decommissioning funding plan must update the information submitted with the original or prior approved plan, and must specifically consider the effect of the following events on decommissioning costs:


(a) Spills of radioactive material producing additional residual radioactivity in onsite subsurface material;


(b) Waste inventory increasing above the amount previously estimated;


(c) Waste disposal costs increasing above the amount previously estimated;


(d) Facility modifications;


(e) Changes in authorized possession limits;


(f) Actual remediation costs that exceed the previous cost estimate;


(g) Onsite disposal; and


(h) Use of a settling pond.

(j)  The financial instrument shall include the licensee’s name, license number, and the name, address, and other contact information of the issuer, and, if a trust is used, the trustee.  When any of the foregoing information changes, the licensee shall, within 30 days, submit financial instruments reflecting such changes.  The financial instrument shall be a signed original or signed original duplicate, except where a copy of the signed original is specifically permitted. Financial assurance for decommissioning shall be provided by any one or more of the following methods:

(1)  Prepayment;

(2)  A surety method or insurance;

(3)  An external sinking fund;

(4)  Any other funding methods which shall be demonstrated by the applicant or licensee to provide comparable assurance to methods listed in He-P 4030.09(g)(1) through (3); and

(5)  In the case of state, or local government licensees, a statement of intent containing a cost estimate for decommissioning or an amount based on Table 4030.3, and indicating that funds for decommissioning shall be obtained when necessary.

(k)  The prepayment method in (j)(1) above shall be:

(1)  In the form of a trust, escrow account, government fund, certificate of deposit, or deposit of government securities;

(2)  Deposited prior to the start of operation into an account segregated from licensee assets and outside the licensee’s administrative control of cash or liquid assets that will retain their value over the projected operating life of the facility; and

(3)  In an amount such that the principal plus accumulated earnings shall be sufficient to pay the necessary costs.

(l)  The surety method or insurance in (j)(2) above shall be in the form of a surety bond, letter of credit, line of credit, secured interest or other guarantee method such that the costs shall be paid should the licensee default. 

(m)  Any surety or insurance under He-P 4030.09(l) shall contain the following conditions:

(1)  The surety or insurance shall be open-ended or, if written for a specified term, such as 5 years, shall be renewed automatically unless 90 days or more prior to the renewal date, the issuer notifies the DHHS/RHS, the trust account, and the licensee of its intention not to renew;

(2)  The surety or insurance shall provide that the beneficiary may automatically collect prior to the expiration without proof of forfeiture if the licensee fails to provide a replacement acceptable to the DHHS/RHS within 30 days after receipt of notification of cancellation;

(3)  The beneficiary of the surety or insurance shall be a trust account and trustee such as a state or federal government agency or entity which has the authority to act as a trustee and whose trust operations are regulated and examined by a federal or state agency; and

(4)  The surety or insurance shall remain in effect until the DHHS/RHS has terminated the license.

(n)  An external sinking fund in (j)(3) shall be:

(1)  In the form of a trust, escrow account, government fund, certificate of deposit or deposit of government securities;

(2)  Established and maintained by the periodic deposit of a prescribed amount into an account segregated from licensee assets and outside the licensee’s administrative control;

(3)  In a total amount for which the periodic deposits plus accumulated earnings shall be sufficient to pay the necessary costs at the time termination of operation is expected;

(4)  Deposited to at least annually; and

(5)  Coupled with a surety method or insurance, the value of which may decrease by the amount being accumulated in the sinking fund.

(o)  Each person licensed under He-P 4030 shall keep records of information important to the safe and effective decommissioning of the facility in a specific location reserved for this purpose until the site is released for unrestricted use and the license terminated by the DHHS/RHS.

(p)  If records of relevant information are kept for other purposes, reference to these records and their locations shall be allowed to be kept with the records for decommissioning.

(q)  Records important to decommissioning shall consist of:

(1)  Recordings of spills or other unusual occurrences involving the spread of contamination in and around the facility, equipment, or site, which may be limited to instances:

a.  When contamination remains after any cleanup procedures; or

b.  When there is reasonable likelihood that contaminants may have spread to inaccessible areas such as seepage into porous materials such as concrete;

(2)  Information on identification of involved radionuclides, quantities, chemical and physical forms, and concentrations, if known;

(3)  As-built drawings and modifications of structures and equipment in restricted areas where byproduct materials are used or stored, and of locations of possible inaccessible contamination such as buried pipes, but if drawings are not available, the licensee shall substitute appropriate records of available information concerning these areas and locations;

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

a.  All areas designated and formerly designated restricted areas as defined in He-P 4003;

b.  All areas outside of restricted areas that require documentation under He-P 4030.09(q);

c.  All areas outside of restricted areas where current and previous wastes have been buried as documented under He-P 4021.09; and

d.  All areas outside of restricted areas that contain material such that, if the license expired, the licensee would be required to either decontaminate the area to meet the criteria for decommissioning in He-P 4024, or apply for approval for disposal under He-P 4023.02; and

(5)  Recordings of the cost estimate performed for the decommissioning funding plan or of the amount certified for decommissioning, and recordings of the funding method used for assuring funds if either a funding plan or certification is used.

(r)  Before licensed activities are transferred or assigned in accordance with He-P 4030.15, licensees shall transfer all records required by He-P 4030.09(o) to the new licensee, and the new licensee shall be responsible for maintaining these records until the license is terminated.

(s)    No license issued or granted pursuant to the regulations in He-P 4030.09, He-P 4031 through He-P 4036, and He-P 4039 of this regulation shall be subject to all the provisions of the Title X Public Health Chapter 125-F, as amended, now or hereafter in effect, and to all valid rules, regulations and orders of the Agency.


(1) No license issued or granted pursuant to the regulations in He-P 4030.09, He-P 4031 through He-P 4036, and He-P 4039 of this regulation nor any right under a license shall be transferred, assigned or in any manner disposed of, either voluntarily or involuntarily, directly or indirectly, through transfer of control of any license to any person, unless the Agency shall, after securing full information, find that the transfer is in accordance with the provisions of the Title X Public Health Chapter 125-F and shall give its consent in writing.

(2) An application for transfer of license must include:


a. The identity, technical and financial qualifications of the proposed transferee; and


b.  Financial assurance for decommissioning information required by He-P 4030.09.

(t)  In providing financial assurance under He-P 4030.09, each licensee shall use the financial assurance funds only for decommissioning activities and each licensee shall monitor the balance of funds held to account for market variations. The licensee shall replenish the funds, and report such actions to the DHHS/RHS, as follows:


(1)  If, at the end of a calendar quarter, the fund balance is below the amount necessary to cover the cost of decommissioning, the licensee shall increase the balance to cover the cost, and shall do so within 30 days after the end of the calendar quarter.

(2)  If, at any time, the fund balance falls below 75 percent of the amount necessary to cover the cost of decommissioning, the licensee shall increase the balance to cover the cost, and shall do so within 30 days of the occurrence.

(3)  Within 30 days of taking the actions required by He-P 4030.09(t)(1) or (t)(2), the licensee shall provide a written report of such actions to the DHHS/RHS, and state the new balance of the fund.





He-P 4030.10  Specific Licenses, Issuance.

(a)  Upon a determination that an application meets the requirements of the act and the rules of the DHHS/RHS, the DHHS/RHS shall issue a specific license authorizing the proposed activity.

(b)  The DHHS/RHS shall incorporate in any license issued pursuant to this part and He-P 4031 through 4036, and He-P 4039, at the time of issuance or thereafter, by appropriate rule or order, such additional requirements and conditions with respect to the licensee’s receipt, possession, use, and transfer of radioactive material as it deems appropriate or necessary in order to:

(1)  Minimize danger to public health and safety or property; 

(2)  Require such reports and the keeping of such records, and to provide for such inspections of activities under the license as may be appropriate or necessary; 

(3)  Prevent loss or theft of material subject to this part; and

(4)  Security requirements for portable gauges.


(a)  Each portable gauge licensee shall use a minimum of two 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 licensee.

(c)  Specific licenses shall be issued to named persons upon applications filed pursuant to He‑P 4030 and He-P 4004.

(d)  Each license issued pursuant to this part and parts He-P 4031 through 4036, and He-P 4039, shall be subject to all the provisions of the act, to all rules of the DHHS/RHS, and orders of the commissioner of the department of health and human services.

(e)  Neither the license nor any right under the license issued or granted pursuant this part and parts He-P 4031 through 4036, and He-P 4039, shall be assigned or otherwise transferred in violation of the provision of the act.

(f)  Each person licensed by the DHHS/RHS pursuant to this part shall confine his use and possession of the material licensed to conditions specified on the license, such as:

(1)  Standard licensing conditions as set forth in these rules, or

(2)  Conditions formulated specifically for an individual license.

(g)  Each licensee shall notify the DHHS/RHS in writing when the licensee decides to permanently discontinue all activities involving materials authorized under the license.

(h)  Each general licensee that is required to register by He-P 4031, and each specific licensee, shall notify the DHHS/RHS in writing immediately following the filing of a voluntary or involuntary petition for bankruptcy under any Chapter of Title 11 (Bankruptcy) of the United States Code by or against:

(1)  The licensee;

(2)  An entity as that term is defined in 11 U.S.C. 101(14) controlling the licensee or listing the license or licensee as property of the estate; or

(3)  An affiliate as that term is defined in 11 U.S.C. 101(2) of the licensee.

(i)  The notification specified in He-P 4030.10(h) shall indicate the bankruptcy court in which the petition for bankruptcy was filed and the date of the filing of the petition.

(j)  Each licensee shall notify the DHHS/RHS of radiological incidents and events, as follows:

(1)  As soon as possible but not later than 4 hours after the discovery of an event that prevents immediate protective actions necessary to avoid exposures to radiation or radioactive materials that could exceed the limits specified in He-P 4020, or releases of licensed material that could exceed the limits specified in He-P 4020; and

(2)  Within 24 hours after the discovery of any of the following events involving licensed material:

a.  An unplanned contamination event that:

1.  Requires access to the contaminated area, by workers or the public, to be restricted for more than 24 hours by imposing additional radiological controls or by prohibiting entry into the area;

2.  Involves a quantity of radioactive material greater than 5 times the lowest annual limit on intake specified in He-P 4090 for the material; and

3.  Requires access to the area restricted for a reason other than to allow isotopes with a half-life of less than 24 hours to decay prior to decontamination;

b.  An event in which equipment is disabled or fails to function as designed when:

1.  The equipment is required by the rules or license condition to prevent releases exceeding regulatory limits, to prevent exposures to radiation and radioactive materials exceeding the limits specified by He-P 4020, or to mitigate the consequences of an accident;

2.  The equipment is required to be available and operable when it is disabled or fails to function; and

3.  No redundant equipment is available and operable to perform the required safety function;

c.  An event that requires unplanned medical treatment at a medical facility of an individual with spreadable radioactive contamination on the individual’s clothing or body; and

d.  An unplanned fire or explosion damaging any licensed material or any device, container, or equipment containing licensed material when:

1.  The quantity of radioactive material involved is greater than 5 times the lowest annual limit on intake specified in He-P 4090 for the material; and

2.  The damage affects the integrity of the licensed material or its container.

(k)  Licensees shall make reports required by He-P 4030.10(j)(1) and (2) by telephone to the DHHS/RHS via the New Hampshire state police communications center at 603 271-3636.

(l)  To the extent that the information is available at the time of notification, the information provided in the telephonic report pursuant to (k) above shall include:

(1)  The caller’s name and call back telephone number;

(2)  A description of the event, including date and time;

(3)  The exact location of the event;

(4)  The isotopes, quantities, and chemical and physical form of the licensed material involved; and

(5)  Any personnel radiation exposure data available.

(m)  Each licensee who makes a report required by He-P 4030.10(j)(1) and (2) shall submit a written follow-up report within 30 days of the initial report, which includes the following information:

(1)  A description of the event, including the probable cause and the manufacturer and model number (if applicable) of any equipment that failed or malfunctioned;

(2)  The exact location of the event;

(3)  The isotopes, quantities, and chemical and physical form of the licensed material involved;

(4)  Date and time of the event;

(5)  Corrective actions taken or planned and the results of any evaluations or assessments; and

(6)  The extent of exposure of individuals to radiation or to radioactive materials without identification of individuals by name.

(n)  Relative to records, each person who receives radioactive material pursuant to a license issued pursuant He-P 4030 through He-P 4039 shall:

(1)  Keep records showing the receipt, transfer, and disposal of the radioactive material, as follows:

a.  The licensee shall retain each record of receipt of radioactive material as long as the material is possessed and for 3 years following transfer or disposal of the material;

b.  The licensee who transferred the radioactive material shall retain each record of transfer for 3 years after each transfer unless otherwise specified in this chapter; and

c.  The licensee who disposed of the material shall retain each record of disposal of radioactive material until the license that authorizes disposal of the material is terminated;

(2)  Retain each record that is required by this chapter or by license condition for the period specified by the applicable rule or license condition, except that if a retention period is not otherwise specified by rule or license condition, the record shall be retained until the license authorizing the activity that is subject to the recordkeeping requirement is terminated;

(3)  Retain records required to be maintained pursuant to this chapter in the following format:

a.  The original;

b. A reproduced copy, if such reproduced copy is duly authenticated by authorized personnel;

c.  Microform, if such microform is duly authenticated by authorized personnel and is capable of producing a clear and legible copy after storage for the period specified by the rules; or

d.  Stored in electronic media with the capability for producing legible, accurate, and complete records during the required retention period;

(4)  Ensure that all pertinent information, including stamps, initials, and signatures, are included on all required records, including letters, drawings, specifications;

(5)  Maintain adequate safeguards against tampering with and loss of records;

(6)  Prior to termination of a license authorizing possession of radioactive material with a half-life greater than 120 days, in an unsealed form, forward the following records to the DHHS/RHS:

a.  Records of disposal of licensed material made under He-P 4023; and

b.  Records required by He-P 4021.03(c)(4);

(7)  At the time of transfer of a radioactive material license authorizing possession of radioactive material with a half-life of greater than 120 days, in an unsealed form, transferred or assigned in accordance with He-P 4030.15 to a new licensee, transfer the following records to the new licensee and the new licensee will be responsible for maintaining these records until the license is terminated, the following:

a.  Records of disposal of licensed material made under He-P 4023; and

b.  Records required by He-P 4021.03(c)(4); and

(8)  Prior to license termination, forward the records required by He-P 4030.09(o) – (t).

(o)  Each licensee preparing technetium-99m radiopharmaceuticals from molybdenum-99/technetium-99m generators or rubidium-82 from strontium-82/rubidium-82 generators shall test the generator eluates for molybdenum-99 breakthrough or strontium-82 and strontium-85 contamination, respectively, in accordance with He-P 4035.32.  The licensee shall record the results of each test and retain each record for 3 years after the record is made.

(p)(1)   Authorization under He-P 4030.10(p) to produce Positron Emission Tomography (PET) radioactive drugs for noncommercial transfer to medical use licensees in its consortium does not relieve the licensee from complying with applicable DPHS/RHS, agreement State, FDA, and other Federal requirements governing radioactive drugs;


(2)   Each licensee authorized under He-P 4030.10(p) to produce PET radioactive drugs for noncommercial transfer to medical use licensees in its consortium shall:


a.  Satisfy the labeling requirements in He-P 4032.05(a)(4) for each PET radioactive drug transport radiation shield and each syringe, vial, or other container used to hold a PET radioactive drug intended for noncommercial distribution to members of its consortium;


b.   
Possess and use instrumentation to measure the radioactivity of the PET radioactive drugs intended for noncommercial distribution to members of its consortium and meet the procedural, radioactivity measurement, instrument test, instrument check, and instrument adjustment requirements in He-P 4032.05(d).


(3)   A licensee that is a pharmacy authorized under He-P 4030.07(l) to produce PET radioactive drugs for noncommercial transfer to medical use licensees in its consortium shall require that any individual that prepares PET radioactive drugs shall be:


a.  An authorized nuclear pharmacist that meets the requirements in He-P 4032.05(b)(2), or

 b.   An individual under the supervision of an authorized nuclear pharmacist as specified in He-P 4035.11.

(4)   A pharmacy, authorized under He-P 4030.07(l) to produce PET radioactive drugs for noncommercial transfer to medical use licensees in its consortium that allows an individual to work as an authorized nuclear pharmacist, shall meet the requirements of He-P 4032.05(b)(4).



He-P 4030.11  Specific Licenses, Expiration.

(a)  Except as provided in He-P 4030.12, each specific license shall expire at the end of one year.

(b)  Each licensee shall notify the DHHS/RHS, in writing, and request termination of the license when the licensee decides to terminate all activities involving radioactive material authorized under the license.  This notification and request for termination of the license shall include the reports and information specified in He-P 4030.11(d)(4) and (5).

(c)  No less than 30 days before the expiration date specified in the license, the licensee shall either:

(1)  Submit an application for license renewal under He-P 4030.12; or

(2)  Notify the DHHS/RHS, in writing, if the licensee decides not to renew the license.

(d)  If a licensee does not submit an application for license renewal under He‑P 4030.11, the licensee shall, on or before the expiration date specified in the license:

(1)  Terminate use of radioactive material;

(2)  Remove radioactive contamination in accordance with He-P 4023;

(3)  Dispose of radioactive material in accordance with He-P 4023;

(4)  Submit a completed DHHS/RHS Form RHS-10; and

(5)  Submit a radiation survey report of the licensed permanent location(s) of use and storage to confirm that the removable and fixed contamination levels are in accordance with levels specified in He-P 4021.21, as follows:

a.  Report levels of radiation in units of microrads per hour of beta and gamma radiation at 1 centimeter and gamma radiation at 1 meter from surfaces;

b.  Report levels of radioactivity, including alpha, in:

1.  Units of transformations per minute per 100 square centimeters or microcuries per 100 square centimeters removable and fixed on surfaces;

2.  Microcuries per milliliter in water; and

3.  Picocuries per gram in contaminated solids such as soils or concrete; and

c.  Specify the survey or measurement instrument(s) used for conducting the survey and certify that each instrument was properly calibrated and tested.

(e)  If no residual radioactive contamination attributable to activities conducted under the license is detected, the licensee shall submit a certification that no detectable radioactive contamination of the location(s) was found.

(f)  If detectable levels of residual radioactive contamination attributable to activities conducted under the license are found, the license shall continue to be in effect beyond the expiration date, with respect to possession of residual radioactive material present as contamination until such time as the DHHS/RHS notifies the licensee in writing that the license is terminated.  During this time the licensee shall be subject to the provisions of He-P 4030.11(h).

(g)  If detectable levels of residual radioactive contamination attributable to activities conducted under the license are found, the licensee shall submit a plan for decontamination of the residual radioactive contamination which shall include in addition to the information submitted under He‑P 4030.11(d)(4) and (5), any expected levels of residual radioactive contamination which will remain at the time the license is terminated.

(h)  Each licensee who possesses residual radioactive material under He‑P 4030.11(d)(3), following the expiration date specified in the license, shall:

(1)  Limit actions involving radioactive material to those related to decontamination and other activities related to preparation for release for unrestricted use; and

(2)  Continue to control entry to restricted areas until the licensee has met the provisions of He‑P 4020 for release for unrestricted use and the DHHS/RHS has notified the licensee in writing that the license is terminated.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8800, INTERIM, eff 2-1-07, EXPIRED: 7-31-07

New.  #8959, eff 8-7-07

He-P 4030.12  Specific Licenses, Renewal.

(a)  Applications for renewal of specific licenses shall be filed in accordance with He‑P 4030.07.

(b)  In any case in which a licensee, not less than 30 days prior to 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 finally determined by the DHHS/RHS.

(c)  If a licensee does not submit an application for license renewal, the licensee shall comply with the provisions of He P 4030.10.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8800, INTERIM, eff 2-1-07, EXPIRED: 7-31-07

New.  #8959, eff 8-7-07

He-P 4030.13  Specific Licenses, Amendment at Request of Licensee.  Applications for amendment of a license shall:

(a)  Be filed in accordance with He‑P 4030.07; and

(b)  Specify the respects in which the licensee desires its license to be amended and the grounds for such amendment.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8800, INTERIM, eff 2-1-07, EXPIRED: 7-31-07

New.  #8959, eff 8-7-07

He-P 4030.14  Specific Licenses, DHHS/RHS Action of Applications to Renew or Amend.  In considering an application by a licensee to renew or amend its license, the DHHS/RHS shall apply the criteria set forth in this chapter for granting of an initial license.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8800, INTERIM, eff 2-1-07, EXPIRED: 7-31-07

New.  #8959, eff 8-7-07

He-P 4030.15  Specific Licenses, Inalienability.  No license issued or granted under this part and no right to possess or utilize radioactive material granted by any license issued pursuant to this part shall be transferred, assigned, or in any manner disposed of, either voluntarily or involuntarily, directly or indirectly, through transfer of control of any license to any person unless the DHHS/RHS, after securing full information, find that the transfer is in accordance with the provisions of the act, and gives its consent in writing.  An application for transfer of license shall include:


(a) The identity, technical and financial qualifications of the proposed transferee; and


(b)  Financial assurance for decommissioning information required by He-P 4024.09, He-P 4024.10, and He-P 4030.09. 

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8800, INTERIM, eff 2-1-07, EXPIRED: 7-31-07

New.  #8959, eff 8-7-07

He-P 4030.16  Specific Licenses, Transfer of Material.

(a)  No licensee shall transfer radioactive material except as authorized pursuant to Part He-P 4030.

(b)  Except as otherwise provided in its license and subject to the provisions of He-P 4030.16(c) and (d), any licensee may transfer radioactive material:

(1)  To the DHHS/RHS only after receiving prior approval from the DHHS/RHS;

(2)  To the U.S. Nuclear Regulatory Commission;

(3)  To any person exempt from He‑P 4000 to the extent permitted under such exemption;

(4)  To any person authorized to receive such material under terms of a general license or its equivalent or a specific license or equivalent licensing document, issued by the DHHS/RHS, the U.S. Nuclear Regulatory Commission, an Agreement State, or a Licensing State, or to any person otherwise authorized to receive such material by the Federal government of any agency thereof, the DHHS/RHS, an Agreement State, or a Licensing State; or

(5)  As otherwise authorized by the DHHS/RHS in writing.

(c)  Before transferring radioactive material to a specific licensee of the DHHS/RHS, the U.S. Nuclear Regulatory Commission, an Agreement State, or a Licensing State prior to receipt of the radioactive material shall verify that the transferee’s license authorizes the receipt of the type, form, and quantity of radioactive material to be transferred.

(d)  The following methods for the verification required by He-P 4030.16(c) shall be acceptable:

(1)  The transferor may have in its possession, and have read, a current copy of the transferee’s specific license or registration certificate;

(2)  The transferor may have in its possession a written certification by the transferee that it is authorized by license or registration certificate to receive the type, form, and quantity of radioactive material to be transferred, specifying the license or registration certificate number, issuing agency, and expiration date;

(3)  For emergency shipments the transferor may accept oral certification by the transferee that it is authorized by license or registration certificate to receive the type, form, and quantity of radioactive material to be transferred, specifying the license or registration certificate number, issuing agency, and expiration date, provided, that the oral certification is confirmed in writing within 10 days;

(4)  The transferor may obtain other sources of information compiled by a reporting service from official records of the DHHS/RHS, the U.S. Nuclear Regulatory Commission, or the licensing agency of an Agreement State or a Licensing State as to the identity of licensees and the scope and expiration dates of licenses and registration; or

(5)  When none of the methods of verification described in He‑P 4030.16(d)(1) to (4) are readily available 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 DHHS/RHS, the U.S. Nuclear Regulatory Commission, or the licensing agency of an Agreement State or a Licensing State that the transferee is licensed to receive the radioactive material.

(e)  Preparation for shipment and transport of radioactive material shall be in accordance with the provisions of He‑P 4037.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8800, INTERIM, eff 2-1-07, EXPIRED: 7-31-07

New.  #8959, eff 8-7-07

He-P 4030.17  Specific Licenses, Modification, Revocation, and Termination.

(a)  The terms and conditions of all licenses shall be subject to amendment, revision, or modification or the license may be suspended or revoked by reason of amendments to the act, or by reason of rules, and orders issued by the DHHS/RHS.

(b)  Any license may be revoked, suspended, or modified, in whole or in part, for any material false statement in the application or any statement of fact required under provisions of the act, or because of conditions revealed by such application or statement of fact or any report, record or inspection or other means which would warrant the DHHS/RHS to refuse to grant a license on an original application, or for violation of, the terms and conditions of the act, or the license, or of any rule, regulation, or order of the DHHS/RHS.

(c)  Except in cases of willfulness or those in which the public health, interest, or safety requires otherwise, no license shall be modified, suspended, or revoked unless, prior to the institution of proceedings therefore, facts or conduct which may warrant such action shall have been called to the attention of the licensee in writing and the licensee shall have been accorded an opportunity to demonstrate or achieve compliance with all lawful requirements.

(d)  The DHHS/RHS shall terminate a specific license upon request submitted by the licensee to the DHHS/RHS in writing, provided that the licensee shall meet the requirements of He‑P 4030.16.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #8800, INTERIM, eff 2-1-07, EXPIRED: 7-31-07

New.  #8959, eff 8-7-07

He-P 4030.18  Reciprocal Recognition of Specific Licenses.

(a)  Subject to He‑P 4000, any person who holds a specific license from the NRC, an Agreement State, or a Licensing State, as defined in He-P 4003.01(i) and (ch), respectively, and issued by the agency having jurisdiction where the licensee maintains an office for directing the licensed activity and at which radiation safety records are normally maintained, shall hereby be granted a general license to conduct the activities authorized in such licensing document within this state, except in areas of exclusive federal jurisdiction, for a period not in excess of 180 days in any calendar year, provided that:

(1)  The licensing document does not limit the activity authorized by such document to specified installations or locations; and

(2)  The out-of-state licensee notifies DHHS/RHS in writing at least 3 working days prior to engaging in such activity and receives DHHS/RHS approval.

(b)  The DHHS/RHS shall grant the approval required by (a)(2) above when a general licensee meets all of the requirements under He-P 4030.18.

(c)  The notification required by (a)(2) above shall indicate the location, period, and type of proposed possession and use within this state.

(d)  The notification shall be accompanied by a copy of the pertinent licensing document, a copy of the licensee’s operating and emergency procedures, an annual fee as specified in He-P 4070, and a completed Form RHS-15 containing the following:

(1)  Name of licensee;

(2)  Address of licensee;

(3)  Contact person;

(4)  Telephone number;

(5)  Name of person(s) who will conduct licensed activities;

(6)  Description of activities to be conducted in New Hampshire under the general license;

(7)  Location at which activities will be conducted;

(8)  Date and time on which activities will be conducted;

(9)  A list of sealed sources and devices containing sealed sources, which will be possessed, used, installed, serviced or tested in New Hampshire;

(10)  Number of specific license and name of agency issuing license; and

(11)  The licensee’s dated signature certifying that they have read the provisions under He-P 4030.18.

(e)  If, for a specific case, the 3-day period required by (a)(2) above would endanger the public’s health and safety, the licensee may, upon application to DHHS/RHS, obtain permission to proceed sooner.

(f)  The out-of-state licensee shall submit in its initial request for reciprocity the applicable New Hampshire annual license fee in accordance with He-P 4070, Table 4070.1, Annual Fees for Radioactive Material Licenses.

(g)  The reciprocity fee required by (f) above shall cover a period of one year from the time of application, at which time a new fee submittal shall be required.

(h)  The requirement in (f) above shall not waive the requirement for filing additional written notifications during the remainder of the calendar year following the receipt of the initial notification from a person engaging in activities under the general license provided in He-P 4030.18(a).

(i)  The out-of-state licensee shall comply with all:

(1)  Applicable rules of DHHS/RHS; and

(2)  Terms and conditions of the licensee’s licensing document, except any such terms and conditions which are contrary to applicable rules of DHHS/RHS.

(j)  The out-of-state licensee shall supply additional information, either telephonically or in writing, as requested by DHHS/RHS for the purposes of protecting public and worker health and safety and ensuring the safe use of radioactive sources within the state.

(k)  The out-of-state licensee shall not transfer or dispose of radioactive material possessed or used under the general license provided in this section except by transfer to a person:

(1)  Specifically licensed by DHHS/RHS or by the U.S. Nuclear Regulatory Commission to receive such material; or

(2)  Exempt from the requirements for a license for such material under He-P 4030.03.

(l)  Before radioactive materials are used at a temporary job site within the state at any federal facility, the jurisdictional status of the job site shall be determined by the licensee.

(m)  If the jurisdictional status of a temporary job site within the state at a federal facility is unknown, the licensee shall contact the federal agency to determine if the job site is under exclusive federal jurisdiction.

(n)  In areas of exclusive federal jurisdiction, the general licensee shall be subject to all applicable rules, regulations, orders and fees of the NRC.

(o)  Authorization for possession and use of radioactive materials at temporary job sites under exclusive federal jurisdiction shall be obtained from the NRC by either:

(1)  Filing a NRC Form-241 in accordance with 10 CFR 150.20(b); or

(2)  Applying for a specific NRC license.

(p)  Before radioactive material is used by a specific licensee at a temporary job site in another 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 and obtaining a specific license.

(q)  Notwithstanding the provisions of He-P 4030.18(a), any person who holds a specific license issued by the NRC, an Agreement State, or a Licensing State authorizing the holder to manufacture, install, or service a device described in He-P 4031.04(c) within an area subject to the jurisdiction of the licensing body shall be considered by DHHS/RHS to have a general license to install and service such device in this state provided that:

(1)  Such person shall file a report with the DHHS/RHS within 30 days after the end of each calendar quarter in which any device is transferred to or serviced in this state;

(2)  The report required by (q)(1) above shall identify each general licensee by:

a.  Name and address;

b.  The type of device transferred; and

c.  The quantity and type of radioactive material contained in the device;

(3)  The device shall have been manufactured, labeled, installed, and serviced in accordance with applicable provisions of the specific license, or equivalent licensing document, issued to such person by the NRC, an Agreement State, or a Licensing State;

(4)  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;”

(5)  In the event that a label, as specified in (q)(4) above, is missing or damaged, such person shall affix a label in accordance with the regulations of the authority which licensed manufacture of the device; and

(6)  The holder of the specific license shall furnish to each general licensee to whom the licensee transfers such device or on whose premises he or she installs such device a copy of the general license contained in He-P 4031.02.

(r)  In accordance with RSA 125-F:10, the DHHS/RHS shall withdraw, limit, or qualify its acceptance of any specific license or equivalent licensing document issued by another agency, or any product distributed pursuant to such licensing document, upon determining that such action is necessary in order to prevent undue hazard to public health and safety or property.

(s)  A licensee to whom action has been taken as described in He-P 4030.18(r) shall be afforded a hearing within 15 days on application, in the form of a written request, to the DHHS requesting such hearing.

(t)  A hearing held relative to action taken under He-P 4030.18(r) shall be conducted in accordance with He-C 200.

Source.  (See Revision Note at part heading for He-P 4030) #6942, eff 2-1-99; ss by #7919, eff 7-18-03; ss by #8488, eff 11-18-05; ss by #8959, eff 8-7-07


PART He-P 4036  Licensing and Radiation Safety Requirements for Irradiators

He P 4036.01  Purpose.  The purpose of this rule is to set forth the requirements for issuance of a license authorizing the use of sealed sources containing radioactive materials in irradiators used to irradiate objects or materials using gamma radiation, and the radiation safety requirements for operating irradiators.  The requirements of this section are in addition to, and not in substitution for, the requirements of Parts He-P 4003, 4019, 4020, 4021, 4022, 4023, 4024 and 4030 of this chapter.

Source.  #8211, eff 11-23-04; ss by #10188, eff 9-26-12

He-P 4036.02  Scope.  This part shall apply to persons using sealed sources containing radioactive material in irradiators as specified in Title 10, Code of Federal Regulations (CFR), Part 36, “Licenses and Radiation Safety Requirements for Irradiators”.

Source.  #8211, eff 11-23-04; ss by #10188, eff 9-26-12

He P 4036.03  Definitions.  To reconcile differences between this part and the incorporated sections of 10 CFR Part 36 relating to using sealed sources containing radioactive sources in irradiators, the following words and phrases shall be substituted for the language in 10 CFR Part 36 as follows:

(a)  All references to “NRC” or “Commission” shall mean the New Hampshire department of health and human services;

(b)  The definition of “licensed material” shall be as defined in He-P 4003 of this chapter; and

(c)  The definition of “sealed source” shall be as defined in He-P 4003 of this chapter.

Source.  #8211, eff 11-23-04; ss by #10188, eff 9-26-12

He-P 4036.04  Incorporation of 10 CFR Part 36.

(a)  Except for the sections noted in (b) below and He-P 4036.03 above, persons using sealed sources containing radioactive material in irradiators shall comply with Title 10, Code of Federal Regulations (CFR), Part 36, “Licenses and Radiation Safety Requirements for Irradiators”.

(b)  The following sections of the Title 10 CRF Part 36 shall not apply to those persons using sealed sources containing radioactive material in irradiators:

(1)  Title 10 CFR Part 36.5 relating to interpretations;

(2)  Title 10 CFR Part 36.8 relating to information collection;

(3)  Title 10 CFR Part 36.91 relating to violations; and

(4)  Title 10 CFR Part 36.93 relating to criminal penalties.

Source.  #8211, eff 11-23-04; ss by #10188, eff 9-26-12


PART He-P 4039  Radiation Safety  Requirements for Wireline Services Operations and Subsurface Tracer Studies


He-P 4039.01  Purpose.  The purpose of this rule is to set forth the requirements for wireline services operations and subsurface tracer studies.  The requirements of this section are in addition to, and not in substitution for, the requirements of He-P 4003, 4019, 4020, 4021, 4022, 4023, 4024 and 4030 of this chapter.

Source.  #5903, eff 12-1-94, EXPIRED: 12-1-00

New.  #8212, eff 11-23-04; ss by #10188, eff 9-26-12


He-P 4039.02  Scope.  This part shall apply to persons using sources of radiation for wireline service operations including mineral logging, radioactive markers, and subsurface tracer studies as specified in Title 10, Code of Federal Regulations (CFR), Part 39, “Licenses and Radiation Safety Requirements for Well Logging”.

Source.  #5903, eff 12-1-94, EXPIRED: 12-1-00

New.  #8212, eff 11-23-04; ss by #10188, eff 9-26-12

He-P 4039.03.  Definitions.  To reconcile differences between this part and the incorporated sections of 10 CFR Part 39 relating to using sources of radiation for wireline service operations including mineral logging, radioactive markers, and subsurface tracer studies, the following words and phrases shall be substituted for the language in 10 CFR Part 39 as follows:

(a)  All references to “NRC” or “Commission” shall mean the New Hampshire department of health and human services;

(b)  The definition of “licensed material” shall be as defined in He-P 4003 of this chapter; and

(c)  The definition of “sealed source” shall be as defined in He-P 4003 of this chapter.

Source.  #5903, eff 12-1-94, EXPIRED: 12-1-00

New.  #8212, eff 11-23-04; ss by #10188, eff 9-26-12

He-P 4039.04  Incorporation of 10 CFR Part 39.

(a)  Except for the sections noted in (b) below and He-P 4039.03 above, persons using sources of radiation for wireline service operations including mineral logging, radioactive markers, and subsurface tracer studies shall comply with Title 10, Code of Federal Regulations (CFR), Part 39, “Licenses and Radiation Safety Requirements for Well Logging”.

(b)  The following sections of the Title 10 CRF Part 39 shall not apply to those persons using sources of radiation for wireline service operations:

(1)  Title 10 CFR Part 39.5 relating to interpretations;

(2)  Title 10 CFR Part 39.8 relating to information collection;

(3)  Title 10 CFR Part 39.101 relating to violations; and

(4)  Title 10 CFR Part 39.103 relating to criminal penalties.

Source.  #5903, eff 12-1-94, EXPIRED: 12-1-00

New.  #8212, eff 11-23-04; ss by #10188, eff 9-26-12


