
MEMORANDUM 

Date: 

To: 

August 13, 2019  

Interested Parties 

From: Michael Snee 
Bureau of Environmental Health and Radiation Protection 
Ohio Department of Health 

Subject: Radioactive Material Rules. 
________________________________________________________________________ 

Rules in Ohio Administrative Code Chapter 3701:1-58 along with rules 3701:1-40-16 and 
3701:1-46-43 are being amended due to changes in federal regulations and also to satisfy the Five 
Year Review. 

These rules contain the requirements to possess and use radioactive material for medical use in 
Ohio. These rules establish the specific requirements for medical use of radioactive material 
including: definitions; license amendment procedures; notifications to the department; 
procedures for administrating radioactive material; and training of personnel. 

The Ohio Department of Health (“ODH”) is proposing amendments to the rules as detailed in the 
attachment. 

Please review the draft rules and provide any comments you may have by September 12, 2019 
at 5pm to ODH at the address below.  Please include the words " Radioactive Material Rules” in 
the subject line of all comments sent via regular mail or e-mail.  ODH will review and 
consider the comments received for possible further revision to the draft rules before they are 
submitted for formal rule proposal and adoption proceedings.  Thank you. 

Office of General Counsel 
Ohio Department of Health 
246 North High Street 
Columbus, OH  43215 

ODHRules@odh.ohio.gov 

mailto:ODHRules@odh.ohio.gov
mailto:ODHRules@odh.ohio.gov
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3701:1-40-16     Terms and conditions of licenses. 

(A)   

(1) A license, or any right under a license, shall not 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 director finds that the transfer is in accordance with this rule and Chapters 3701:1-46, 
3701:1-48, 3701:1-49, 3701:1-52, and 3701:1-58 of the Administrative Code. A license or any right 
contained therein may not be transferred or conveyed without the written authorization of the director. If 
the director approves the transfer and receives payment of the appropriate licensing fee, a new license 
will be issued to the transferee. 

(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 rule 3701:1-40-17 of the 
Administrative Code. 

(B) Each licensee shall confine possession and use of radioactive material to the locations and purposes 
authorized in the license. Preparation for shipment and transport of radioactive material shall be in 
accordance with Chapter 3701:1-50 of the Administrative Code. 

(C) The director may incorporate at the time of issuance, or thereafter by appropriate rule, regulation, or order, 
such additional requirements or conditions with respect to the licensee's receipt, possession, use and transfer 
of radioactive material as the director deems appropriate or necessary in order to protect the environment, 
protect health, or minimize danger to life or property. The director may require such reports and the keeping 
of such records, and provide for such inspections of activities under the license as may be necessary to 
effectuate the purposes of Chapter 3748. of the Revised Code or rules adopted thereunder. 

(D) A licensee that is required to submit an emergency plan pursuant to rule 3701:1-40-14 of the Administrative 
Code shall follow the emergency plan approved by the director. The licensee may amend the approved plan 
without approval of the director provided that the amendment does not decrease the effectiveness of the 
plan. Within six months after amending the emergency plan, the licensee shall furnish the amended plan to 
both the director and to affected offsite response organizations. Any proposed amendment to the emergency 
plan that decreases, or potentially decreases, the effectiveness of the approved emergency plan may not be 
implemented without prior approval by the director. 

(E) 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 rule 3701:1-58-35 of the Administrative Code. The licensee shall record the results of each test and 
retain each record for three years after the record is made. The licensee shall report the results of any test that 
exceeds the permissible concentration listed in paragraph (A) of rule 3701:1-58-35 of the Administrative 
Code at the time of generator elution, in accordance with rule 3701:1-58-105 of the Administrative Code. 

(F) Each licensee must notify the director by certified mail within ten business days of the commencement of a 
voluntary or involuntary bankruptcy petition that has been filed by or against: 
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(1) The licensee; 

(2) An entity, defined in this rule as person, estate, trust, governmental unit, and United States trustee, 
controlling the licensee or listing the license or licensee as property of the estate; or 

(3) An affiliate of the licensee defined in this rule as an entity that directly or indirectly owns, controls, or 
holds with power to vote, twenty per cent or more of the outstanding voting securities of the debtor, 
other than an entity that holds such securities: 

(a) In a fiduciary or agency capacity without sole discretionary power to vote such securities; or 

(b) Solely to secure a debt, if such entity has not in fact exercised such power to vote. 

The notification shall specify the bankruptcy court in which the petition for bankruptcy was filed and the 
date of the filing petition. 

(G) The director may, upon application including adequate documentation by a person or by his own initiative, 
grant such exemptions from the requirements of this chapter or other chapters of the Administrative Code 
involving radioactive materials promulgated under Chapter 3748. of the Revised Code that are authorized by 
law and will not result in undue hazard to life or property and are otherwise in the public interest. 

(H) 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. 

(I)   

(1) Authorization under paragraph (I) of rule 3701:1-40-14 of the Administrative Code 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 United States federal drug 
administration, other federal, and state requirements governing radioactive drugs. 

(2) Each licensee authorized under paragraph (I) of rule 3701:1-40-14 of the Administrative Code to produce 
PET radioactive drugs for noncommercial transfer to medical use licensees in its consortium shall: 

(a) Satisfy the labeling requirements in paragraph (A)(4) of rule 3701:1-46-43 of the Administrative Code 
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 
paragraph (C) of rule 3701:1-46-43 of the Administrative Code. 

(3) A licensee that is a pharmacy authorized under paragraph (I) of rule 3701:1-40-14 of the Administrative 
Code 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 paragraph (B)(2) of rule 
3701:1-46-43 of the Administrative Code, or 
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(b) An individual under the supervision of an authorized nuclear pharmacist as specified in rule 
3701:1-58-14 of the Administrative Code. 

(4) A pharmacy, authorized under paragraph (I) of rule 3701:1-40-14 of the Administrative Code 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 paragraph 
(B)(5) of rule 3701:1-46-43 of the Administrative Code. 
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3701:1-46-43     Manufacture, preparation, or transfer for commercial distribution of radioactive drugs 
containing radioactive material for medical use. 

(A) An application for a specific license to manufacture, prepare, or transfer for commercial distribution 
radioactive drugs containing radioactive material for use by persons authorized pursuant to Chapter 
3701:1-58 of the Administrative Code or equivalent regulations of an agreement state will be approved if: 

(1) The applicant satisfies the general requirements specified in rule 3701:1-40-15 of the Administrative 
Code; 

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

(a) Registered with the United States food and drug administration as the owner or operator of a drug 
establishment that engages in the manufacture, preparation, propagation, compounding, or 
processing of a drug under 21 C.F.R. 207.20(a) (as published in the April 1, 2015 Code of Federal 
Regulationsin effect on the effective date of this rule); 

(b) Registered or licensed with a state agency as a drug manufacturer; 

(c) Licensed as a pharmacy by a state board of pharmacy; 

(d) Operating as a nuclear pharmacy within a federal medical institution; or 

(e) A positron emission tomography (PET) drug production facility registered with a state agency. 

(3) The applicant submits information on the radionuclide; the chemical and physical form; the maximum 
activity per vial, syringe, generator, or other container of the radioactive drug; and the shielding 
provided by the packaging to show it is appropriate for the safe handling and storage of the radioactive 
drugs by medical use licensees; and 

(4) The applicant satisfiescommits to the following labeling requirements: 

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

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

(B) A licensee described by paragraph (A)(2)(c) or (A)(2)(d) of this rule: 

(1) May prepare radioactive drugs for medical use, as defined in rule 3701:1-38-01 of the Administrative 
Code, provided that the radioactive drug is prepared by either an authorized nuclear pharmacist, as 
specified in paragraphs (B)(2) and (B)(3) of this rule, or an individual under the supervision of an 
authorized nuclear pharmacist as specified in rule 3701:1-58-14 of the Administrative Code. 
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(2) May allow a pharmacist to work as an authorized nuclear pharmacist if: 

(a) This individual qualifies as an authorized nuclear pharmacist as defined in rule 3701:1-58-01 of the 
Administrative Code, 

(b) This individual meets the requirements specified in paragraph (B) of rule 3701:1-58-20 of the 
Administrative Code and rule 3701:1-58-22 of the Administrative Code and the licensee has 
received an approved license amendment identifying this individual as an authorized nuclear 
pharmacist, or 

(c) This individual is designated as an authorized nuclear pharmacist in accordance with paragraph (B)(4) 
of this rule. 

(3) The actions authorized in paragraphs (B)(1) and (B)(2) of this rule are permitted in spite of more 
restrictive language in license conditions. 

(4) May designate a pharmacist (as defined in rule 3701:1-38-01 of the Administrative Code) as an authorized 
nuclear pharmacist if: 

(a) The individual was a nuclear pharmacist preparing only radioactive drugs containing 
accelerator-produced radioactive material, and 

(b) The individual practiced at a pharmacy at a government agency or federally recognized indian tribe 
before November 30, 2007 or at all other pharmacies before August 8, 2009, or an earlier date as 
noticed by the United States nuclear regulatory commission. 

(5) Shall provide to the director a copy of: 

(a) EachA copy of each individual's certification by a specialty board whose certification process has 
been recognized by the United States nuclear regulatory commission or an agreement state as 
specified in paragraph (A) of rule 3701:1-58-20 of the Administrative Code with the written 
attestation signed by a preceptor as required by paragraph (B)(2) of rule 3701:1-58-20 of the 
Administrative Code; or 

(b) The United States nuclear regulatory commission or agreement state license; or 

(c) The permit issued by a United States nuclear regulatory commission master materials licensee; or 

(d) The permit issued by a licensee or United States nuclear regulatory commission master materials 
permittee of broad scope; or 

(e) The authorization from a commercial nuclear pharmacy authorized to list its own authorized nuclear 
pharmacist; or 

(f) Documentation that only accelerator-produced radioactive materials were used in the practice of 
nuclear pharmacy at a government agency or federally recognized indian tribe before November 30, 
2007, or at all other locations of use before August 8, 2009, or an earlier date as noticed by the 
United States nuclear regulatory commission; and 

(g) State pharmacy licensure or registration, no later than thirty days after the date that the licensee 
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allows, under paragraphs (B)(2)(a) and (B)(2)(c) of this rule, the individual to work as an authorized 
nuclear pharmacist. 

(C) A licensee shall possess and use instrumentation to measure the radioactivity of radioactive drugs. The 
licensee shall have procedures for use of the instrumentation. The licensee shall measure, by direct 
measurement or by combination of measurements and calculations, the amount of radioactivity in dosages of 
alpha-, beta-, or photon-emitting radioactive drugs prior to transfer for commercial distribution. In addition, 
the licensee shall: 

(1) Perform tests before initial use, periodically, and following repair, on each instrument for accuracy, 
linearity, and geometry dependence, as appropriate for the use of the instrument; and make adjustments 
when necessary; and 

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

(D) A licensee shall satisfy the labeling requirements in paragraph (A)(4) of this rule. 

(D) (E) Nothing in this rule relieves the licensee from complying with applicable United States food and drug 
administration, other federal, and state requirements governing radioactive drugs. 
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3701:1-58-01     Definitions. 

Terms defined in rule 3701:1-38-01 of the Administrative Code shall have the same meaning when used in 
this chapter except as set out herein unless otherwise specifically defined elsewhereThe terms used in this 
chapter have the same meaning as found in rule 3701:1-38-01 of the Administrative Code, unless an 
alternative definition is provided in this rule or in another rules of this chapter: 

(A) "Authorized medical physicist" means an individual who:"Associate radiation safety officer" means an 
individual who: 

(1) Meets the requirements in rules 3701:1-58-18 and 3701:1-58-22 of the Administrative Code; and 

(2) Is currently identified as an associate radiation safety officer for the types of use of radioactive material 
for which the individual has been assigned duties and tasks by the radiation safety officer on: 

(a) A specific medical use license issued by the director, the United States nuclear regulatory 
commission, or an agreement state; or 

(b) A medical use permit issued by a United States nuclear regulatory commission master material 
licensee. 

(1) Meets the requirements in paragraph (A) of rule 3701:1-58-19 and rule 3701:1-58-22 of the 
Administrative Code; or 

(2)  Is identified as an authorized medical physicist or teletherapy physicist on: 

(a) A specific medical use license issued by the director, United States nuclear regulatory commission, or 
an agreement state; 

(b) A medical use permit issued by a United States nuclear regulatory commission master material 
licensee; 

(c) A permit issued by a United States nuclear regulatory commission or agreement state broad scope 
medical use licensee; or 

(d) A permit issued by a United States nuclear regulatory commission master material license broad 
scope medical use permittee. 

(B) "Authorized medical physicist" means an individual who: 

(1) Meets the requirements in paragraph (A) of rule 3701:1-58-19 and in rule 3701:1-58-22 of the 
Administrative Code; or 

(2) Is identified as an authorized medical physicist or teletherapy physicist on: 

(a) A specific medical use license issued by the director, the United States nuclear regulatory 
commission, or an agreement state; 

(b) A medical use permit issued by a United States nuclear regulatory commission master material 
licensee; 
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(c) A permit issued by a United States nuclear regulatory commission or agreement state broad scope 
medical use licensee; or 

(d) A permit issued by a United States nuclear regulatory commission master material license broad 
scope medical use permittee. 

(B) (C) "Authorized nuclear pharmacist" means a pharmacist who: 

(1) Meets the requirements in paragraph (A) of rule 3701:1-58-20 and in rule 3701:1-58-22 of the 
Administrative Code; or 

(2)  Is identified as an authorized nuclear pharmacist on: 

(a) A specific license issued by the director, United States nuclear regulatory commission, or an 
agreement state that authorizes medical use or the practice of nuclear pharmacy; 

(b) A permit issued by a United States nuclear regulatory commission master material licensee that 
authorizes medical use or the practice of nuclear pharmacy; 

(c)  A permit issued by a United States nuclear regulatory commission or agreement state broad scope 
medical use licensee that authorizes medical use or the practice of nuclear pharmacy; or 

(d) A permit issued by a United States nuclear regulatory commission master material license broad 
scope medical use permittee that authorizes medical use or the practice of nuclear pharmacy; or 

(3)  Is identified as an authorized nuclear pharmacist by a commercial nuclear pharmacy that has been 
authorized to identify authorized nuclear pharmacists; or 

(4)  Is designated as an authorized nuclear pharmacist in accordance with rule 3701:1-46-43 of the 
Administrative Code. 

(C) (D) "Authorized user" means a physician, dentist, or podiatrist who: 

(1)  Meets the requirements in rule 3701:1-58-22 of the Administrative Code and paragraph (A) of rule 
3701:1-58-33, paragraph (A) of rule 3701:1-58-36, paragraph (A) of rule 3701:1-58-40, paragraph (A) 
of rule 3701:1-58-41, paragraph (A) of rule 3701:1-58-42, paragraph (A) of rule 3701:1-58-51, 
paragraph (A) of rule 3701:1-58-54, or paragraph (A) of rule 3701:1-58-71 of the Administrative Code; 
or 

(2)  Is identified as an authorized user on: 

(a) A license issued by the director, the United States nuclear regulatory commission, or an agreement 
state that authorizes the medical use of radioactive material; 

(b)  A permit issued by a United States nuclear regulatory commission master material licensee that is 
authorized to permit the medical use of radioactive material; 

(c) A permit issued by a United States nuclear regulatory commission or agreement state specific licensee 
of broad scope that is authorized to permit the medical use of radioactive material; or 

(d) A permit issued by a United States nuclear regulatory commission master material license broad 
scope permittee that is authorized to permit the medical use of radioactive material. 
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(D) (E)  "Brachytherapy" means a method of radiation therapy in which sources are used to deliver a radiation 
dose at a distance of up to a few centimeters by surface, intracavitary, intraluminal, or interstitial application. 

(E) (F) "Brachytherapy source" means a radioactive source or a manufacturer-assembled source train or a 
combination of these sources that is designed to deliver a therapeutic dose within a distance of a few 
centimeters. 

(F) (G)  "Client's address" means the area of use or a temporary job site, as defined in this rule, for the purpose of 
providing mobile medical service in accordance with rule 3701:1-58-31 of the Administrative Code. 

(G) (H) "High dose-rate remote afterloader," as used in this chapter, means a brachytherapy device that remotely 
delivers a dose rate in excess of twelve gray (one thousand two hundred rads) per hour at the point or surface 
where the dose is prescribed. 

(H) (I) "Low dose-rate remote afterloader," as used in this chapter, means a brachytherapy device that remotely 
delivers a dose rate of less than or equal to two gray (two hundred rads) per hour at the point or surface 
where the dose is prescribed. 

(I) (J) "Manual brachytherapy," as used in this chapter, means a type of brachytherapy in which the brachytherapy 
sources, such as seeds or ribbons are manually placed topically on or inserted either into the body cavities 
that are in close proximity to a treatment site or directly into the tissue volume. 

(J) (K) "Medical event" means an event that meets the criteria in paragraph (A) or (B) of rule 3701:1-58-101 of 
the Administrative Code. 

(K) (L) "Medium dose-rate remote afterloader," as used in this chapter, means a brachytherapy device that 
remotely delivers a dose rate of greater than two gray (two hundred rads) per hour, but less than or equal to 
twelve gray (one thousand two hundred rads) per hour at the point or surface where the dose is prescribed. 

(L) (M) "Mobile medical service" means the transportation of radioactive material to and its medical use at the 
client's address. 

(N) "Ophthalmic physicist" means an individual who: 

(1) Meets the requirements in paragraph (A)(2) of rule 3701:1-58-49 and in rule 3701:1-58-22 of the 
Administrative Code; and 

(2)  Is identified as an ophthalmic physicist on a: 

(a) Specific medical use license issued by the director, the United States nuclear regulatory commission, 
or an agreement state; 

(b) Permit issued by a United States nuclear regulatory commission or agreement state broad scope 
medical use licensee; 

(c) Medical use permit issued by a United States nuclear regulatory commission master material licensee; 
or 

(d) Permit issued by a United States nuclear regulatory commission master material licensee broad scope 
medical use permittee. 

(M) (O) "Output" means the exposure rate, dose rate, or a quantity related in a known manner to these rates from 
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a brachytherapy source or a teletherapy, remote afterloader, or gamma stereotactic radiosurgery unit for a 
specified set of exposure conditions. 

(N) (P) "Patient intervention" means actions by the patient or human research subject, whether intentional or 
unintentional, such as dislodging or removing treatment devices or prematurely terminating the 
administration. 

(O) (Q) "Personal Representative" means: 

(1) A person who has authority to act on behalf of an individual who is an adult or an emancipated minor in 
making decisions related to health care, or 

(2) A parent, guardian, or other person acting in loco parentis who has authority to act on behalf of an 
individual who is an unemancipated minor in making decisions related to health care. 

(P) (R) "Preceptor" means an individual who provides, directs, or verifies the training and experience required for 
an individual to become an authorized user, an authorized medical physicist, an authorized nuclear 
pharmacist, or a radiation safety officer, or an associate radiation safety officer. 

(Q) (S) "Prescribed dosage" means the specified activity or range of activity of unsealed radioactive material as 
documented: 

(1) In a written directive; or 

(2) In accordance with the directions of the authorized user for procedures performed pursuant to rules 
3701:1-58-32 and 3701:1-58-34 of the Administrative Code. 

(R) (T) "Prescribed dose" means: 

(1) For gamma stereotactic radiosurgery, the total dose as documented in the written directive; 

(2) For teletherapy, the total dose and dose per fraction as documented in the written directive; 

(3) For manual brachytherapy, either the total source strength and exposure time or the total dose, as 
documented in the written directive; or 

(4) For remote brachytherapy afterloaders, the total dose and dose per fraction as documented in the written 
directive. 

(S) (U) "Pulsed dose-rate remote afterloader," as used in this chapter, means a special type of remote afterloading 
brachytherapy device that uses a single source capable of delivering dose rates in the "high dose-rate'' range, 
but: 

(1) Is approximately one-tenth of the activity of typical high dose-rate remote afterloader sources; and  

(2) Is used to simulate the radiobiology of a low dose-rate treatment by inserting the source for a given 
fraction of each hour. 

(T) (V) "Radiation safety officer," as used in this chapter, means an individual who: 

(1)  Meets the requirements in paragraph (A) or (C)(1) of rule 3701:1-58-18 and in rule 3701:1-58-22 of the 
Administrative Code, or 
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(2)  Is identified as a radiation safety officer on: 

(a) A specific medical use license issued by the director, the United States nuclear regulatory 
commission, or an agreement state that authorizes the medical use of radioactive material; or 

(b) A medical use permit issued by a United States nuclear regulatory commission master material 
licensee. 

(U) (W) "Stereotactic radiosurgery" means the use of external radiation in conjunction with a stereotactic 
guidance device to very precisely deliver a therapeutic dose to a tissue volume. 

(V) (X) "Structured educational program" means an educational program designed to impart particular knowledge 
and practical education through interrelated studies and supervised training. 

(W) (Y) "Teletherapy," as used in this chapter, means a method of radiation therapy in which collimated gamma 
rays are delivered at a distance from the patient or human research subject. 

(X) (Z) "Teletherapy Physicist" means the individual identified as the teletherapy physicist on a radioactive 
material license issued by the state of Ohio. 

(Y) (AA) "Temporary job site," as used in this chapter, means a location where mobile medical services are 
conducted other than those location(s) of use authorized on the license. 

(Z) (BB) "Therapeutic dosage" means a dosage of unsealed radioactive material that is intended to deliver a 
radiation dose to a patient or human research subject for palliative or curative treatment. 

(AA) (CC) "Therapeutic dose" means a radiation dose delivered from a source containing radioactive material to 
a patient or human research subject for palliative or curative treatment. 

(BB) (DD) "Treatment site" means the anatomical description of the tissue intended to receive a radiation dose, as 
described in a written directive. 

(CC) (EE) "Type of use" means use of radioactive material under rule 3701:1-58-32, 3701:1-58-34, 
3701:1-58-37, 3701:1-58-43, 3701:1-58-53, 3701:1-58-55 or 3701:1-58-72 of the Administrative Code. 

(DD) (FF) "Unit dosage" means a dosage prepared for medical use for administration as a single dosage to a 
patient or human research subject without any further manipulation of the dosage after it is initially 
prepared. 

(EE) (GG) "Written directive," as specified in rule 3701:1-58-15 of the Administrative Code, means an authorized 
user's written order for the administration of radioactive material or radiation from radioactive material to a 
specific patient or human research subject. 
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3701:1-58-07     Application for license, amendment or renewal. 

(A) An application must be signed by the applicant's or licensee's "management", as defined in rule 3701:1-38-01 
of the Administrative Code. 

(B) An application for a license for medical use of radioactive material, as described in rules 3701:1-58-32, 
3701:1-58-34, 3701:1-58-37, 3701:1-58-43, 3701:1-58-53, 3701:1-58-55, and 3701:1-58-72 of the 
Administrative Code, must be made by: 

(1) Submitting documentation in accordance with rule 3701:1-40-14 of the Administrative Code, and 
including the facility diagram,; equipment,; and training and experience qualifications of the radiation 
safety officer, associate radiation safety officer(s), authorized user(s), authorized medical physicist(s), 
ophthalmic physicist(s), and authorized nuclear pharmacist(s); 

(2) Submitting the appropriate license fees listed in rule 3701:1-38-02 of the Administrative Code after 
receiving an invoice from the department; and 

(3) Submitting procedures required by rules 3701:1-58-58 and 3701:1-58-64 to 3701:1-58-66 of the 
Administrative Code, as applicable. 

(C)  A request for a license amendment or renewal must be made by: 

(1) Submitting documentation in accordance with rule 3701:1-40-14 of the Administrative Code; 

(2) Submitting the appropriate license or amendment fees listed in rule 3701:1-38-02 of the Administrative 
Code after receiving an invoice from the department; and 

(3) Submitting procedures required by rules 3701:1-58-58 and 3701:1-58-64 to 3701:1-58-66 of the 
Administrative Code, as applicable. 

(D) In addition to the requirements in paragraphs (B) and (C) of this rule, an application for a license or 
amendment for medical use of radioactive material as described in rule 3701:1-58-72 of the Administrative 
Code must also include: information regarding any radiation safety aspects of the medical use of the material 
that is not addressed in rules 3701:1-58-01 to 3701:1-58-31 of the Administrative Code. 

(1) The applicant shall also provide specific information on:Any additional aspects of the medical use of the 
material that are applicable to radiation safety that are not addressed in, or differ from, rules 
3701:1-58-01 to 3701:1-58-31, 3701:1-58-73 to 3701:1-58-103, and 3701:1-58-105 of the 
Administrative Code; 

(a) Radiation safety precautions and instructions; 

(b) Methodology for measurement of dosages or doses to be administered to patients or human research 
subjects; and 

(c) Calibration, maintenance, and repair of instruments and equipment necessary for radiation safety. 

(2) The applicant or licensee shall also provide any other information requested by the director in review of 
the application.Identification of and commitment to follow the applicable radiation safety program 
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requirements in rules 3701:1-58-32 to 3701:1-58-71, 3701:1-58-104 of the Administrative Code that are 
appropriate for the specific rule 3701:1-58-72 of the Administrative Code medical use; 

(3) Any additional specific information on: 

(a) Radiation safety precautions and instructions; 

(b) Methodology for measurement of dosages or doses to be administered to patients or human research 
subjects; and 

(c) Calibration, maintenance, and repair of instruments and equipment necessary for radiation safety; and 

(4) Any other information requested by the director in review of the application. 

(E) An applicant that satisfies the requirements specified in rule 3701:1-40-23 of the Administrative Code may 
apply for a type A specific license of broad scope. 
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3701:1-58-08     License amendments. 

A licensee shall apply for and must receive a license amendment and pay the invoiced amendment fee 
specified in rule 3701:1-38-02 of the Administrative Code: 

(A) Before it receives, prepares, or uses radioactive material for a type of use that is permitted under this chapter, 
but that is not authorized on the licensee's current license issued under this chapter, and Chapter 3701:1-40 
of the Administrative Code; 

(B) Before it permits anyone to work as an authorized user, authorized nuclear pharmacist, ophthalmic physicist, 
or authorized medical physicist under the license, except: 

(1) For an authorized user, an individual who meets the requirements in rule 3701:1-58-22, and paragraph (A) 
of rule 3701:1-58-33, paragraph (A) of rule 3701:1-58-36, paragraph (A) of rule 3701:1-58-40, 
paragraph (A) of rule 3701:1-58-41, paragraph (A) of rule 3701:1-58-42, paragraph (A) of rule 
3701:1-58-51, paragraph (A) of rule 3701:1-58-54, and paragraph (A) of rule 3701:1-58-71 of the 
Administrative Code. 

(2) For an authorized nuclear pharmacist, an individual who meets the requirements in paragraph (A) of rule 
3701:1-58-20 and rule 3701:1-58-22 of the Administrative Code. 

(3) For an authorized medical physicist, an individual who meets the requirements in paragraph (A) of rule 
3701:1-58-19 and rule 3701:1-58-22 of the Administrative Code. 

(4) An individual who is identified as an authorized user, an authorized nuclear pharmacist, ophthalmic 
physicist, or authorized medical physicist: 

(a) On a United States nuclear regulatory commission or agreement state license or other equivalent 
permit or license recognized by the director that authorizes the use of radioactive material in 
medical use or in the practice of nuclear pharmacy; 

(b) On a permit issued by a United States nuclear regulatory commission or agreement state specific 
license of broad scope that is authorized to permit the use of radioactive material in medical use or 
in the practice of nuclear pharmacy; 

(c) On a permit issued by a United States nuclear regulatory commission master material licensee that is 
authorized to permit the use of radioactive material in medical use or in the practice of nuclear 
pharmacy; or 

(d) By a commercial nuclear pharmacy that has been authorized to identify authorized nuclear 
pharmacists; 

(C) Before a radiation safety officer is changed, except as provided in rule 3701:1-58-12 of the Administrative 
Code; 

(D) Before it permits anyone to work as an associate radiation safety officer, or before the radiation safety officer 
assigns duties and tasks to an associate radiation safety officer that differ from those for which this 
individual is authorized on the license; 

(D) (E) Before it receives radioactive material in excess of the amount or in a different form, or receives a 
different radionuclide than is authorized on the license; 
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(E) (F) Before it adds to or changes the areas of use identified in the application or on the license, except for areas 
of use where radioactive material is used only in accordance with either rule 3701:1-58-32 or 3701:1-58-34 
of the Administrative Code; 

(F) (G) Before it changes the address(es) of use identified in the application or on the license; and 

(G) (H) Before it revises procedures required by rules 3701:1-58-58 and 3701:1-58-64 to 3701:1-58-66 of the 
Administrative Code, as applicable, where such revision reduces radiation safety.; and 

(I) Before it receives a sealed source from a different manufacturer or of a different model number than 
authorized by its license unless the sealed source is used for manual brachytherapy, is listed in the sealed 
source and device registry, and is in a quantity and for an isotope authorized by the license. 
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3701:1-58-09     Notifications. 

(A) A licensee shall provide the director a copy of the board certification and the written attestation(s), signed by 
a preceptor, the United States nuclear regulatory commission or agreement state license, the permit issued by 
a United States nuclear regulatory commission master material licensee, the permit issued by a United States 
nuclear regulatory commission or agreement state licensee of broad scope, or the permit issued by a United 
States nuclear regulatory commission master material license broad scope permittee for each individual no 
later than thirty days after the date that the licensee permits the individual to work as an authorized user, an 
authorized nuclear pharmacist, ophthalmic physicist, or an authorized medical physicist, under paragraph 
(B) of rule 3701:1-58-08 of the Administrative Code. For individuals permitted to work under paragraph 
(B)(4) of rule 3701:1-58-08 of the Administrative Code, within the same thirty day time frame, the licensee 
shall also provide, as appropriate, verification of completion of; 

(1) Any additional case experience required in paragraph (B)(1)(b)(vi) of rule 3701:1-58-40 of the 
Administrative Code for an authorized user under rule 3701:1-58-37 of the Administrative Code; 

(2) Any additional training required in paragraph (C) of rule 3701:1-58-71 of the Administrative Code for an 
authorized user under rule 3701:1-58-55 of the Administrative Code; and 

(3) Any additional training required in paragraph (C) of rule 3701:1-58-19 of the Administrative Code for an 
authorized medical physicist. 

(B) A licensee shall notify the director by letter no later than thirty days after: 

(1) An authorized user, an authorized nuclear pharmacist, a radiation safety officer, an associate radiation 
safety officer, ophthalmic physicist, or an authorized medical physicist permanently discontinues 
performance of duties under the license or has a name change; 

(2) The licensee permits an authorized user or an individual qualified to be a radiation safety officer under 
rules 3701:1-58-18 and 3701:1-58-22 of the Administrative Code, to function as a temporary radiation 
safety officer and to perform the functions of a radiation safety officer in accordance with paragraph (C) 
of rule 3701:1-58-12 of the Administrative Code. 

(3) The licensee's mailing address changes; 

(4) The licensee's name changes, but the name change does not constitute a transfer of control of the license 
as described in paragraph (A) of rule 3701:1-40-16 of the Administrative Code; or 

(5) The licensee has added to or changed the areas of use identified in the application or on the license where 
radioactive material is used in accordance with either rule 3701:1-58-32 or 3701:1-58-34 of the 
Administrative Code.; or 

(6) The licensee obtains a sealed source for use in manual brachytherapy from a different manufacturer or 
with a different model number than authorized by its license for which it did not require a license 
amendment as provided in paragraph (I) of  rule 3701:1-58-08 of the Administrative Code. The 
notification must include the manufacturer and model number of the sealed source, the isotope, and the 
quantity per sealed source. 
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(C) The licensee shall provide the documents required in this rule to the director either electronically or at the 
appropriate address identified in rule 3701:1-40-04 of the Administrative Code. 
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3701:1-58-10     Exemptions regarding type A specific licenses of broad scope. 

A licensee possessing a type A specific license of broad scope for medical use, issued under rules 
3701:1-40-22 and 3701:1-40-23 of the Administrative Code, is exempt from: 

(A) The provisions of paragraph (D) of rule 3701:1-58-07 of the Administrative Code regarding the need to file 
an amendment to the license for medical use of radioactive material, as described in rule 3701:1-58-72 of the 
Administrative Code; 

(B) The provisions of paragraph (B) of rule 3701:1-58-08 of the Administrative Code; 

(C) The provisions of paragraph (E)(F) of rule 3701:1-58-08 of the Administrative Code regarding additions to or 
changes in the areas of use at the addresses identified in the application or on the license; 

(D) The provisions of paragraph (A) of rule 3701:1-58-09 of the Administrative Code; 

(E) The provisions of paragraph (B)(1) of rule 3701:1-58-09 of the Administrative Code for an authorized user, 
an authorized nuclear pharmacist, ophthalmic physicist, or an authorized medical physicist; 

(F) The provisions of paragraph (B)(5) of rule 3701:1-58-09 of the Administrative Code regarding additions to or 
changes in the areas of use identified in the application or on the license where radioactive material is used 
in accordance with either rule 3701:1-58-32 or 3701:1-58-34 of the Administrative Code; and 

(G) The provisions of paragraph (A) of rule 3701:1-58-17 of the Administrative Code. 
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3701:1-58-12     Authority and responsibilities for the radiation protection program. 

(A) In addition to the radiation protection program requirements of rule 3701:1-38-11 of the Administrative Code, 
a licensee's management shall approve in writing: 

(1) Requests for a license application, renewal, or amendment before submittal to the director; 

(2) Any individual before allowing that individual to work as an authorized user, authorized nuclear 
pharmacist, or authorized medical physicist; and 

(3) Radiation protection program changes that do not require a license amendment and are permitted under 
rule 3701:1-58-13 of the Administrative Code. 

(B) A licensee's management shall appoint a radiation safety officer, who agrees, in writing, to be responsible for 
implementing the radiation protection program. The licensee, through the radiation safety officer, shall 
ensure that radiation safety activities are being performed in accordance with licensee-approved procedures 
and regulatory requirements. A licensee's management may appoint, in writing, one or more associate 
radiation safety officers to support the radiation safety officer. The radiation safety officer, with written 
agreement of the licensee's management, must assign the specific duties and tasks to each associate radiation 
safety officer. These duties and tasks are restricted to the types of use for which the associate radiation safety 
officer is listed on a license. The radiation safety officer may delegate duties and tasks to the associate 
radiation safety officer but shall not delegate the authority or responsibilities for implementing the radiation 
protection program. 

(C) For up to sixty days each year, a licensee may permit an authorized user or an individual qualified to be a 
radiation safety officer, under rules 3701:1-58-18 and 3701:1-58-22 of the Administrative Code, to function 
as a temporary radiation safety officer and to perform the functions of a radiation safety officer, as provided 
in paragraph (G) of this rule, if the licensee takes the actions required in paragraphs (B), (E), (G), and (H) of 
this rule and notifies the director in accordance with paragraph (B) of rule 3701:1-58-09 of the 
Administrative Code. 

(D) A licensee may simultaneously appoint more than one temporary radiation safety officer in accordance with 
paragraph (C) of this rule, if needed to ensure that the licensee has a temporary radiation safety officer that 
satisfies the requirements to be a radiation safety officer for each of the different types of uses of radioactive 
material permitted by the license. 

(E) A licensee shall establish the authority, duties, and responsibilities of the radiation safety officer in writing. 

(F) Licensees that are authorized for two or more different types of uses of radioactive material under rules 
3701:1-58-37 to 3701:1-58-52 of the Administrative Code and rules 3701:1-58-55 to 3701:1-58-71 of the 
Administrative Code, or two or more types of units under rules 3701:1-58-55 to 3701:1-58-71 of the 
Administrative Code, shall establish a radiation safety committee to oversee all uses of radioactive material 
permitted by the license. The committee must include an authorized user of each type of use permitted by 
the license, the radiation safety officer, a representative of the nursing service, and a representative of 
management who is neither an authorized user nor a radiation safety officer. The committee may include 
other members the licensee considers appropriate. 

(G) A licensee shall provide the radiation safety officer sufficient authority, organizational freedom, time, 
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resources, and management prerogative, to: 

(1) Identify radiation safety problems; 

(2) Initiate, recommend, or provide corrective actions; 

(3) Stop unsafe operations; and, 

(4) Verify implementation of corrective actions. 

(H) A licensee shall retain a record of actions taken under paragraphs (A), (B), and (E) of this rule in accordance 
with rule 3701:1-58-73 of the Administrative Code. 
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3701:1-58-15     Written directives. 

(A) A written directive must be dated and signed by an authorized user before the administration of iodine-131 
sodium iodide greater than 1.11 megabecquerels (thirty microcuries), any therapeutic dosage of unsealed 
radioactive material or any therapeutic dose of radiation from radioactive material. If, because of the 
emergent nature of the patient's condition, a delay in order to provide a written directive would jeopardize 
the patient's health, an oral directive is acceptable. The information contained in the oral directive must be 
documented as soon as possible in writing in the patient's record. A written directive must be prepared 
within forty-eight hours of the oral directive. 

(B) The written directive must contain the patient or human research subject's name and the following 
information: 

(1) For any administration of quantities greater than 1.11 megabecquerels (thirty microcuries) of sodium 
iodide iodine-131: the dosage; 

(2) For an administration of a therapeutic dosage of unsealed radioactive material other than sodium iodide 
iodine-131: the radioactive drug, dosage, and route of administration; 

(3) For gamma stereotactic radiosurgery: the total dose, treatment site, and values for the target coordinate 
settings per treatment for each anatomically distinct treatment site; 

(4) For teletherapy: the total dose, dose per fraction, number of fractions, and treatment site; 

(5) For high dose-rate remote afterloading brachytherapy: the radionuclide, treatment site, dose per fraction, 
number of fractions, and total dose; or 

(6) For all other brachytherapy, including low, medium, and pulsed dose rate remote afterloaderspermanent 
implant brachytherapy: 

(a) Before implantation: treatment site, the radionuclide, and dosethe total source strength; and 

(b) After implantation but before completion of the procedurethe patient leaves the post-treatment 
recovery area: the radionuclide, the treatment site, the number of sources implanted, and the total 
source strength implanted, and exposure time (or the total dose)the date when the licensee assessed 
the patient's implantation; or. 

(7) For all other brachytherapy, including low, medium, and pulsed dose rate remote afterloaders: 

(a) Before implantation: The treatment site, radionuclide, and dose; and 

(b) After implantation but before completion of the procedure: The radionuclide; treatment site; number 
of sources; total source strength and exposure time (or the total dose); and the date when the 
licensee assessed the patient's implantation. 

(C) A written revision to an existing written directive may be made if the revision is dated and signed by an 
authorized user before the administration of the dosage of unsealed radioactive material, the brachytherapy 
dose, the gamma stereotactic radiosurgery dose, the teletherapy dose, or the next fractional dose. If, because 
of the patient's condition, a delay in order to provide a written revision to an existing written directive would 
jeopardize the patient's health, an oral revision to an existing written directive is acceptable. The oral 
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revision must be documented as soon as possible in the patient's record. A revised written directive must be 
signed by the authorized user within forty-eight hours of the oral revision. 

(D) The licensee shall retain a copy of the written directive in accordance with rule 3701:1-58-75 of the 
Administrative Code. 
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3701:1-58-16     Procedures for administrations requiring a written directive. 

(A) For any administration requiring a written directive, the licensee shall develop, implement, and maintain 
written procedures to provide high confidence that: 

(1) The patient's or human research subject's identity is verified before each administration; and 

(2) Each administration is in accordance with the written directive. 

(B) At a minimum, the procedures required by paragraph (A) of this rule must address the following items that 
are applicable to the licensee's use of radioactive material: 

(1) Verifying the identity of the patient or human research subject; 

(2) Verifying that the administration is in accordance with the treatment plan, if applicable, and the written 
directive; 

(3) Checking both manual and computer-generated dose calculations; and 

(4) Verifying that any computer-generated dose calculations are correctly transferred into the consoles of 
therapeutic medical units authorized by rule 3701:1-58-55 or 3701:1-58-72 of the Administrative Code.; 

(5) Determining if a medical event, as defined in rule 3701:1-58-101 of the Administrative Code, has 
occurred; and 

(6) Determining, for permanent implant brachytherapy, within sixty calendar days from the date the implant 
was performed, the total source strength administered outside of the treatment site compared to the total 
source strength documented in the post-implantation portion of the written directive, unless a written 
justification of patient unavailability is documented. 

(C) A licensee shall retain a copy of the procedures required under paragraph (A) of this rule in accordance with 
rule 3701:1-58-76 of the Administrative Code. 
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3701:1-58-18     Training for radiation safety officer and associate radiation safety officer. 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require an individual 
fulfilling the responsibilities of the radiation safety officer or an individual assigned duties and tasks as 
anassociate radiation safety officer as provided in rule 3701:1-58-12 of the Administrative Code to be an 
individual who: 

(A) Is certified by a specialty board whose certification process has been recognized by the director, the United 
States nuclear regulatory commission, or an agreement state and who meets the requirements in 
paragraphsparagraph (D) and (E) of this rule. The names of board certifications which have been recognized 
by the director, the United States nuclear regulatory commission, or an agreement state will be posted on the 
United States nuclear regulatory commission's web page at www.nrc.gov. To have its certification process 
recognized, a specialty board shall require all candidates for certification to: 

(1)   

(a) Hold a bachelor's or graduate degree from an accredited college or university in physical science or 
engineering or biological science with a minimum of twenty college credits in physical science; 

(b) Have five or more years of professional experience in health physics, for which graduate training may 
be substituted for no more than two years of the required experience, with at least three years in 
applied health physics; and 

(c) Pass an examination administered by diplomates of the specialty board, which evaluates knowledge 
and competence in radiation physics and instrumentation, radiation protection, mathematics 
pertaining to the use and measurement of radioactivity, radiation biology, and radiation dosimetry; 
or 

(2)   

(a) Hold a master's or doctor's degree in physics, medical physics, other physical science, engineering, or 
applied mathematics from an accredited college or university; 

(b) Have two years of full-time practical training and/or supervised experience in medical physics: 

(i) Under the supervision of a medical physicist who is certified in medical physics by a specialty 
board recognized by the director, United States nuclear regulatory commission, or an agreement 
state; or 

(ii) In clinical nuclear medicine facilities providing diagnostic and/or therapeutic services under the 
direction of physicians who meet the requirements for authorized users in rule 3701:1-58-21, 
3701:1-58-36 or rule 3701:1-58-40 of the Administrative Code; and 

(c) Pass an examination, administered by diplomates of the specialty board, that assesses knowledge and 
competence in clinical diagnostic radiological or nuclear medicine physics and in radiation safety; 
or 

(B) Has achieved the following requirements: 

(1) Has completed a structured educational program consisting of both: 
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(a) Two hundred hours of classroom and laboratory training in the following areas: 

(i) Radiation physics and instrumentation; 

(ii) Radiation protection; 

(iii) Mathematics pertaining to the use and measurement of radioactivity; 

(iv) Radiation biology; and 

(v) Radiation dosimetry; and 

(b) One year of full-time radiation safety experience under the supervision of the individual identified as 
the radiation safety officer on a United States nuclear regulatory commission or agreement state 
license, or permit issued by a United States nuclear regulatory commission master material licensee, 
that authorizes similar type(s) of use(s) of radioactive material involving the following:. An 
associate radiation safety officer may provide supervision for those areas for which the associate 
radiation safety officer is authorized on a United States nuclear regulatory commission or agreement 
state license, or permit issued by a United States nuclear regulatory commission master material 
licensee. The full-time radiation safety experience must involve the following: 

(i) Shipping, receiving, and performing related radiation surveys; 

(ii) Using and performing checks for proper operation of instruments used to determine the activity of 
dosages, survey meters, and instruments used to measure radionuclides; 

(iii) Securing and controlling radioactive material; 

(iv) Using administrative controls to avoid mistakes in the administration of radioactive material; 

(v) Using procedures to prevent or minimize radioactive contamination and using proper 
decontamination procedures; 

(vi) Using emergency procedures to control radioactive material; and 

(vii) Disposing of radioactive material; orand 

(2) This individual must obtain a written attestation, signed by a preceptor radiation safety officer or associate 
radiation safety officer who has experience with the radiation safety aspects of similar types of use of 
radioactive material for which the individual is seeking approval as a radiation safety officer or an 
associate radiation safety officer. The written attestation must state that the individual has satisfactorily 
completed the requirements in paragraphs (B)(1) and (D) of this rule, and is able to independently fulfill 
the radiation safety-related duties as a radiation safety officer or as an associate radiation safety officer 
for a medical use license; or 

(C)   

(1) Is a medical physicist who has been certified by a specialty board whose certification process has been 
recognized by the director, United States nuclear regulatory commission, or an agreement state under 
paragraph (A) of rule 3701:1-58-19 of the Administrative Code and has experience in radiation safety 
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for similar types of use of radioactive material for which the licensee is seeking the approval of the 
individual as radiation safety officer or an associate radiation safety officer and who meets the 
requirements in paragraphsparagraph (D) and (E) of this rule; or 

(2) Is an authorized user, authorized medical physicist, or authorized nuclear pharmacist identified on a 
United States nuclear regulatory commission or an agreement state license, a permit issued by a United 
States nuclear regulatory commission master material licensee, a permit issued by a United States 
nuclear regulatory commission or an agreement state licensee of broad scope, or a permit issued by a 
United States nuclear regulatory commission master material license broad scope permittee, the 
licensee's license and has experience with the radiation safety aspects of similar types of use of 
radioactive material for which the individual has radiation safety officer responsibilities; and,licensee 
seeks the approval of the individual as the radiation safety officer or associate radiation safety officer, 
and meets the requirements in paragraph (D) of this rule; or 

(3) Has experience with the radiation safety aspects of the types of use of radioactive material for which the 
individual is seeking simultaneous approval both as the radiation safety officer and the authorized user 
on the same new medical use license or new medical use permit issued by a United States nuclear 
regulatory commission master material license. The individual must also meet the requirements in 
paragraph (D) of this rule. 

(D) Has obtained written attestation, signed by a preceptor radiation safety officer, that the individual has 
satisfactorily completed the requirements in paragraph (E) and in paragraphs (A)(1)(a) and (A)(1)(b) or 
(A)(2)(a) and (A)(2)(b) or (B)(1) or (C)(1) or (C)(2) of this rule, and has achieved a level of radiation safety 
knowledge sufficient to function independently as a radiation safety officer for a medical use licensee; and 

(E) (D) Has training in the radiation safety, regulatory issues, and emergency procedures for the types of use for 
which a licensee seeks approval. This training requirement may be satisfied by completing training that is 
supervised by a radiation safety officer, an associate radiation safety officer, authorized medical physicist, 
authorized nuclear pharmacist, or authorized user, as appropriate, who is authorized for the type(s) of use for 
which the licensee is seeking approval. 
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3701:1-58-19     Training for an authorized medical physicist. 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require the 
authorized medical physicist to be an individual who: 

(A) Is certified by a specialty board whose certification process has been recognized by the director, the United 
States nuclear regulatory commission, or an agreement state and who meets the requirements in paragraphs 
(B)(2) and paragraph (C) of this rule. The names of board certifications which have been recognized by the 
director, the United States nuclear regulatory commission, or an agreement state will be posted on the United 
States nuclear regulatory commission's web page at www.nrc.gov. To have its certification process 
recognized, a specialty board shall require all candidates for certification to: 

(1) Hold a master's or doctor's degree in physics, medical physics, other physical science, engineering, or 
applied mathematics from an accredited college or university; 

(2) Have two years of full-time practical training and/or supervised experience in medical physics: 

(a) Under the supervision of a medical physicist who is certified in medical physics by a specialty board 
whose certification process has been recognized under this rule by the director, the United States 
nuclear regulatory commission, or an agreement state; or 

(b) In clinical radiation facilities providing high-energy, external beam therapy with photons and 
electrons with energies greater than or equal to one million electron volts and brachytherapy 
services under the direction of physicians who meet the requirements for authorized users in rule 
3701:1-58-21, 3701:1-58-51, or 3701:1-58-71 of the Administrative Code; and 

(3) Pass an examination, administered by diplomates of the specialty board, that assesses knowledge and 
competence in clinical radiation therapy, radiation safety, calibration, quality assurance, and treatment 
planning for external beam therapy, brachytherapy, and stereotactic radiosurgery; or 

(B)   

(1) Holds a master's or doctor's degree in physics, medical physics, other physical science, engineering, or 
applied mathematics from an accredited college or university; and has completed one year of full-time 
training in medical physics and an additional year of full-time work experience under the supervision of 
an individual who meets the requirements for an authorized medical physicist for the type(s) of use for 
which the individual is seeking authorization. This training and work experience must be conducted in 
clinical radiation facilities that provide high-energy, external beam therapy with photons and electrons 
with energies greater than or equal to one million electron volts and brachytherapy services and must 
include: 

(a) Performing sealed source leak tests and inventories; 

(b) Performing decay corrections; 

(c) Performing full calibration and periodic spot checks of external beam treatment units, stereotactic 
radiosurgery units, and remote afterloading units as applicable; and 

(d) Conducting radiation surveys around external beam treatment units, stereotactic radiosurgery units, 
and remote afterloading units as applicable; and 
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(2) Has obtained written attestation that the individual has satisfactorily completed the requirements in 
paragraph (C) and paragraphs (A)(B)(1) and (A)(2), or (B)(1) and (C) of this rule, and has achieved a 
level of competency sufficient to function  is able to independently fulfill the radiation safety-related 
duties as an authorized medical physicist for each type of therapeutic medical unit for which the 
individual is requesting authorized medical physicist status. The written attestation must be signed by a 
preceptor authorized medical physicist who meets the requirements in rule 3701:1-58-19 or 
3701:1-58-21 of the Administrative Code or equivalent United States nuclear regulatory commission or 
agreement state requirements for an authorized medical physicist for each type of therapeutic medical 
unit for which the individual is requesting authorized medical physicist status; and. 

(C) Has training for the type(s) of use for which authorization is sought that includes hands-on device operation, 
safety procedures, clinical use, and the operation of a treatment planning system. This training requirement 
may be satisfied by satisfactorily completing either a training program provided by the vendor or by training 
supervised by an authorized medical physicist authorized for the type(s) of use for which the individual is 
seeking authorization. 
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3701:1-58-20     Training for an authorized nuclear pharmacist. 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require the 
authorized nuclear pharmacist to be a pharmacist who: 

(A) Is certified by a specialty board whose certification process has been recognized by the director, United States 
nuclear regulatory commission, or an agreement state and who meets the requirements in paragraph (B)(2) 
of this rule. The names of board certifications which have been recognized by the director, United States 
nuclear regulatory commission, or an agreement state will be posted on the United States nuclear regulatory 
commission's web page at www.nrc.gov. To have its certification process recognized, a specialty board shall 
require all candidates for certification to: 

(1) Have graduated from a pharmacy program accredited by the "American Council on Pharmaceutical 
Education" (ACPE) or have passed the "Foreign Pharmacy Graduate Examination Committee" (FPGEC) 
examination; 

(2) Hold a current, active license to practice pharmacy; 

(3) Provide evidence of having acquired at least four thousand hours of training/experience in nuclear 
pharmacy practice. Academic training may be substituted for no more than two thousand hours of the 
required training and experience; and 

(4) Pass an examination in nuclear pharmacy administered by diplomates of the specialty board, that assesses 
knowledge and competency in procurement, compounding, quality assurance, dispensing, distribution, 
health and safety, radiation safety, provision of information and consultation, monitoring patient 
outcomes, research and development; or 

(B) Has achieved the following requirements: 

(1) Has completed seven hundred hours in a structured educational program consisting of both: 

(a) Two hundred hours of classroom and laboratory training in the following areas: 

(i) Radiation physics and instrumentation; 

(ii) Radiation protection; 

(iii) Mathematics pertaining to the use and measurement of radioactivity; 

(iv) Chemistry of radioactive material for medical use; and 

(v) Radiation biology; and 

(b) Supervised practical experience in a nuclear pharmacy involving: 

(i) Shipping, receiving, and performing related radiation surveys; 

(ii) Using and performing checks for proper operation of instruments used to determine the activity of 
dosages, survey meters, and, if appropriate, instruments used to measure alpha- or beta-emitting 
radionuclides; 
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(iii) Calculating, assaying, and safely preparing dosages for patients or human research subjects; 

(iv) Using administrative controls to avoid medical events in the administration of radioactive 
material; and 

(v) Using procedures to prevent or minimize radioactive contamination and using proper 
decontamination procedures; and 

(2) Has obtained written attestation, signed by a preceptor authorized nuclear pharmacist, that the individual 
has satisfactorily completed the requirements in paragraphs (A)(1), (A)(2), and (A)(3) or paragraph 
(B)(1) of this rule and has achieved a level of competency sufficient to functionis able to independently 
fulfill the radiation safety-related duties as an authorized nuclear pharmacist. 
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3701:1-58-21     Training for experienced radiation safety officer, teletherapy or medical physicist, 
authorized medical physicist, authorized user, nuclear pharmacist, and authorized nuclear 
pharmacist. 

(A)   

(1) An individual identified as a radiation safety officer, a teletherapy or medical physicist, an authorized 
medical physicist, or a nuclear pharmacist or an authorized nuclear pharmacist on a United States 
nuclear regulatory commission or agreement state license or a permit issued by a United States nuclear 
regulatory commission or agreement state broad scope licensee or master material license permit or by a 
master material license permittee of broad scope on or before October 24, 2002January 14, 2019, need 
not comply with the training requirements of rule 3701:1-58-18, 3701:1-58-19, or 3701:1-58-20 of the 
Administrative Code, respectively, except the radiation safety officers and authorized medical physicists 
identified in this paragraph must meet the training requirements in paragraph (D) of rule 3701:1-58-18 
of the Administrative Code or paragraph (C) of rule 3701:1-58-19 of the Administrative Code, as 
appropriate, for any material or uses for which they were not authorized prior to this date. 

(2) An individual identified as a radiation safety officer, an authorized medical physicist, or an authorized 
nuclear pharmacist on a United Stated nuclear regulatory commission or agreement state license or a 
permit issued by a United States nuclear regulatory commission or agreement state broad scope licensee 
or master material license permit or by a master material license permittee of broad scope between 
October 24, 2002, and April 29, 2005, need not comply with the training requirements of rule 
3701:1-58-18, 3701:1-58-19, or 3701:1-58-20 of the Administrative Code, respectively.Any individual 
certified by the "American Board of Health Physics" in comprehensive health physics; "American Board 
of Radiology"; "American Board of Nuclear Medicine"; "American Board of Science" in nuclear 
medicine; "Board of Pharmaceutical Specialties" in nuclear pharmacy; "American Board of Medical 
Physics" in radiation oncology physics; "Royal College of Physicians and Surgeons of Canada" in 
nuclear medicine; "American Osteopathic Board of Radiology"; or "American Osteopathic Board of 
Nuclear Medicine" on or before October 24, 2005, need not comply with the training requirements of 
rule 3701:1-58-18 of the Administrative Code to be identified as a radiation safety officer or as an 
associate radiation safety officer on a United States nuclear regulatory commission or an agreement state 
license or United States nuclear regulatory commission master material license permit for those 
materials and uses that these individuals performed on or before October 24, 2005. 

(3) Any individual certified by the "American Board of Radiology" in therapeutic radiological physics, 
Roentgen ray and gamma ray physics, xray and radium physics, or radiological physics, or certified by 
the "American Board of Medical Physics" in radiation oncology physics, on or before October 24, 2005, 
need not comply with the training requirements for an authorized medical physicist described in rule 
3701:1-58-19 of the Administrative Code, for those materials and uses that these individuals performed 
on or before October 24, 2005. 

(3) (4) A radiation safety officer, a medical physicist, or a nuclear pharmacist, who used only 
accelerator-produced radioactive materials, discrete sources of radium-226, or both, for medical uses or 
in the practice of nuclear pharmacy at a government agency or federally recognized indian tribe before 
November 30, 2007, or at all other locations of use before August 8, 2009, or an earlier date as noticed 
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by the United States nuclear regulatory commission, need not comply with the training requirements of 
rule 3701:1-58-18, 3701:1-58-19, or 3701:1-58-20 of the Administrative Code, respectively, when 
performing the same uses. A nuclear pharmacist, who prepared only radioactive drugs containing 
accelerator-produced radioactive materials, or a medical physicist, who used only accelerator-produced 
radioactive materials, at the locations and time period identified in this paragraph, qualifies as an 
authorized nuclear pharmacist or an authorized medical physicist, respectively, for those materials and 
uses performed before these dates, for purposes of this chapter. 

(B)   

(1) Physicians, dentists, or podiatrists identified as authorized users for the medical use of byproduct material 
on a license issued by the United States nuclear regulatory commission or agreement state, a permit 
issued by a United States nuclear regulatory commission master material licensee, a permit issued by a 
United States nuclear regulatory commission or agreement state broad scope licensee, or a permit issued 
by a United States nuclear regulatory commission master material license broad scope permittee on or 
before October 24, 2002January 14, 2019, who perform only those medical uses for which they were 
authorized on or before that date need not comply with the training requirements of rules 3701:1-58-32 
to 3701:1-58-71 of the Administrative Code. 

(2) Physicians, dentists, or podiatrists not identified as authorized users for the medical use of byproduct 
material on a license issued by the United States nuclear regulatory commission or agreement state, a 
permit issued by a United States nuclear regulatory commission master material licensee, a permit 
issued by a United States nuclear regulatory commission or agreement state broad scope licensee, or a 
permit issued by a United States nuclear regulatory commission master material license broad scope 
permittee on or before October 24, 2005who perform only those medical uses for which they were 
authorized between October 24, 2002, and April 29, 2005, need not comply with the training 
requirements of rules 3701:1-58-32 to 3701:1-58-71 of the Administrative Code for those materials and 
uses that these individuals performed on or before October 24, 2005, as follows:. 

(a) For uses authorized under rule 3701:1-58-32 of the Administrative Code or rule 3701:1-58-34 of the 
Administrative Code, or oral administration of sodium iodide I–131 requiring a written directive for 
imaging and localization purposes, a physician who was certified on or before October 24, 2005, in 
nuclear medicine by the "American Board of Nuclear Medicine"; diagnostic radiology by the 
"American Board of Radiology"; diagnostic radiology or radiology by the "American Osteopathic 
Board of Radiology"; nuclear medicine by the "Royal College of Physicians and Surgeons of 
Canada"; or "American Osteopathic Board of Nuclear Medicine" in nuclear medicine; 

(b) For uses authorized under rule 3701:1-58-37 of the Administrative Code, a physician who was 
certified on or before October 24, 2005, by the "American Board of Nuclear Medicine"; the 
"American Board of Radiology" in radiology, therapeutic radiology, or radiation oncology; nuclear 
medicine by the "Royal College of Physicians and Surgeons of Canada"; or the "American 
Osteopathic Board of Radiology" after 1984; 

(c) For uses authorized under rule 3701:1-58-43 of the Administrative Code or rule 3701:1-58-55 of the 
Administrative Code, a physician who was certified on or before October 24, 2005, in radiology, 
therapeutic radiology or radiation oncology by the "American Board of Radiology"; radiation 
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oncology by the "American Osteopathic Board of Radiology"; radiology, with specialization in 
radiotherapy, as a British "Fellow of the Faculty of Radiology" or "Fellow of the Royal College of 
Radiology"; or therapeutic radiology by the "Canadian Royal College of Physicians and Surgeons"; 
and 

(d) For uses authorized under rule 3701:1-58-53 of the Administrative Code, a physician who was 
certified on or before October 24, 2005, in radiology, diagnostic radiology, therapeutic radiology, or 
radiation oncology by the "American Board of Radiology"; nuclear medicine by the "American 
Board of Nuclear Medicine"; diagnostic radiology or radiology by the "American Osteopathic Board 
of Radiology"; or nuclear medicine by the "Royal College of Physicians and Surgeons of Canada". 

(3) Physicians, dentists, or podiatrists who used only accelerator-produced radioactive materials, discrete 
sources of radium-226, or both, for medical uses performed at a government agency or federally 
recognized indian tribe before November 30, 2007, or at all other locations of use before August 8, 
2009, or an earlier date as noticed by the United States nuclear regulatory commission, need not comply 
with the training requirements of rules 3701:1-58-32 to 3701:1-58-71 of the Administrative Code, when 
performing the same medical uses. A physician, dentist, or podiatrist, who used only 
accelerator-produced radioactive materials, discrete sources of radium-226, or both, for medical uses at 
the locations and time period identified in this paragraph, qualifies as an authorized user for those 
materials and uses performed before these dates, for purposes of this chapter. 

(C) Individuals who need not comply with training requirements as described in this rule may serve as preceptors 
for, and supervisors of, applicants seeking authorization on Ohio radioactive material licenses for the same 
uses for which these individuals are authorized. 
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3701:1-58-26     Authorization for calibration, transmission, and reference sources. 

Any person authorized by rule 3701:1-58-06 of the Administrative Code for medical use of radioactive 
material may receive, possess, and use any of the following radioactive material for check, calibration, 
transmission, and reference use: 

(A) Sealed sources, not exceeding 1.11 gigabecquerels (thirty millicuries) each, manufactured and distributed by a 
person licensed under rule 3701:1-46-44 of the Administrative Code or equivalent United States nuclear 
regulatory commission, or agreement state regulations. 

(B) Sealed sources, not exceeding 1.11 gigabecquerels (thirty millicuries) each, redistributed by a licensee 
authorized to redistribute the sealed sources manufactured and distributed by a person licensed under rule 
3701:1-46-44 of the Administrative Code or equivalent United States nuclear regulatory commission or 
agreement state regulations, providing the redistributed sealed sources are in the original packaging and 
shielding and are accompanied by the manufacturer's approved instructions. 

(C) Any radioactive material with a half-life not longer than one hundred twenty days in individual amounts not 
to exceed 0.56 gigabecquerels (fifteen millicuries). 

(D) Any radioactive material with a half-life longer than one hundred twenty days in individual amounts not to 
exceed the smaller of 7.4 megabecquerels (two hundred microcuries) or one thousand times the quantities in 
appendix A to rule 3701:1-40-17 of the Administrative Code. 

(E) Technetium-99m in amounts as needed. 

(F) Radioactive material in sealed sources authorized by this provision shall not be: 

(1) Used for medical use as defined in rule 3701:1-38-01 of the Adminstrative Code except in accordance 
with the requirements in rule 3701:1-58-53 of the Adminstrative Code; or 

(2) Combined (i.e., bundled or aggregated) to create an activity greater than the maximum activity of any 
single sealed source authorized under this section. 

(G) A licensee using calibration, transmission, and reference sources in accordance with the requirements in 
paragraphs (A) through (F) of this rule need not list these sources on a specific medical use license. 
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3701:1-58-33     Training for uptake, dilution, and excretion studies. 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require an authorized 
user of unsealed radioactive material for the uses authorized under rule 3701:1-58-32 of the Administrative 
Code to be a physician who: 

(A) Is certified by a medical specialty board whose certification process has been recognized by the director, 
United States nuclear regulatory commission, or an agreement state and who meets the requirements in 
paragraph (C)(2) of this rule. The names of board certifications which have been recognized by the director, 
United States nuclear regulatory commission, or an agreement state will be posted on the United States 
nuclear regulatory commission's web page at www.nrc.gov. To have its certification process recognized, a 
specialty board shall require all candidates for certification to: 

(1) Complete sixty hours of training and experience in basic radionuclide handling techniques and radiation 
safety applicable to the medical use of unsealed radioactive material for uptake, dilution, and excretion 
studies that includes the topics listed in paragraphs (C)(1)(a) and (C)(1)(b) of this rule; and 

(2) Pass an examination, administered by diplomates of the specialty board, that assesses knowledge and 
competence in radiation safety, radionuclide handling, and quality control; or 

(B) Is an authorized user under this rule and rule 3701:1-58-36 or 3701:1-58-40 of the Administrative Code or 
equivalent United States nuclear regulatory commission or agreement state requirements; or 

(C) Has achieved the following requirements: 

(1) Has completed sixty hours of training and experience, including a minimum of eight hours of classroom 
and laboratory training, in basic radionuclide handling techniques applicable to the medical use of 
unsealed radioactive material for uptake, dilution, and excretion studies. The training and experience 
must include: 

(a) Classroom and laboratory training in the following areas: 

(i) Radiation physics and instrumentation; 

(ii) Radiation protection; 

(iii) Mathematics pertaining to the use and measurement of radioactivity; 

(iv) Chemistry of radioactive material for medical use; and 

(v) Radiation biology; and 

(b) Work experience, under the supervision of an authorized user who meets the requirements in this rule, 
rule 3701:1-58-21, 3701:1-58-36, or 3701:1-58-40 of the Administrative Code or equivalent United 
States nuclear regulatory commission or agreement state requirements, involving: 

(i) Ordering, receiving, and unpacking radioactive materials safely and performing the related 
radiation surveys; 

(ii) Performing quality control procedures on instruments used to determine the activity of dosages 
and performing checks for proper operation of survey meters; 
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(iii) Calculating, measuring, and safely preparing patient or human research subject dosages; 

(iv) Using administrative controls to prevent a medical event involving the use of unsealed 
radioactive material; 

(v) Using procedures to contain spilled radioactive material safely and using proper decontamination 
procedures; and 

(vi) Administering dosages of radioactive drugs to patients or human research subjects; and 

(2) Has obtained written attestation, signed by a preceptor authorized user who meets the requirements in this 
rule, rule 3701:1-58-21, 3701:1-58-36, or 3701:1-58-40 of the Administrative Code, or equivalent 
United States nuclear regulatory commission or agreement state requirements, that the individual has 
satisfactorily completed the requirements in paragraph (A)(1) or (C)(1) of this rule and has achieved a 
level of competency sufficient to functionis able to  independently fulfill the radiation safety-related 
duties  as an authorized user for the medical uses authorized under rule 3701:1-58-32 of the 
Administrative Code. The attestation must be obtained from either: 

(a) A preceptor authorized user who meets the requirements in rule 3701:1-58-21, 3701:1-58-33, 
3701:1-58-36, or 3701:1-58-40 of the Administrative Code or equivalent United States nuclear 
regulatory commission or agreement state requirements; or 

(b) A residency program director who affirms in writing that the attestation represents the consensus of 
the residency program faculty where at least one faculty member is an authorized user who meets 
the requirements in rule 3701:1-58-21, 3701:1-58-33, 3701:1-58-36, or 3701:1-58-40 of the 
Administrative Code or equivalent United States nuclear regulatory commission or agreement state 
requirements, and concurs with the attestation provided by the residency program director. The 
residency training program must be approved by the residency review committee of the 
"Accreditation Council for Graduate Medical Education", the "Royal College of Physicians and 
Surgeons of Canada", or the "Council on Postdoctoral Training of the American Osteopathic 
Association", and must include training and experience specified in paragraph (C)(1) of this rule. 
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3701:1-58-35     Permissible molybdenum-99, strontium-82, and strontium-85 concentrations. 

(A) A licensee may not administer to humans a radiopharmaceutical that contains: 

(1) More than 0.15 kilobecquerel of molybdenum-99 per megabecquerel of technetium-99m (0.15 microcurie 
of molybdenum-99 per millicurie of technetium-99m); or 

(2) More than 0.02 kilobecquerel of strontium-82 per megabecquerel of rubidium-82 chloride injection (0.02 
microcurie of strontium-82 per millicurie of rubidium-82 chloride); or more than 0.2 kilobecquerel of 
strontium-85 per megabecquerel of rubidium-82 chloride injection (0.2 microcurie of strontium-85 per 
millicurie of rubidium-82). 

(B) A licensee that uses molybdenum-99/technetium-99m generators for preparing a technetium-99m 
radiopharmaceutical shall measure the molybdenum-99 concentration of the first eluate after receipt of from 
a generator to demonstrate compliance with paragraph (A) of this rule. 

(C) A licensee that uses a strontium-82/rubidium-82 generator for preparing a rubidium-82 radiopharmaceutical 
shall, before the first patient use of the day, measure the concentration of radionuclides strontium-82 and 
strontium-85 to demonstrate compliance with paragraph (A) of this rule. 

(D) If a licensee is required to measure the molybdenum-99 concentration or strontium-82 and strontium-85 
concentrations, the licensee shall retain a record of each measurement in accordance with rule 3701:1-58-85 
of the Administrative Code. 

(E) The licensee shall report any measurement that exceeds the limits in paragraph (A) of this rule at the time of 
generator elution, in accordance with rule 3701:1-58-105 of the Administrative Code. 
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3701:1-58-36     Training for imaging and localization studies. 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require an authorized 
user of unsealed radioactive material for the uses authorized in rule 3701:1-58-34 of the Administrative 
Code to be a physician who: 

(A) Is certified by a medical specialty board whose certification process has been recognized by the director, 
United States nuclear regulatory commission, or an agreement state and who meets the requirements in 
paragraph (C)(2) of this rule. The names of board certifications which have been recognized by the director, 
the United States nuclear regulatory commission, or an agreement state will be posted on the United States 
nuclear regulatory commission's web page at www.nrc.gov. To have its certification process recognized, a 
specialty board shall require all candidates for certification to: 

(1) Complete seven hundred hours of training and experience in basic radionuclide handling techniques and 
radiation safety applicable to the medical use of unsealed radioactive material for imaging and 
localization studies that includes the topics listed in paragraphs (C)(1)(a) and (C)(1)(b) of this rule; and 

(2) Pass an examination, administered by diplomates of the specialty board, which assesses knowledge and 
competence in radiation safety, radionuclide handling, and quality control; or 

(B) Is an authorized user under rule 3701:1-58-40 of the Administrative Code and meets the requirements in 
paragraph (C)(1)(b)(vii) of rule 3701:1-58-36 of the Administrative Code, or equivalent United States 
nuclear regulatory commission or agreement state requirements; or 

(C)   

(1) Has completed seven hundred hours of training and experience, including a minimum of eighty hours of 
classroom and laboratory training, in basic radionuclide handling techniques applicable to the medical 
use of unsealed radioactive material for imaging and localization studies. The training and experience 
must include, at a minimum: 

(a) Classroom and laboratory training in the following areas: 

(i) Radiation physics and instrumentation; 

(ii) Radiation protection; 

(iii) Mathematics pertaining to the use and measurement of radioactivity; 

(iv) Chemistry of radioactive material for medical use; and 

(v) Radiation biology; and 

(b) Work experience, under the supervision of an authorized user, who meets the requirements in this 
rule, rule 3701:1-58-21, or 3701:1-58-40 of the Administrative Code and paragraph (C)(1)(b)(vii) of 
this rule, or equivalent United States nuclear regulatory commission or agreement state 
requirements, involving:. An authorized nuclear pharmacist who meets the requirements in rule 
3701:1-58-20 or 3701:1-58-21 of the Administrative Code may provide the supervised work 
experience for paragraph (C)(1)(b)(vii) of this rule. Work experience must involve: 
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(i) Ordering, receiving, and unpacking radioactive materials safely and performing the related 
radiation surveys; 

(ii) Performing quality control procedures on instruments used to determine the activity of dosages 
and performing checks for proper operation of survey meters; 

(iii) Calculating, measuring, and safely preparing patient or human research subject dosages; 

(iv) Using administrative controls to prevent a medical event involving the use of unsealed 
radioactive material; 

(v) Using procedures to safely contain spilled radioactive material and using proper decontamination 
procedures; 

(vi) Administering dosages of radioactive drugs to patients or human research subjects; and 

(vii) Eluting generator systems appropriate for preparation of radioactive drugs for imaging and 
localization studies, measuring and testing the eluate for radionuclidic purity, and processing the 
eluate with reagent kits to prepare labeled radioactive drugs; and 

(2) Has obtained written attestation, signed by a preceptor authorized user who meets the requirements in this 
rule, rule 3701:1-58-21, or 3701:1-58-40 of the Administrative Code and paragraph (C)(1)(b)(vii) of this 
rule, or equivalent United States nuclear regulatory commission or agreement state requirements, that 
the individual has satisfactorily completed the requirements in paragraph (A)(1) or (C)(1) of this rule 
and has achieved a level of competency sufficient to function is able to independently fulfill the 
radiation safety-related duties as an authorized user for the medical uses authorized under rules 
3701:1-58-32 and 3701:1-58-34 of the Administrative Code. The attestation must be obtained from 
either: 

(a) A preceptor authorized user who meets the requirements in this rule, rule 3701:1-58-21, or 
3701:1-58-40 of the Administrative Code and paragraph (C)(1)(b)(vii) of this rule, or United States 
nuclear regulatory commission or agreement state requirements; or 

(b) A residency program director who affirms in writing that the attestation represents the consensus of 
the residency program faculty where at least one faculty member is an authorized user who meets 
the requirements in this rule, rule 3701:1-58-21, or 3701:1-58-40 of the Administrative Code and 
paragraph (C)(1)(b)(vii) of this rule, or United States nuclear regulatory commission or agreement 
state requirements, and concurs with the attestation provided by the residency program director. The 
residency training program must be approved by the residency review committee of the 
"Accreditation Council for Graduate Medical Education", the "Royal College of Physicians and 
Surgeons of Canada", or the "Council on Postdoctoral Training of the American Osteopathic 
Association", and must include training and experience specified in paragraph (C)(1) of this rule. 
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3701:1-58-37     Use of unsealed radioactive material for which a written directive is required. 

A licensee may use any unsealed radioactive material identified in paragraph (B)(1)(b)(vi) of rule 
3701:1-58-40 the Administrative Code prepared for medical use and for which a written directive is required 
that is: 

(A) Obtained from: 

(1) A manufacturer or preparer licensed under rule 3701:1-46-43 of the Administrative Code or equivalent 
United States nuclear regulatory commission or agreement state requirements; or 

(2) A PET radioactive drug producer licensed in accordance with paragraph (I) of rule 3701:1-40-14 of the 
Administrative Code or equivalent United States nuclear regulatory commission or agreement state 
requirement; or 

(B) Prepared by, excluding production of PET radionuclides: 

(1) An authorized nuclear pharmacist; 

(2) A physician who is an authorized user and who meets the requirements specified in rule 3701:1-58-36 or 
3701:1-58-40 of the Administrative Code; or 

(3) An individual under the supervision, as specified in rule 3701:1-58-14 of the Administrative Code, of the 
authorized nuclear pharmacist in paragraph (B)(1) of this rule or the physician who is an authorized user 
in paragraph (B)(2) of this rule; or 

(C) Obtained from and prepared by an United States nuclear regulatory commission or agreement state licensee 
for use in research in accordance with an investigational new drug protocol accepted by United States food 
and drug administration; or 

(D) Prepared by the licensee for use in research in accordance with an investigational new drug protocol accepted 
by United States food and drug administration. 
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3701:1-58-40     Training for use of unsealed radioactive material for which a written directive is 
required. 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require an authorized 
user of unsealed radioactive material for the uses authorized under rule 3701:1-58-37 of the Administrative 
Code to be a physician who: 

(A) Is certified by a medical specialty board whose certification process has been recognized by the director, 
United States nuclear regulatory commission, or an agreement state and who meets the requirements in 
paragraphsparagraph (B)(1)(b)(vi) and (B)(2) of this rule. Specialty boards whose certification processes 
have been recognized by the director, the United States nuclear regulatory commission, or an agreement 
state will be posted on the United States nuclear regulatory commission's web page at www.nrc.gov. To be 
recognized, a specialty board shall require all candidates for certification to: 

(1) Successfully complete residency training in a radiation therapy or nuclear medicine training program or a 
program in a related medical specialty. These residency training programs must include seven hundred 
hours of training and experience as described in paragraphs (B)(1)(a) to (B)(1)(b)(v) of this rule. Eligible 
training programs must be approved by the "Residency Review Committee of the Accreditation Council 
for Graduate Medical Education," the "Royal College of Physicians and Surgeons of Canada," or the 
"Committee on Post-Graduate Training of the American Osteopathic Association;" and 

(2) Pass an examination, administered by diplomates of the specialty board, which tests knowledge and 
competence in radiation safety, radionuclide handling, quality assurance, and clinical use of unsealed 
radioactive material for which a written directive is required; or 

(B)   

(1) Has completed seven hundred hours of training and experience, including a minimum of two hundred 
hours of classroom and laboratory training, in basic radionuclide handling techniques applicable to the 
medical use of unsealed radioactive material requiring a written directive. The training and experience 
must include: 

(a) Classroom and laboratory training in the following areas: 

(i) Radiation physics and instrumentation; 

(ii) Radiation protection; 

(iii) Mathematics pertaining to the use and measurement of radioactivity; 

(iv) Chemistry of radioactive material for medical use; and 

(v) Radiation biology; and 

(b) Work experience, under the supervision of an authorized user who meets the requirements in this rule 
or rule 3701:1-58-21 of the Administrative Code, or equivalent United States nuclear regulatory 
commission or agreement state requirements. A supervising authorized user, who meets the 
requirements in paragraph (B) of this rule, must also have experience in administering dosages in 
the same dosage category or categories, such as paragraph (B)(1)(b)(vi) of this rule, as the 
individual requesting authorized user status. The work experience must involve: 
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(i) Ordering, receiving, and unpacking radioactive materials safely and performing the related 
radiation surveys; 

(ii) Performing quality control procedures on instruments used to determine the activity of dosages, 
and performing checks for proper operation of survey meters; 

(iii) Calculating, measuring, and safely preparing patient or human research subject dosages; 

(iv) Using administrative controls to prevent a medical event involving the use of unsealed 
radioactive material; 

(v) Using procedures to contain spilled radioactive material safely and using proper decontamination 
procedures; and 

(vi) Administering dosages of radioactive drugs to patients or human research subjects from the three 
categories in this paragraph.involving a minimum of three cases in each of the following 
categories for which the individual is requesting authorized user status: Radioactive drugs 
containing radionuclides in categories not included in this paragraph are regulated under rule 
3701:1-58-72 of the Administrative Code. This work experience must involve a minimum of 
three cases in each of the following categories for which the individual is requesting authorized 
user status: 

(a) Oral administration of less than or equal to 1.22 gigabecquerels (thirty-three millicuries) of 
sodium iodide I-131, for which a written directive is required; 

(b) Oral administration of greater than 1.22 gigabecquerels, (thirty-three millicuries) of sodium 
iodide I-131. Experience with at least three cases in this paragraph also satisfies the 
requirement in paragraph (B)(1)(b)(vi)(a) of this rule; 

(c) Parenteral administration of any beta emitter, or a photon- emitting radionuclide with a 
photon energy less than one hundred fifty keV, for which a written directive is required; 
and/orParenteral administration of any radioactive drug that contains a radionuclide that is 
primarily used for its electron emission, beta radiation characteristics, alpha radiation 
characteristics, or photon energy of less than one hundred fifty keV, for which a written 
directive is required; and 

(d) Parenteral administration of any other radionuclide, for which a written directive is required; 
and 

(2) Has obtained written attestation that the individual has satisfactorily completed the requirements in 
paragraphs (A)(1) and (B)(1)(b)(vi), orparagraph (B)(1) of this rule, and has achieved a level of 
competency sufficient to function and is able to independently fulfill the radiation safety-related duties 
as an authorized user for the medical uses authorized under rule 3701:1-58-37 of the Administrative 
Code for which the individual is requesting authorized user status. The attestation must be obtained from 
either:. The written attestation must be signed by a preceptor authorized user who meets the 
requirements in this rule or rule 3701:1-58-21 of the Administrative Code, or equivalent United States 
nuclear regulatory commission or agreement state requirements. The preceptor authorized user, who 



***DRAFT - NOT FOR FILING*** 
 

meets the requirements in paragraph (B) of this rule must have experience in administering dosages in 
the same dosage category or categories, such as paragraph (B)(1)(b)(vi) of this rule, as the individual 
requesting authorized user status. 

(a) A preceptor authorized user who meets the requirements in rule 3701:1-58-21 of the Administrative 
Code, rule 3701:1-58-40 of the Administrative Code, or equivalent United States nuclear regulatory 
commission or agreement state requirements and has experience in administering dosages in the 
same dosage category or categories as the individual requesting authorized user status; or 

(b) A residency program director who affirms in writing that the attestation represents the consensus of 
the residency program faculty where at least one faculty member is an authorized user who meets 
the requirements in rule 3701:1-58-21 of the Administrative Code, rule 3701:1-58-40 of the 
Administrative Code, or equivalent United States nuclear regulatory commission or agreement state 
requirements, has experience in administering dosages in the same dosage category or categories as 
the individual requesting authorized user status, and concurs with the attestation provided by the 
residency program director. The residency training program must be approved by the residency 
review committee of the "Accreditation Council for Graduate Medical Education", the "Royal 
College of Physicians and Surgeons of Canada", or the "Council on Postdoctoral Training of the 
American Osteopathic Association", and must include training and experience specified in 
paragraph (B)(1) of this rule. 
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3701:1-58-41     Training for the oral administration of sodium iodide iodine-131 requiring a written 
directive in quantities less than or equal to 1.22 gigabecquerels (thirty-three millicuries). 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require an authorized 
user for the oral administration of sodium iodide iodine-131 requiring a written directive in quantities less 
than or equal to 1.22 gigabecquerels (thirty-three millicuries) to be a physician who: 

(A) Is certified by a medical specialty board whose certification process includes all of the requirements in 
paragraphs (C)(1) and (C)(2) of this rule and whose certification process has been recognized by the 
director, the United States nuclear regulatory commission, or an agreement state and who meets the 
requirements in paragraph (C)(3) of this rule. The names of board certifications which have been recognized 
by the director, the United States nuclear regulatory commission, or an agreement state will be posted on the 
United States nuclear regulatory commission's web page at www.nrc.gov; or 

(B) Is an authorized user under rule 3701:1-58-40 of the Administrative Code for uses listed in paragraph 
(B)(1)(b)(vi)(a) or (B)(1)(b)(vi)(b) of rule 3701:1-58-40 of the Administrative Code, rule 3701:1-58-42 of 
the Administrative Code, or equivalent United States nuclear regulatory commission or agreement state 
requirements; or 

(C) Has achieved the following requirements: 

(1) Has successfully completed eighty hours of classroom and laboratory training, applicable to the medical 
use of sodium iodide iodine-131 for procedures requiring a written directive. The training must include: 

(a) Radiation physics and instrumentation; 

(b) Radiation protection; 

(c) Mathematics pertaining to the use and measurement of radioactivity; 

(d) Chemistry of radioactive material for medical use; and 

(e) Radiation biology; 

(2) Has work experience, under the supervision of an authorized user who meets the requirements in rule 
3701:1-58-21, 3701:1-58-40, this rule, or rule 3701:1-58-42 of the Administrative Code, or equivalent 
United States nuclear regulatory commission or agreement state requirements. A supervising authorized 
user who meets the requirements in paragraph (B) of rule 3701:1-58-40 of the Administrative Code must 
have experience in administering dosages as specified in paragraph (B)(1)(b)(vi)(a) or (B)(1)(b)(vi)(a) of 
rule 3701:1-58-40 of the Administrative Code. The work experience must involve: 

(a) Ordering, receiving, and unpacking radioactive materials safely and performing the related radiation 
surveys; 

(b) Performing quality control procedures on instruments used to determine the activity of dosages and 
performing checks for proper operation of survey meters; 

(c) Calculating, measuring, and safely preparing patient or human research subject dosages; 

(d) Using administrative controls to prevent a medical event involving the use of radioactive material; 
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(e) Using procedures to contain spilled radioactive material safely and using proper decontamination 
procedures; and 

(f) Administering dosages to patients or human research subjects, that includes at least three cases 
involving the oral administration of less than or equal to 1.22 gigabecquerels (thirty-three 
millicuries) of sodium iodide iodine-131; and 

(3) Has obtained written attestation that the individual has satisfactorily completed the requirements in 
paragraphs (C)(1) and (C)(2) of this rule, and has achieved a level of competency sufficient to function 
and is able to independently fulfill the radiation sfaety-related duties as an authorized user for medical 
uses authorized under rule 3701:1-58-37 of the Administrative Code. The written attestation must be 
signed by a preceptor authorized user who meets the requirements in this rule, rule 3701:1-58-21, 
3701:1-58-40, or 3701:1-58-42 of the Administrative Code, or equivalent United States nuclear 
regulatory commission or agreement state requirements. A preceptor authorized user, who meets the 
requirement in paragraph (B) of rule 3701:1-58-40 of the Administrative Code, must also have 
experience in administering dosages as specified in paragraph (B)(1)(b)(vi)(a) or (B)(1)(b)(vi)(b) of rule 
3701:1-58-40 of the Administrative Code. for oral administration of less than or equal to 1.22 
gigabecquerels (thirty-three millicuries) of sodium iodide iodine-131 for medical uses authorized under 
rule 3701:1-58-37 of the Administrative Code. The attestation must be obtained from either: 

(a) A preceptor authorized user who meets the requirements in rule 3701:1-58-21, 3701:1-58-40, this 
rule, or rule 3701:1-58-42 of the Administrative Code, or equivalent United States nuclear 
regulatory commission or agreement state requirements and has experience in administering dosages 
as specified in paragraph (B)(1)(b)(vi)(a) or (B)(1)(b)(vi)(b) of the Administrative Code; or 

(b) A residency program director who affirms in writing that the attestation represents the consensus of 
the residency program faculty where at least one faculty member is an authorized user who meets 
the requirements inrule 3701:1-58-21, 3701:1-58-40, this rule, or rule 3701:1-58-42 of the 
Administrative Code, or equivalent United States nuclear regulatory commission or agreement state 
requirements, has experience in administering dosages as specified in paragraph (B)(1)(b)(vi)(a) or 
(B)(1)(b)(vi)(b) of the Administrative Code, and concurs with the attestation provided by the 
residency program director. The residency training program must be approved by the residency 
review committee of the "Accreditation Council for Graduate Medical Education", the "Royal 
College of Physicians and Surgeons of Canada", or the "Council on Postdoctoral Training of the 
American Osteopathic Association", and must include training and experience specified in 
paragraphs (C)(1) and (C)(2) of this rule. 
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3701:1-58-42     Training for the oral administration of sodium iodide iodine-131 requiring a written 
directive in quantities greater than 1.22 gigabecquerels (thirty-three millicuries). 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require an authorized 
user for the oral administration of sodium iodide iodine-131 requiring a written directive in quantities greater 
than 1.22 gigabecquerels (thirty-three millicuries) to be a physician who: 

(A) Is certified by a medical specialty board whose certification process includes all of the requirements in 
paragraphs (C)(1) and (C)(2) of this rule, and whose certification has been recognized by the director, the 
United States nuclear regulatory commission, or an agreement state, and who meets the requirements in 
paragraph (C)(3) of this rule. The names of board certifications which have been recognized by the director, 
the United States nuclear regulatory commission, or an agreement state will be posted on the United States 
nuclear regulatory commission's web page at www.nrc.gov.; or 

(B) Is an authorized user under rule 3701:1-58-40 of the Administrative Code, for uses listed in paragraph 
(B)(1)(b)(vi)(b) of rule 3701:1-58-40 of the Administrative Code, or equivalent United States nuclear 
regulatory commission or agreement state requirements; or 

(C) Has achieved the following requirements: 

(1) Has successfully completed eighty hours of classroom and laboratory training, applicable to the medical 
use of sodium iodide iodine-131 for procedures requiring a written directive. The training must include: 

(a) Radiation physics and instrumentation; 

(b) Radiation protection; 

(c) Mathematics pertaining to the use and measurement of radioactivity; 

(d) Chemistry of radioactive material for medical use; and 

(e) Radiation biology; 

(2) Has work experience, under the supervision of an authorized user who meets the requirements in rule 
3701:1-58-21, 3701:1-58-40, or this rule of the Administrative Code, or equivalent United States nuclear 
regulatory commission or agreement state requirements. A supervising authorized user who meets the 
requirements in paragraph (B) of rule 3701:1-58-40 of the Administrative Code, must have experience 
in administering dosages as specified in paragraph (B)(1)(b)(vi)(b) of rule 3701:1-58-40 of the 
Administrative Code. The work experience must involve: 

(a) Ordering, receiving, and unpacking radioactive materials safely and performing the related radiation 
surveys; 

(b) Performing quality control procedures on instruments used to determine the activity of dosages and 
performing checks for proper operation of survey meters; 

(c) Calculating, measuring, and safely preparing patient or human research subject dosages; 

(d) Using administrative controls to prevent a medical event involving the use of radioactive material; 

(e) Using procedures to contain spilled radioactive material safely and using proper decontamination 
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procedures; and 

(f) Administering dosages to patients or human research subjects, that includes at least three cases 
involving the oral administration of greater than 1.22 gigabecquerels (thirty-three millicuries) of 
sodium iodide iodine-131; and 

(3) Has obtained written attestation that the individual has satisfactorily completed the requirements in 
paragraphs (C)(1) and (C)(2) of this rule, and has achieved a level of competency sufficient to 
functionand is able to independently fulfill the radiation safety-related duties as an authorized user for 
medical uses authorized under rule 3701:1-58-37 of the Administrative Codeoral administration of 
greater than 1.22 gigabecquerels (thirty-three millicuries) of sodium iodide I-131 for medical uses 
authorized under rule 3701:1-58-37 of the Administrative Code. The attestation must be obtained from 
either:. The written attestation must be signed by a preceptor authorized user who meets the 
requirements in this rule, rule 3701:1-58-21, or 3701:1-58-40 of the Administrative Code, or equivalent 
United States nuclear regulatory commission or agreement state requirements. A preceptor authorized 
user, who meets the requirements in paragraph (B) of rule 3701:1-58-40 of the Administrative Code, 
must also have experience in administering dosages as specified in paragraph (B)(1)(b)(vi)(b) of rule 
3701:1-58-40 of the Administrative Code. 

(a) A preceptor authorized user who meets the requirements in rule 3701:1-58-21, 3701:1-58-40, or this 
rule of the Administrative Code, or equivalent United States nuclear regulatory commission or 
agreement state requirements, and has experience in administering dosages as specified in paragraph 
(B)(1)(b)(vii)(b) of rule 3701:1-58-40 of the Administrative Code; or 

(b) A residency program director who affirms in writing that the attestation represents the consensus of 
the residency program faculty where at least one faculty member is an authorized user who meets 
the requirements in rule 3701:1-58-21, 3701:1-58-40, or this rule of the Administrative Code, or 
equivalent United States nuclear regulatory commission or agreement state requirements, has 
experience in administering dosages as specified in paragraph (B)(1)(b)(vii)(b) of rule 3701:1-58-40 
of the Administrative Code, and concurs with the attestation provided by the residency program 
director. The residency training program must be approved by the residency review committee of 
the "Accreditation Council for Graduate Medical Education", the "Royal College of Physicians and 
Surgeons of Canada", or the "Council on Postdoctoral Training of the American Osteopathic 
Association", and must include training and experience specified in paragraphs (C)(1) and (C)(2) of 
this rule. 
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3701:1-58-43     Use of sources for manual brachytherapy. 

A licensee shall use only brachytherapy sources for therapeutic medical uses: 

(A) As approved in the sealed source and device registry for manual brachytherapy medical use. The manual 
brachytherapy sources may be used for manual brachytherapy uses that are not explicitly listed in the sealed 
source and device registry, but must be used in accordance with the radiation safety conditions and 
limitations described in the sealed source and device registry; or 

(B) In research to deliver therapeutic doses for medical use in accordance with an active investigational device 
exemption application accepted by the United States food and drug administration provided the requirements 
of paragraph (A) of rule 3701:1-58-17 of the Administrative Code are met. 
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3701:1-58-49     Decay of strontium-90Strontium-90 sources for ophthalmic treatments. 

(A) Only an authorized medical physicist shall calculate the activity of each strontium-90 source that is used to 
determine the treatment times for ophthalmic treatments. The decay must be based on the activity 
determined under rule 3701:1-58-48 of the Administrative Code.Licensees who use strontium-90 for 
ophthalmic treatments must ensure that certain activities as specified in paragraph (B) of this rule are 
performed by either: 

(1) An authorized medical physicist; or 

(2) An individual who: 

(a) is identified as an ophthalmic physicist on a specific medical use license issued by the director, United 
States nuclear regulatory commission or an agreement state; permit issued by a United States 
nuclear regulatory commission or an agreement state broad scope medical use licensee; medical use 
permit issued by a United States nuclear regulatory commission master material licensee; or permit 
issued by a United States nuclear regulatory commission master material licensee broad scope 
medical use permittee; and 

(b) holds a master's or doctor's degree in physics, medical physics, other physical sciences, engineering, 
or applied mathematics from an accredited college or university; and 

(c) has successfully completed one year of full-time training in medical physics and an additional year of 
full-time work experience under the supervision of a medical physicist; and 

(d) Has documented training in: 

(i) The creation, modification, and completion of written directives; 

(ii) Procedures for administrations requiring a written directive; and 

(iii) Performing the calibration measurements of brachytherapy sources as detailed in rule 
3701:1-58-48 of the Administrative Code. 

(B) A licensee shall retain a record of the activity of each strontium-90 source in accordance with rule 
3701:1-58-90 of the Administrative Code.The individuals who are identified in paragraph (A) of this rule 
must: 

(1) Calculate the activity of each strontium-90 source that is used to determine the treatment times for 
ophthalmic treatments. The decay must be based on the activity determined under rule 3701:1-58-48 of 
the Administrative Code; and 

(2) Assist the licensee in developing, implementing, and maintaining written procedures to provide high 
confidence that the administration is in accordance with the written directive. These procedures must 
include the frequencies that the individual meeting the requirements in paragraph (A) of this rule will 
observe treatments, review the treatment methodology, calculate treatment time for the prescribed dose, 
and review records to verify that the administrations were in accordance with the written directives. 

(C) Licensees must retain a record of the activity of each strontium-90 source in accordance with rule 
3701:1-58-90 of the Administrative Code. 
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3701:1-58-51     Training for use of manual brachytherapy sources. 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require an authorized 
user of a manual brachytherapy source for the uses authorized under rule 3701:1-58-43 of the Administrative 
Code to be a physician who: 

(A) Is certified by a medical specialty board whose certification process has been recognized by the director, the 
United States nuclear regulatory commission, or an agreement state, and who meets the requirements in 
paragraph (B)(3) of this rule. The names of board certifications which have been recognized by the director, 
the United States nuclear regulatory commission, or an agreement state will be posted on the United States 
nuclear regulatory commission's web page at www.nrc.gov. To have its certification process recognized, a 
specialty board shall require all candidates for certification to: 

(1) Successfully complete a minimum of three years of residency training in a radiation oncology program 
approved by the "Residency Review Committee of the Accreditation Council for Graduate Medical 
Education" or the "Royal College of Physicians and Surgeons of Canada" or the "Committee on 
Post-Graduate Training of the American Osteopathic Association;" and 

(2) Pass an examination, administered by diplomates of the specialty board, that tests knowledge and 
competence in radiation safety, radionuclide handling, treatment planning, quality assurance, and 
clinical use of manual brachytherapy; or 

(B) Has achieved the following requirements: 

(1) Has completed a structured educational program in basic radionuclide handling techniques applicable to 
the use of manual brachytherapy sources that includes: 

(a) Two hundred hours of classroom and laboratory training in the following areas: 

(i) Radiation physics and instrumentation; 

(ii) Radiation protection; 

(iii) Mathematics pertaining to the use and measurement of radioactivity; and 

(iv) Radiation biology; and 

(b) Five hundred hours of work experience, under the supervision of an authorized user who meets the 
requirements in this rule or rule 3701:1-58-21 of the Administrative Code, or equivalent United 
States nuclear regulatory commission or agreement state requirements at a medical institutionfacility 
authorized to use radioactive materials under rule 3701:1-58-43 of the Administrative Code, 
involving: 

(i) Ordering, receiving, and unpacking radioactive materials safely and performing the related 
radiation surveys; 

(ii) Checking survey meters for proper operation; 

(iii) Preparing, implanting, and removing brachytherapy sources; 
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(iv) Maintaining running inventories of material on hand; 

(v) Using administrative controls to prevent a medical event involving the use of radioactive 
material; and 

(vi) Using emergency procedures to control radioactive material; 

(2) Has completed three years of supervised clinical experience in radiation oncology, under an authorized 
user who meets the requirements in this rule or rule 3701:1-58-21 of the Administrative Code, or 
equivalent United States nuclear regulatory commission or agreement state requirements, as part of a 
formal training program approved by the "Residency Review Committee for Radiation Oncology of the 
Accreditation Council for Graduate Medical Education" or the "Royal College of Physicians and 
Surgeons of Canada" or the "Committee on Postdoctoral Training of the American Osteopathic 
Association." This experience may be obtained concurrently with the supervised work experience 
required by paragraph (B)(1)(b) of this rule; and 

(3) Has obtained written attestation, signed by a preceptor authorized user who meets the requirements in this 
rule or rule 3701:1-58-21 of the Administrative Code, or equivalent United States nuclear regulatory 
commission or agreement state requirements, that the individual has satisfactorily completed the 
requirements in paragraph (A)(1), or paragraphs (B)(1) and (B)(2) of this rule and has achieved a level 
of competency sufficient to functionis able to independently fulfill the radiation safety-related duties as 
an authorized user of manual brachytherapy sources for the medical uses authorized under rule 
3701:1-58-43 of the Administrative Code.The attestation must be obtained from either: 

(a) A preceptor authorized user who meets the requirements in this rule or rule 3701:1-58-21 of the 
Administrative Code, or equivalent United States nuclear regulatory commission or agreement state 
requirements; or 

(b) A residency program director who affirms in writing that the attestation represents the consensus of 
the residency program faculty where at least one faculty member is an authorized user who meets 
the requirements in his rule or rule 3701:1-58-21 of the Administrative Code, or equivalent United 
States nuclear regulatory commission or agreement state requirements, and concurs with the 
attestation provided by the residency program director. The residency training program must be 
approved by the residency review committee of the "Accreditation Council for Graduate Medical 
Education", the "Royal College of Physicians and Surgeons of Canada", or the "Council on 
Postdoctoral Training of the American Osteopathic Association", and must include training and 
experience specified in paragraphs (B)(1) and (B)(2) of this rule. 
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3701:1-58-52     Training for ophthalmic use of strontium-90. 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require the 
authorized user of strontium-90 for ophthalmic radiotherapy to be a physician who: 

(A) Is an authorized user under rule 3701:1-58-51 of the Administrative Code, or equivalent United States nuclear 
regulatory commission or agreement state requirements; or 

(B) Has achieved the following requirements: 

(1) Has completed twenty-four hours of classroom and laboratory training applicable to the medical use of 
strontium-90 for ophthalmic radiotherapy. The training must include: 

(a) Radiation physics and instrumentation; 

(b) Radiation protection; 

(c) Mathematics pertaining to the use and measurement of radioactivity; and 

(d) Radiation biology; 

(2) Supervised clinical training in ophthalmic radiotherapy under the supervision of an authorized user at a 
medical institution, clinic, or private practice that includes the use of strontium-90 for the ophthalmic 
treatment of five individuals. This supervised clinical training must involve: 

(a) Examination of each individual to be treated; 

(b) Calculation of the dose to be administered; 

(c) Administration of the dose; and 

(d) Follow up and review of each individual's case history; and 

(3) Has obtained written attestation, signed by a preceptor authorized user who meets the requirements in this 
rule, rule 3701:1-58-21, or 3701:1-58-51 of the Administrative Code, or equivalent United States 
nuclear regulatory commission or agreement state requirements, that the individual has satisfactorily 
completed the requirements in paragraphs (A)(B)(1) and (B)(2) of this rule and has achieved a level of 
competency sufficient to functionis able to independently fulfill the radiation safety-related duties as an 
authorized user of strontium-90 for ophthalmic use. 
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3701:1-58-53     Use of sealed sources and medical devices for diagnosis. 

A licensee shall use only sealed sources for diagnostic medical uses as approved in the sealed source and 
device registry. 

(A) A licensee must use only sealed sources that are not in medical devices for diagnostic medical uses if the 
sealed sources are approved in the sealed source and device registry for diagnostic medicine. The sealed 
sources may be used for diagnostic medical uses that are not explicitly listed in the sealed source and device 
registry but must be used in accordance with the radiation safety conditions and limitations described in the 
sealed source and device registry. 

(B) A licensee must only use medical devices containing sealed sources for diagnostic medical uses if both the 
sealed sources and medical devices are approved in the sealed source and device registry for diagnostic 
medical uses. The diagnostic medical devices may be used for diagnostic medical uses that are not explicitly 
listed in the sealed source and device registry but must be used in accordance with the radiation safety 
conditions and limitations described in the sealed source and device registry. 

(C) Sealed sources and devices for diagnostic medical uses may be used in research in accordance with an active 
investigational device exemption (IDE) application accepted by the United States food and drug 
administration provided the requirements of paragraph (A) of rule 3701:1-58-17 of the Adminstrative Code 
are met. 
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3701:1-58-54     Training for use of sealed sources and medical devices for diagnosis. 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require the 
authorized user of a diagnostic sealed source for use inor a device authorized under rule 3701:1-58-53 of the 
Administrative Code to be a physician, dentist, or podiatrist who: 

(A) Is certified by a specialty board whose certification process includes all of the requirements in paragraphs (B) 
and (C) and (D) of this rule and whose certification has been recognized by the director, United States 
nuclear regulatory commission, or an agreement state. The names of board certifications which have been 
recognized by the director, the United States nuclear regulatory commission, or an agreement state will be 
posted on the United States nuclear regulatory commission's web page at www.nrc.gov; or 

(B) Is an authorized user for uses listed in rule 3701:1-58-34 of the Administrative Code, or equivalent United 
States nuclear regulatory commission or agreement state requirements; or 

(B) (C) Has completed eight hours of classroom and laboratory training in basic radionuclide handling techniques 
specifically applicable to the use of the device. The training must include: 

(1) Radiation physics and instrumentation; 

(2) Radiation protection; 

(3) Mathematics pertaining to the use and measurement of radioactivity; and 

(4) Radiation biology; and 

(C) (D) Has completed training in the use of the device for the uses requested. 
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3701:1-58-55     Use of a sealed source in a remote afterloader unit, teletherapy unit, or gamma 
stereotactic radiosurgery unit. 

A licensee shall use sealed sources in photon emitting remote afterloader units, teletherapy units, or gamma 
stereotactic radiosurgery units for therapeutic medical uses: 

(A) As approved in the sealed source and device registry; orA licensee must only use sealed sources: 

(1) Approved and as provided for in the sealed source and device registry in photon emitting remote 
afterloader units, teletherapy units, or gamma stereotactic radiosurgery units to deliver therapeutic doses 
for medical uses: or 

(2) In research involving photon-emitting remote afterloader units, teletherapy units, or gamma stereotactic 
radiosurgery units in accordance with an active investigational device exemption (IDE) application 
accepted by the United States food and drug administration provided the requirements of paragraph (A) 
of rule 3701:1-58-17 of the Administrative Code are met. 

(B) In research in accordance with an active investigational device exemption application accepted by the United 
States food and drug administration provided the requirements of paragraph (A) of rule 3701:1-58-17 of the 
Administrative Code are met.A licensee must use photon-emitting remote afterloader units, teletherapy 
units, or gamma stereotactic radiosurgery units: 

(1) Approved in the sealed source and device registry to deliver a therapeutic dose for medical use. These 
devices may be used for therapeutic medical treatments that are not explicitly provided for in the sealed 
source and device registry, but must be used in accordance with radiation safety conditions and 
limitations described in the sealed source and device registry; or 

(2) In research in accordance with an active investigational device exemption (IDE) application accepted by 
the United States food and drug administration provided the requirements of paragraph (A) of rule 
3701:1-58-17 of the Administrative Code are met. 
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3701:1-58-58     Safety procedures and instructions for remote afterloader units, teletherapy units, and 
gamma stereotactic radiosurgery units. 

(A) A licensee shall: 

(1) Secure the unit, the console, the console keys, and the treatment room when not in use or unattended; 

(2) Permit only individuals approved by the authorized user, radiation safety officer, or authorized medical 
physicist to be present in the treatment room during treatment with the source(s); 

(3) Prevent dual operation of more than one radiation producing device in a treatment room if applicable; and 

(4) Develop, implement, and maintain written procedures for responding to an abnormal situation when the 
operator is unable to place the source(s) in the shielded position, or remove the patient or human 
research subject from the radiation field with controls from outside the treatment room. These 
procedures must include: 

(a) Instructions for responding to equipment failures and the names of the individuals responsible for 
implementing corrective actions; 

(b) The process for restricting access to and posting of the treatment area to minimize the risk of 
inadvertent exposure; and 

(c) The names and telephone numbers of the authorized users, the authorized medical physicist, and the 
radiation safety officer to be contacted if the unit or console operates abnormally. 

(B) A copy of the procedures required by paragraph (A)(4) of this rule must be physically located at the unit 
console. 

(C) A licensee shall post instructions at the unit console to inform the operator of: 

(1) The location of the procedures required by paragraph (A)(4) of this rule; and 

(2) The names and telephone numbers of the authorized users, the authorized medical physicist, and the 
radiation safety officer to be contacted if the unit or console operates abnormally. 

(D) A licensee shall provide instruction, initially and at least annually, to all individuals who operate the unit, as 
appropriate to the individual's assigned duties, in: 

(1) The procedures identified in paragraph (A)(4) of this rule; andPrior to the first use for patient treatment of 
a new unit or an existing unit with a manufacturer upgrade that affects the operation and safety of the 
unit, ensure that vendor operational and safety training is provided to all individuals who will operate 
the unit. The vendor operational and safety training must be provided by the device manufacturer or by 
an individual certified by the device manufacturer to provide the operational and safety training. 

(2) The operating procedures for the unit.Provide operational and safety instructions initially and at least 
annually to all individuals who operate the unit at the facility, as appropriate to the individual's assigned 
duties. The instructions shall include instruction in: 

(a) The procedures identified in paragraph (A)(4) of this rule; and 
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(b) The operating procedures for the unit. 

(E) A licensee shall ensure that operators, authorized medical physicists, and authorized users participate in drills 
of the emergency procedures, initially and at least annually. 

(F) A licensee shall retain a record of individuals receiving instruction required by paragraph (D) of this rule, in 
accordance with rule 3701:1-58-86 of the Administrative Code. 

(G) A licensee shall retain a copy of the procedures required by paragraphs (A)(4) and (D)(2)(a) of this rule in 
accordance with rule 3701:1-58-92 of the Administrative Code. 
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3701:1-58-69     Five-year inspectionFull-inspection servicing for teletherapy and gamma stereotactic 
radiosurgery units. 

(A) A licensee shall have each teletherapy unit and gamma stereotactic radiosurgery unit fully inspected and 
serviced during source replacement or at intervals not to exceed five years, whichever comes first, to assure 
proper functioning of the source exposure mechanism and other safety components. The interval between 
each full-inspection servicing shall not exceed five years for each teletherapy unit and shall not exceed seven 
years for each gamma stereotactic radiosurgery unit. 

(B) This inspection and servicing may only be performed by persons specifically licensed to do so by the director, 
the United States nuclear regulatory commission, or an agreement state. 

(C) A licensee shall keep a record of the inspection and servicing in accordance with rule 3701:1-58-100 of the 
Administrative Code. 
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3701:1-58-71     Training for use of remote afterloader units, teletherapy units, and gamma stereotactic 
radiosurgery units. 

Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require an authorized 
user of a sealed source for a use authorized under rule 3701:1-58-55 of the Administrative Code to be a 
physician who: 

(A) Is certified by a medical specialty board whose certification process has been recognized by the director, the 
United States nuclear regulatory commission, or an agreement state and who meets the requirements in 
paragraphs (B)(3) andparagraph (C) of this rule. The names of board certifications which have been 
recognized by the director, the United States nuclear regulatory commission, or an agreement state will be 
posted on the United States nuclear regulatory commission's web page at www.nrc.gov. To have its 
certification process recognized, a specialty board shall require all candidates for certification to: 

(1) Successfully complete a minimum of three years of residency training in a radiation therapy program 
approved by the "Residency Review Committee of the Accreditation Council for Graduate Medical 
Education" or the "Royal College of Physicians and Surgeons of Canada" or the "Committee on 
Post-Graduate Training of the American Osteopathic Association;" and 

(2) Pass an examination, administered by diplomates of the specialty board, which tests knowledge and 
competence in radiation safety, radionuclide handling, treatment planning, quality assurance, and 
clinical use of stereotactic radiosurgery, remote afterloaders and external beam therapy; or 

(B) Has achieved the following requirements: 

(1) Has completed a structured educational program in basic radionuclide techniques applicable to the use of 
a sealed source in a therapeutic medical unit that includes: 

(a) Two hundred hours of classroom and laboratory training in the following areas: 

(i) Radiation physics and instrumentation; 

(ii) Radiation protection; 

(iii) Mathematics pertaining to the use and measurement of radioactivity; and 

(iv) Radiation biology; and 

(b) Five hundred hours of work experience, under the supervision of an authorized user who meets the 
requirements in this rule or rule 3701:1-58-21 of the Administrative Code, or equivalent United 
States nuclear regulatory commission or agreement state requirements, at a medical 
institutionfacility that is authorized to use radioactive materials in rule 3701:1-58-55 of the 
Administrative Code, involving: 

(i) Reviewing full calibration measurements and periodic spot-checks; 

(ii) Preparing treatment plans and calculating treatment doses and times; 

(iii) Using administrative controls to prevent a medical event involving the use of radioactive 
material; 
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(iv) Implementing emergency procedures to be followed in the event of the abnormal operation of the 
medical unit or console; 

(v) Checking and using survey meters; and 

(vi) Selecting the proper dose and how it is to be administered; 

(2) Has completed three years of supervised clinical experience in radiation therapy, under an authorized user 
who meets the requirements in this rule or rule 3701:1-58-21 of the Administrative Code, or equivalent 
United States nuclear regulatory commission or agreement state requirements, as part of a formal 
training program approved by the "Residency Review Committee for Radiation Oncology of the 
Accreditation Council for Graduate Medical Education" or the "Royal College of Physicians and 
Surgeons of Canada" or the "Committee on Postdoctoral Training of the American Osteopathic 
Association." This experience may be obtained concurrently with the supervised work experience 
required by paragraph (B)(1)(b) of this rule; and 

(3) Has obtained written attestation that the individual has satisfactorily completed the requirements in 
paragraphs (A)(1) or (B)(1), and (B)(2), and (C) of this rule, and has achieved a level of competency 
sufficient to functionis able to independently fulfill the radiation safety-related duties as an authorized 
user of each type of therapeutic medical unit for which the individual is requesting authorized user 
status. The written attestation must be signed by a preceptor authorized user who meets the requirements 
in this rule or rule 3701:1-58-21 of the Administrative Code, or equivalent United States nuclear 
regulatory commission or agreement state requirements for an authorized user for each type of 
therapeutic medical unit for which the individual is requesting authorized user status; andThe attestation 
must be obtained from either: 

(a) A preceptor authorized user who meets the requirements in this rule, rule 3701:1-58-21 of the 
Administrative Code, or equivalent United States nuclear regulatory commission or agreement state 
requirements for the type(s) of therapeutic medical unit for which the individual is requesting 
authorized user status; or 

(b) A residency program director who affirms in writing that the attestation represents the consensus of 
the residency program faculty where at least one faculty member is an authorized user who meets 
the requirements in this rule, rule 3701:1-58-21 of the Administrative Code, or equivalent United 
States nuclear regulatory commission or agreement state requirements, for the type(s) of therapeutic 
medical unit for which the individual is requesting authorized user status, and concurs with the 
attestation provided by the residency program director. The residency training program must be 
approved by the residency review committee of the "Accreditation Council for Graduate Medical 
Education", the "Royal College of Physicians and Surgeons of Canada", or the "Council on 
Postdoctoral Training of the American Osteopathic Association", and must include training and 
experience specified in paragraphs (B)(1) and (B)(2) of this rule. 

(C) Has received training in device operation, safety procedures, and clinical use for the type(s) of use for which 
authorization is sought. This training requirement may be satisfied by satisfactory completion of a training 
program provided by the vendor for new users or by receiving training supervised by an authorized user or 
authorized medical physicist, as appropriate, who is authorized for the type(s) of use for which the individual 
is seeking authorization. 
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3701:1-58-73     Records of authority and responsibilities for radiation protection programs. 

(A) A licensee shall retain a record of actions taken by the licensee's management in accordance with paragraph 
(A) of rule 3701:1-58-12 of the Administrative Code for five years. The record must include a summary of 
the actions taken and a signature of licensee management. 

(B) The licensee shall retain a copy of botha record of the authority, duties, and responsibilities of the radiation 
safety officer as required by paragraph (E) of rule 3701:1-58-12 of the Administrative Code, and a signed 
copy of each radiation safety officer's agreement to be responsible for implementing the radiation safety 
program, as required by paragraph (B) of rule 3701:1-58-12 of the Administrative Code, for the duration of 
the license. The records must include the signature of the radiation safety officer and licensee management. 

(C) For each associate radiation safety officer appointed under paragraph (B) of rule 3701:1-58-12 of the 
Administrative Code, the licensee shall retain, for five years after the associate radiation safety officer is 
removed from the license, a copy of the written document appointing the associate radiation safety officer 
signed by the licensee's management. 
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3701:1-58-86     Records of safety instruction. 

A licensee shall maintain a record of safety instructions required by rules 3701:1-58-38, 3701:1-58-46, and 
the operational and safety instructions required by rule 3701:1-58-58 of the Administrative Code for three 
years. The record must include a list of the topics covered, the date of the instruction, the name(s) of the 
attendee(s), and the name(s) of the individual(s) who provided the instruction. 
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3701:1-58-100  Records of five-year inspectionfull-inspection servicing for teletherapy and gamma 
stereotactic radiosurgery units. 

(A) A licensee shall maintain a record of the five-year inspectionsfull-inspection servicing for teletherapy and 
gamma stereotactic radiosurgery units required by rule 3701:1-58-69 of the Administrative Code for the 
duration of use of the unit. 

(B) The record must contain: 

(1) The inspector's radioactive materials license number; 

(2) The date of inspection; 

(3) The manufacturer's name and model number and the serial number of both the treatment unit and source; 

(4) A list of components inspected and serviced, and the type of service; and 

(5) The signature of the inspector. 
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3701:1-58-101     Report and notification of a medical event. 

(A) A licensee shall report any event as a medical event, except for an event that results from patient intervention, 
in which the administration of radioactive material or radiation from radioactive material results in: 

(1) A dose that differs from the prescribed dose or dose that would have resulted from the prescribed dosage 
by more than 0.05 sievert (five rem) effective dose equivalent, 0.5 sievert (fifty rem) to an organ or 
tissue, or 0.5 sievert (fifty rem) shallow dose equivalent to the skin; andThe administration of 
radioactive material or radiation from radioactive material, except permanent implant brachytherapy, 
results in: 

(a) The total dose delivered differs from the prescribed dose by twenty per cent or more;A dose that 
differs from the prescribed dose or dose that would have resulted from the prescribed dosage by 
more than 0.05 sievert (five rem) effective dose equivalent, 0.5 sievert (fifty rem) to an organ or 
tissue, or 0.5 sievert (fifty rem) shallow dose equivalent to the skin; and 

(i) The total dose delivered differs from the prescribed dose by twenty per cent or more; 

(ii) The total dosage delivered differs from the prescribed dosage by twenty per cent or more or falls 
outside the prescribed dosage range; or 

(iii) The fractionated dose delivered differs from the prescribed dose for a single fraction, by fifty per 
cent or more. 

(b) The total dosage delivered differs from the prescribed dosage by twenty per cent or more or falls 
outside the prescribed dosage range; orA dose that exceeds 0.05 sievert (five rem) effective dose 
equivalent, 0.5 sievert (fifty rem) to an organ or tissue, or 0.5 sievert (fifty rem) shallow dose 
equivalent to the skin from any of the following: 

(i) An administration of a wrong radioactive drug containing radioactive material or the wrong 
radionuclide for a brachytherapy procedure; 

(ii) An administration of a radioactive drug containing radioactive material by the wrong route of 
administration; 

(iii) An administration of a dose or dosage to the wrong individual or human research subject; 

(iv) An administration of a dose or dosage delivered by the wrong mode of treatment; or 

(v) A leaking sealed source. 

(c) The fractionated dose delivered differs from the prescribed dose, for a single fraction, by fifty per cent 
or more.A dose to the skin or an organ or tissue other than the treatment site that exceeds by: 

(i) 0.5 sievert (fifty rem) or more the expected dose to that site from the procedure if the 
administration had been given in accordance with the written directive prepared or revised 
before administration; and 

(ii) Fifty per cent or more the expected dose to that site from the procedure if the administration had 
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been given in accordance with the written directive prepared or revised before administration. 

(2) A dose that exceeds 0.05 sievert (five rem) effective dose equivalent, 0.5 sievert (fifty rem) to an organ or 
tissue, or 0.5 sievert (fifty rem) shallow dose equivalent to the skin from any of the following:For 
permanent implant brachytherapy, the administration of radioactive material or radiation from 
radioactive material (excluding sources that were implanted in the correct site but migrated outside the 
treatment site) that results in: 

(a) An administration of a wrong radioactive drug containing radioactive material;The total source 
strength administered differing by twenty per cent or more from the total source strength 
documented in the post-implantation portion of the written directive; 

(b) An administration of a radioactive drug containing radioactive material by the wrong route of 
administration;The total source strength administered outside of the treatment site exceeding twenty 
per cent of the total source strength documented in the post-implantation portion of the written 
directive; or 

(c) An administration of a dose or dosage to the wrong individual or human research subject;An 
administration that includes any of the following: 

(i) The wrong radionuclide; 

(ii) The wrong individual or human research subject; 

(iii) Sealed source(s) implanted directly into a location discontiguous from the treatment site, as 
documented in the post-implantation portion of the written directive; or 

(iv) A leaking sealed source resulting in a dose that exceeds 0.5 sievert (fifty rem) to an organ or 
tissue. 

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

(e) (e) A leaking sealed source; or 

(3) (3) A dose to the skin or an organ or tissue other than the treatment site that exceeds by 0.5 sievert (fifty 
rem) to an organ or tissue and fifty per cent or more of the dose expected from the administration 
defined in the written directive (excluding, for permanent implants, seeds that were implanted in the 
correct site but migrated outside the treatment site). 

(B) A licensee shall report any event resulting from intervention of a patient or human research subject in which 
the administration of radioactive material or radiation from radioactive material results or will result in 
unintended permanent functional damage to an organ or a physiological system, as determined by a 
physician. 

(C) The licensee shall notify by telephone the Ohio department of health, bureau of environmental health and 
radiation protection no later than the next calendar day after discovery of the medical event. 

(D) The licensee shall submit a written report to the Ohio department of health, bureau of environmental health 
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and radiation protection to the address listed in listed in rule 3701:1-40-04 of the Administrative Code within 
fifteen days after discovery of the medical event. 

(1) The written report must include: 

(a) The licensee's name; 

(b) The name of the prescribing physician; 

(c) A brief description of the event; 

(d) Why the event occurred; 

(e) The effect, if any, on the individual(s) who received the administration; 

(f) What actions, if any, have been taken or are planned to prevent recurrence; and 

(g) Certification that the licensee notified the individual (or the individual's personal representative), and 
if not, why not. 

(2) The report may not contain the individual's name or any other information that could lead to identification 
of the individual. 

(E) The licensee shall provide notification of the event to the referring physician and also notify the individual 
who is the subject of the medical event no later than twenty- four hours after its discovery, unless the 
referring physician personally informs the licensee either that he or she will inform the individual or that, 
based on medical judgment, telling the individual would be harmful to the individual. The licensee is not 
required to notify the individual without first consulting the referring physician. If the referring physician or 
the affected individual cannot be reached within twenty-four hours, the licensee shall notify the individual as 
soon as possible thereafter. The licensee may not delay any appropriate medical care for the individual, 
including any necessary remedial care as a result of the medical event, because of any delay in notification. 
To meet the requirements of this paragraph, the notification of the individual who is the subject of the 
medical event may be made instead to that individual's personal representative. If a verbal notification is 
made, the licensee shall inform the individual, or appropriate personal representative, that a written 
description of the event can be obtained from the licensee upon request. The licensee shall provide such a 
written description if requested. 

(F) Aside from the notification requirement, nothing in this section affects any rights or duties of licensees and 
physicians in relation to each other, to individuals affected by the medical event, or to that individual's 
personal representative. 

(G) A licensee shall: 

(1) Annotate a copy of the report provided to the Ohio department of health, bureau of environmental health 
and radiation protection with the: 

(a) Name of the individual who is the subject of the event; and 

(b) Social security number or other identification number, if one has been assigned, of the individual who 
is the subject of the event; and 
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(2) Provide a copy of the annotated report to the referring physician, if other than the licensee, no later than 
fifteen days after the discovery of the event. 

 



***DRAFT - NOT FOR FILING*** 
 

3701:1-58-104     Training for the parenteral administration of unsealed radioactive material requiring 
a written directive. 

(A) Except as provided in rule 3701:1-58-21 of the Administrative Code, the licensee shall require an authorized 
user for the parenteral administration of unsealed radioactive material requiring a written directive, to be a 
physician who: 

(1) Is an authorized user under rule 3701:1-58-40 of the Administrative Code for uses listed in paragraph 
(B)(1)(b)(vi)(c) or (B)(1)(b)(vi)(d) of rule 3701:1-58-40 of the Administrative Code or equivalent 
United States nuclear regulatory commission or agreement state requirements; or 

(2) Is an authorized user under rule 3701:1-58-51 or 3701:1-58-71 of the Administrative code, or equivalent 
United States nuclear regulatory commission or agreement state requirements and who meets the 
requirements in paragraph (B) of this rule; or 

(3) Is certified by a medical specialty board whose certification process has been recognized by the director, 
the United States nuclear regulatory commission, or an agreement state under rule 3701:1-58-51 or 
3701:1-58-71 of the Administrative Code, and who meets the requirements in paragraph (B) of this rule. 

(B)  An authorized user satisfying paragraph (A)(2) or (A)(3) of this rule, shall be a physician whoThe physician: 

(1) Has successfully completed eighty hours of classroom and laboratory training, applicable to parenteral 
administrations, for which a written directive is required, of any beta emitter, or any photon-emitting 
radionuclide with a photon energy less than one hundred fifty keV, and/or parenteral administration of 
any other radionuclide for which a written directive is required listed in paragraph (B)(1)(b)(vi)(c) of 
rule 3701:1-58-40 of the Administrative Code or equivalent United States nuclear regulatory 
commission or agreement state requirements. The training must include: 

(a) Radiation physics and instrumentation; 

(b) Radiation protection; 

(c) Mathematics pertaining to the use and measurement of radioactivity; 

(d) Chemistry of radioactive material for medical use; and 

(e) Radiation biology; and 

(2) Has work experience, under the supervision of an authorized user who meets the requirements in this rule, 
rule 3701:1-58-21, or 3701:1-58-40 of the Administrative Code, or equivalent United States nuclear 
regulatory commission or agreement state requirements, in the parenteral administrationadministrations 
listed in paragraph (B)(1)(b)(vi)(c) of rule 3701:1-58-40 of the Administrative Code or equivalent 
United States nuclear regulatory commission or agreement state requirements., for which a written 
directive is required, of any beta emitter, or any photon-emitting radionuclide with a photon energy less 
than one hundred fifty keV, and/or parenteral administration of any other radionuclide for which a 
written directive is required. A supervising authorized user who meets the requirements in rule 
3701:1-58-40 of the Administrative Code must have experience in administering dosages as specified in 
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paragraphs (B)(1)(b)(vi)(c) and/or (B)(1)(b)(vi)(d) of rule 3701:1-58-40 of the Administrative Code. The 
work experience must involve:A supervising authorized user who meets the requirements in rule 
3701:1-58-40 of the Administrative Code, this rule, or equivalent United States nuclear regulatory 
commission or agreement state requirements, must have experience in administering dosages in the 
same category or categories as the individual requesting authorized user status. The work experience 
must involve: 

(a) Ordering, receiving, and unpacking radioactive materials safely, and performing the related radiation 
surveys; 

(b) Performing quality control procedures on instruments used to determine the activity of dosages, and 
performing checks for proper operation of survey meters; 

(c) Calculating, measuring, and safely preparing patient or human research subject dosages;  

(d) Using administrative controls to prevent a medical event involving the use of unsealed radioactive 
material; 

(e) Using procedures to contain spilled radioactive material safely, and using proper decontamination 
procedures; and 

(f) Administering dosages to patients or human research subjects, that include at least three cases 
involving the parenteral administration, for which a written directive is required, of any beta emitter, 
or any photon-emitting radionuclide with a photon energy less than one hundred fifty keV and/or at 
least three cases involving the parenteral administration of any other radionuclide, for which a 
written directive is requiredas specified in paragraph (B)(1)(b)(vi)(c) of rule 3701:1-58-40 of the 
Administrative Code; and 

(3) Has obtained written attestation that the individual has satisfactorily completed the requirements in 
paragraph (A)(2) or (A)(3)(B)(1) and (B)(2) of this rule, and has achieved a level of competency 
sufficient to functionis able to independently fulfill the radiation safety-related duties as an authorized 
user for the parenteral administration of unsealed radioactive material requiring a written directive. The 
written attestation must be signed by a preceptor authorized user who meets the requirements in this 
rule, rule 3701:1-58-21, or 3701:1-58-40 of the Administrative Code, or equivalent United States 
nuclear regulatory commission or agreement state requirements. A preceptor authorized user, who meets 
the requirements in rule 3701:1-58-40 of the Administrative Code must have experience in 
administering dosages as specified in paragraphs (B)(1)(b)(vi)(c) and/or (B)(1)(b)(vi)(d) of rule 
3701:1-58-40 of the Administrative Code.The attestation must be obtained from either: 

(a) A preceptor authorized user who meets the requirements in this rule, rule 3701:1-58-21, or 
3701:1-58-40 of the Administrative Code, or equivalent United States nuclear regulatory 
commission or agreement state requirements, or equivalent Agreement State requirements. A 
preceptor authorized user who meets the requirements in this rule, or 3701:1-58-40 of the 
Administrative Code, or equivalent United States nuclear regulatory commission or agreement state 
requirements, must have experience in administering dosages in the same category or categories as 
the individual requesting authorized user status; or 
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(b) A residency program director who affirms in writing that the attestation represents the consensus of 
the residency program faculty where at least one faculty member is an authorized user who meets 
the requirements in this rule, rule 3701:1-58-21, or 3701:1-58-40 of the Administrative Code, or 
equivalent United States nuclear regulatory commission or agreement state requirements, has 
experience in administering dosages in the same dosage category or categories as the individual 
requesting authorized user status, and concurs with the attestation provided by the residency 
program director. The residency training program must be approved by the residency review 
committee of the "Accreditation Council for Graduate Medical Education", the "Royal College of 
Physicians and Surgeons of Canada", or the "Council on Postdoctoral Training of the American 
Osteopathic Association", and must include training and experience specified in paragraphs (B)(1) 
and (B)(2) of this rule. 
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3701:1-58-105     Report and notification for an eluate exceeding permissible molybdenum-99, 
strontium-82, and strontium-85 concentrations. 

(A) The licensee shall notify by telephone the department at 614-644-2727 and the distributor of the generator 
within seven calendar days after discovery that an eluate exceeded the permissible concentration listed in 
paragraph (A) of rule 3701:1-58-35 of the Administrative Code at the time of generator elution. The 
telephone report to the department must include the manufacturer, model number, and serial number (or lot 
number) of the generator; the results of the measurement; the date of the measurement; whether dosages 
were administered to patients or human research subjects, when the distributor was notified, and the action 
taken. 

(B) By an appropriate method listed in rule 3701:1-40-04 of the Administrative Code, the licensee shall submit a 
written report to the department within thirty calendar days after discovery of an eluate exceeding the 
permissible concentration at the time of generator elution. The written report must include the action taken 
by the licensee; the patient dose assessment; the methodology used to make this dose assessment if the 
eluate was administered to patients or human research subjects; and the probable cause and an assessment of 
failure in the licensee's equipment, procedures or training that contributed to the excessive readings if an 
error occurred in the licensee's breakthrough determination; and the information in the telephone report as 
required by paragraph (A) of this rule. 
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The Common Sense Initiative was established by Executive Order 2011-01K and placed 
within the Office of the Lieutenant Governor. Under the CSI Initiative, agencies should 
balance the critical objectives of all regulations with the costs of compliance by the 
regulated parties.  Agencies should promote transparency, consistency, predictability, and 
flexibility in regulatory activities. Agencies should prioritize compliance over punishment, 
and to that end, should utilize plain language in the development of regulations.  

Regulatory Intent 

1. Please briefly describe the draft regulation in plain language.
Please include the key provisions of the regulation as well as any proposed amendments.

These rules contain the requirements to possess and use radioactive material for
medical use in Ohio. These rules establish the specific requirements for medical use of
radioactive material including: definitions; license amendment procedures;
notifications to the department; procedures for administrating radioactive material;
and training of personnel.



These rules are being amended to ensure Ohio rules are compatible with federal 
regulations.  

The following rules were amended as follows: 

3701:1-40-16 Adds reporting requirement for generator breakthrough or 
contamination. 

3701:1-46-43 Clarifies labelling requirements for shipment of radioactive drugs. 

3701:1-58-01 Adds definitions for "Associate Radiation Safety Officer" and 
"Ophthalmic Physicist". 

3701:1-58-07 Clarifies information that must be provided on a radioactive 
material license application. 

3701:1-58-08 Adds requirements for a license amendment prior to allowing a 
Associate Radiation Safety Officer to perform tasks and before a 
licensee receives a sealed source that is a different model than listed 
on a license. 

3701:1-58-09 Adds notification requirement concerning Ophthalmic Physicists 
and certain sealed sources. 

3701:1-58-10 Updates exemptions for broad scope licenses to include Ophthalmic 
Physicists. 

3701:1-58-12 Allows a licensee to appoint multiple Associate Radiation Safety 
Officers. 

3701:1-58-15 Updates information that must be included in written directives for 
brachytherapy treatments. 

3701:1-58-16 Updates information that must be included in procedures for 
brachytherapy treatments. 

3701:1-58-18 Adds training requirements for Associate Radiation Safety Officers. 

3701:1-58-19 Updates training requirements for Authorized Medical Physicists. 

3701:1-58-20 Updates training requirements for Authorized Nuclear Pharmacists. 

3701:1-58-21 Updates training requirements for experienced personnel. 

3701:1-58-26 Clarifies authorization for a licensee to possess certain radioactive 
material. 



3701:1-58-33 Clarifies who can provide an attestation for a radioactive material 
user. 

3701:1-58-35 Adds reporting requirement for generator breakthrough. 

3701:1-58-36 Clarifies who can provide an attestation for a radioactive material 
user. 

3701:1-58-37 Clarifies rule language. 

3701:1-58-40 Clarifies who can provide an attestation for a radioactive material 
user. 

3701:1-58-41 Clarifies who can provide an attestation for a radioactive material 
user. 

3701:1-58-42 Clarifies who can provide an attestation for a radioactive material 
user. 

3701:1-58-43 Clarifies conditions for the use of manual brachytherapy sources. 

3701:1-58-49 Adds requirements for the use of strontium-90 sources in ophthalmic 
treatments. 

3701:1-58-51 Clarifies who can provide an attestation for a radioactive material 
user. 

3701:1-58-52 Clarifies training requirements for the use of strontium-90 sources 
in ophthalmic treatments. 

3701:1-58-53 Clarifies requirements on the use of sealed sources and medical 
devices for diagnosis. 

3701:1-58-54 Allows an authorized user to be added to a licensee if they are listed 
on another radioactive material license with no further review. 

3701:1-58-55 Clarifies requirements on the use of sealed sources and medical 
devices for therapy. 

3701:1-58-58 Updates information that must be included in procedures for certain 
therapy devices. 

3701:1-58-69 Updates the interval between inspections of teletherapy and gamma 
stereotactic units. 

3701:1-58-71 Clarifies who can provide an attestation for a radioactive material 
user. 



3701:1-58-73 Adds retention requirements for documents pertaining to Associate 
Radiation Safety Officers. 

3701:1-58-86 Adds retention requirements for operational and safety instructions 
pertaining to teletherapy and gamma stereotactic units. 

3701:1-58-100 Clarifies what documentation must be retained pertaining to 
inspections of teletherapy and gamma stereotactic units. 

3701:1-58-101 Revises the criteria for medical events. 

3701:1-58-104 Clarifies who can provide an attestation for a radioactive material 
user. 

3701:1-58-105 Adds new rule for reporting of generator breakthrough. 

2. Please list the Ohio statute authorizing the Agency to adopt this regulation.

RC 3748.02 and RC 3748.04

3. Does the regulation implement a federal requirement?   Is the proposed regulation being
adopted or amended to enable the state to obtain or maintain approval to administer and
enforce a federal law or to participate in a federal program?

If yes, please briefly explain the source and substance of the federal requirement. 

Yes.  These rules are similar to federal regulations found in Title 10, Code of Federal 
Regulations, Part 35 (10 CFR 35).   As a condition of the agreement with the U. S. 
Nuclear Regulatory Commission (NRC), under which Ohio became an Agreement State 
and assumed regulatory control of the possession and use of radioactive material in the 
state, Ohio must maintain regulations compatible with applicable federal regulations 
for the use of radioactive materials as specified in Ohio Revised Code Section 3748.03.  

4. If the regulation includes provisions not specifically required by the federal government,
please explain the rationale for exceeding the federal requirement.

These regulations do not exceed federal regulations. 

5. What is the public purpose for this regulation (i.e., why does the Agency feel that there
needs to be any regulation in this area at all)?

These regulations give the requirements for the possession and use of radioactive 
material for medical purposes.  The rules are needed to ensure the safe handling and 
use of radioactive material and to ensure that the radiation dose to workers, the public 
and the environment is kept as low as reasonably achievable. 



6. How will the Agency measure the success of this regulation in terms of outputs and/or
outcomes?

The success of these regulations is measured during inspections of radioactive material 
licensees, which includes observation of licensee operations and performance of surveys 
to evaluate radiation levels and potential exposure to workers and the public.  

Development of the Regulation 

7. Please list the stakeholders included by the Agency in the development or initial review of
the draft regulation.

If applicable, please include the date and medium by which the stakeholders were initially 
contacted. 
The Governor appointed Radiation Advisory Council, required by Revised Code 
3748.20, serves as an influential and active body in advising the Director of Health on 
key radiological issues facing the ODH.

The council provides significant technical input on all radioactive material related 
rulemaking actions proposed by the ODH. Since the council members represent key 
stakeholder groups for radiological issues, ODH receives crucial input from 
stakeholders from the council. This input ensures that proposed rulemaking serves to 
protect workers, the public, and the environment without unduly burdening businesses. 

There is also a public participation process whereby all proposed rules or changes in 
rules are posted on the ODH website for public comment. The council has formed the 
Radioactive Material Committee (RMC) which is comprised of experts in the field of 
radiation safety who represent industrial, academic, medical, research and 
development, and environmental licensees of radioactive materials. 

The draft rules were reviewed by the RMC in a public meeting held on March 12, 2019. 

8. What input was provided by the stakeholders, and how did that input affect the draft
regulation being proposed by the Agency?
The RMC assisted health physics staff in the review of these regulations and approved
the draft rules for public comment at their meeting on March 12, 2019.

9. What scientific data was used to develop the rule or the measurable outcomes of the rule?
How does this data support the regulation being proposed?
As a condition of Ohio maintaining its “Agreement State” status, these regulations are
compatible with federal regulations for the medical use of radioactive material, which
are designed to ensure that radiation exposure to members of the public and the
environment remains less than the prescribed limits.



10. What alternative regulations (or specific provisions within the regulation) did the Agency
consider, and why did it determine that these alternatives were not appropriate?  If none,
why didn’t the Agency consider regulatory alternatives?
Alternative regulations were not considered.  These regulations are required to be
compatible with federal regulations (10 CFR 35) in accordance with the regulatory
agreement between Ohio and the NRC.

11. Did the Agency specifically consider a performance-based regulation? Please explain.
Performance-based regulations define the required outcome, but don’t dictate the process
the regulated stakeholders must use to achieve compliance.

These regulations are performance based, which is a requirement of the regulatory 
agreement between Ohio and the NRC. They define the acceptable results without 
describing the processes for achieving compliance.    

12. What measures did the Agency take to ensure that this regulation does not duplicate an
existing Ohio regulation?
The Ohio Department of Health (ODH) is designated as Ohio’s radiation control
agency in RC 3748.02 and implements and administers all Ohio regulations
concerning the possession and use of radioactive material.

13. Please describe the Agency’s plan for implementation of the regulation, including any
measures to ensure that the regulation is applied consistently and predictably for the
regulated community.
The regulations are implemented through the licensing and inspection processes of
licensed users of radioactive material.  Radioactive material license reviewers and
inspectors are given extensive training and use appropriate guidance documents to
ensure that regulations are applied consistently and predictably.

Adverse Impact to Business 

14. Provide a summary of the estimated cost of compliance with the rule.  Specifically, please
do the following:

a. Identify the scope of the impacted business community;
There are currently three hundred (300) radioactive material licensees in Ohio that 
are affected by these regulations. 

b. Identify the nature of the adverse impact (e.g., license fees, fines, employer time for
compliance); and

Potential impacts on affected licensees include payment of license fees, developing 
quality assurance programs and procedures and time needed for the licensee to 
conduct oversight for safe handling and medical use of radioactive material. 



c. Quantify the expected adverse impact from the regulation.
The adverse impact can be quantified in terms of dollars, hours to comply, or other
factors; and may be estimated for the entire regulated population or for a
“representative business.” Please include the source for your information/estimated
impact.

There are currently three hundred (300) radioactive material licensees in Ohio that 
are affected by these regulations. 
Most of the amendments in this package will provide flexibility to the licensees in the 
operation of their radioactive material program. Some amendments in the package 
provide clarity to existing regulations. These amendments will not have a financial 
impact on licensees. The amendments that add reporting and notification 
requirements will have an impact. It is estimated that reporting and notifications will 
take 2 to 4 hours per event at $33.70 per hour*.   

*All figures from United States Department of Labor, Bureau of Labor Statistics,
Occupational Employment and Wages for the State of Ohio, May 2017, using the code
for Nuclear Medicine Technologists (29-2033).

15. Why did the Agency determine that the regulatory intent justifies the adverse impact to the
regulated business community?

The regulations are needed to ensure the safe handling and licensing of radioactive
material and to keep Ohio’s Agreement State program compatible with federal
requirements. Safe and handling of radioactive material is necessary to protect the
public health and the environment from unnecessary radiation exposure.

Regulatory Flexibility 

16. Does the regulation provide any exemptions or alternative means of compliance for small
businesses?  Please explain.

The rules in Chapter 3701:1-58 do not provide exemptions for small businesses;
however, OAC rule 3701:1-38-02(J) provides for reduced license fees for small
businesses.

17. How will the agency apply Ohio Revised Code section 119.14 (waiver of fines and
penalties for paperwork violations and first-time offenders) into implementation of the
regulation?

Chapter 3748 of the Revised Code does not grant the Department of Health statutory
authority to waive fines and penalties.  However, the Department of Health may
utilize settlements facilitated by the Ohio Attorney General’s office to effectuate the
intent of section 119.14 of the Revised Code.  As a matter of course, the Ohio
Department of Health does not assess fines or penalties for paperwork violations.



18. What resources are available to assist small businesses with compliance of the regulation?

Health Physicists at the Ohio Department of Health are available to provide technical
advice to licensees.
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