Research Application Form (Long Form - Diagnostic)

MEDICAL RADIATION PROTECTION COMMITTEE 

DIAGNOSTIC USE OF RADIOACTIVE MATERIALS or RADIATION EXPOSURE

(Use this form for NEW APPLICATIONS involving only DIAGNOSTIC RADIATION PROCEDURES, i.e. NONTHERAPEUTIC)

Revised 1/22/14
All investigators must complete the cover page, Procedures page, and Radiation Risk page. Additional pages may be triggered by check boxes below.  Note required signatures. The principles governing MRPC review and instructions for avoiding problems that may delay approval are addressed on the MRPC Frequently Asked Questions (FAQ) page at http://ehs.research.uiowa.edu/human-use-mrpc-faqs.  For additional information, contact the Radiation Safety Officer (5-8517) or the Environmental Health & Safety Office (5-8501).

	Principal Investigator:  
	Degree:       
	Department:       

	Phone/Pager #:       
	Fax #:       
	Email:       
	Campus address:       

	Contact person:      
	Phone/Pager #:       
	Fax #:       
	Email:       

	Supervising faculty member (if different from above):       

	Co-investigators:       

	Project title:       


     
mrem   Total maximum effective dose equivalent (He) per subject for all research-related radiation procedures (not standard of care clinical procedures) from attached Internal Radiation & External Radiation Forms. 

       Maximum number of human subjects who will be recruited at the University of Iowa and/or VAMC.
       Maximum number of human subjects who will be recruited in this study from all centers

THE FOLLOWING CONDITIONS TRIGGER SPECIFIC ELEMENTS IN MRPC REVIEW.  

Please check all boxes that apply to this study, and complete the indicated pages:

 FORMCHECKBOX 
 Female subjects of child-bearing potential will be recruited as subjects. (If true, complete the Pregnancy Testing Form.)
 FORMCHECKBOX 
 Minors (subjects less than 18 years of age) will be recruited as subjects. 

 FORMCHECKBOX 
 Subjects will be recruited from the Veterans Administration Medical Center (If true, submit a VA Consent Document.) 

 FORMCHECKBOX 
 Subjects will be irradiated by X-rays or other sources external to the body. (If true, attach the External Radiation Form.)

 FORMCHECKBOX 
 Subjects will be irradiated by internal radioactive materials.  (If true, attach the Internal Radiation Form and obtain the signature of a recognized Authorized User who has an appointment in the Departments of Radiology or Radiation Oncology.)
  


The undersigned agrees to assume responsibility for all uses of internal radioactive materials described in this application, including assurance of compliance with pertinent University of Iowa, State, and Federal regulations.

	     
	
	
	
	     
	

	(Print Name of Authorized User)
	
	(Signature of Authorized User)
	
	(date)
	


 FORMCHECKBOX 
 VAMC Facilities will be used for radiation procedures or storage of radioactive materials.

 FORMCHECKBOX 
 Radioactive materials will be stored or used outside the Radiology Departments of  UIHC or VAMC. (If true, attach the


 Radioactive Materials Facilities Form.)
 FORMCHECKBOX 
 External radiation procedures will be performed outside the clinical facilities of the UIHC, College of Dentistry or


 VAMC. (If true, attach the Radiation Facilities Form.)

 FORMCHECKBOX 
 Non-Radiology personnel may be occupationally exposed. (If true, attach the Exposed Personnel Form.)

Principal Investigators: All projects must be under the control of a tenure or clinical track faculty member of the University. 

I understand that I am responsible for this protocol and for assuring compliance with all applicable University of Iowa, State and Federal policies and regulations.



_________________________________________      
        ____________________

   

 Signature of Principal Investigator                      


           date



_________________________________________       
       ____________________



Signature of Supervising Faculty Member 

   

           date         


                           (Required if PI is not a tenure or a clinical track faculty member)
For office use only:




IRB #:




PROCEDURES PAGE

Medical Radiation Protection Committee

This page must be completed for all applications.
Diagnostic Radiation Procedures Table
Item P.1 Use this table to itemize ALL procedures that may expose the subject to radiation in this project.  Please fill this table out completely and accurately to avoid delays in review.  Do not refer the Committee to Hawk IRB, grant text, or sponsor’s protocol.  Completion of this table  is required as a prerequisite to engaging the service of the designated medical physics consultant for the Medical Radiation Protection Committee (mrpc-consultant@uiowa.edu .)

Include all procedures, whether they are performed as clinical standard of care, or for research, assigning them as appropriate to columns 4 and 5.  Note that even standard radiologic procedures are considered research-related procedures for the purpose of MRPC review if they are performed more often than would occur as the clinical standard of care.  Note that any clinical procedures (i.e. those that would be done for clinical reasons, even in the absence of this study) are to be listed here, but they are not to be included or discussed in any other part of this application. Please list each procedure separately.  For example, if a subject will undergo PA and lateral pelvis x-ray exams, enter the PA study on one line and the lateral study on another.   

· In column 4 indicate the number of times the procedure will be performed as a research-related study (i.e. performed because of this project).  

· In column 5 indicate the number of times the procedure will be performed to meet clinical standard of care (i.e. in these instances the procedure would have been performed whether or not the subject was enrolled in this project).  

· In column 6, indicate the maximum number of times the procedure will be performed.  

· The total of columns 4 and 5 should be the same as the number in column 6.   

IF MORE THAN ONE RADIATION PROCEDURE OR DOSE IS INVOLVED, A FLOW CHART MUST ALSO BE ATTACHED.  
An example application complete with a sample table and flow chart are provided at ehs.research.uiowa.edu. 
	1.

Radiation Procedure
	2.

Part of body examined
	3.

Department in which performed
	Number of times
 to be performed:
	Radiation dose equivalent

(mrem)

	
	
	
	4. 
Research-related
	5. Standard of Care
	6.

Total
	7.

Per research-related

exposure
	8.

Total for all research-related exposures

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	Procedural Totals
	     
	     
	     
	NA
	     


PROCEDURES PAGE (continued)

Medical Radiation Protection Committee

This page must be completed for all applications.

Item P.2
Please describe the rationale for the use of research-related radioactivity (PET/nuclear medicine) or ionizing radiation procedures (e.g. X-ray, CT, DEXA) in this project.  Specifically justify each research-related procedure.
     
Item P.3    How will the information from each of the research-related procedures listed above be analyzed?  Please describe the measures to be derived from them and/or identify the investigators who will interpret them.  


     
Item P.4  Please justify the number of subjects who will be exposed to radiation with an included power calculation, biostatistician report, or other quantitative support documentation. 
     
PREGNANCY TESTING FORM

Medical Radiation Protection Committee

Complete this form when subjects include women of child-bearing potential.

Female subjects who are pregnant are to be excluded from research studies involving ionizing radiation. (A possible exception: The research question directly involves the fetus.)  

Women of childbearing potential may receive radiation or radioisotopes for research purposes only if (a) a pregnancy test performed within 24 hours prior to the procedure is negative and (b) the subject confirms that there is no possibility that she became pregnant in the previous 14 days.  A pregnancy test is required prior to each research-related exposure to radiation or radioactivity, and the results must be available before the radiation procedure is performed.  Finally, since standard pregnancy testing cannot reliably exclude pregnancy within 14 days after conception, the subject must also confirm that there is no chance that she may have become pregnant in the previous 14 days.  (Please contact the Committee for instructions if you wish to use serum testing procedures that can detect pregnancy earlier than 14 days post-conception.)

Pregnancy Testing Policy Exception:
Pregnancy testing is not required where fetal exposures are expected to be below 1 mrem. Radiation procedures that would be expected to yield fetal doses less than 1 mrem include dental x-rays, x-rays of the extremities (excluding legs above the knee), and peripheral DEXA bone mineral scans. It is required that the subject be asked whether she has reason to believe she might be pregnant.  Documentation must be kept to demonstrate the question was asked along with the subject’s response. If the subject believes she might be pregnant, a pregnancy test must be administered. If the pregnancy test is positive, the subject is no longer eligible to participate in the research project. 

The MRPC requires the investigator to provide documentation indicating that the total fetal dose for the radiation studies the subject will undergo does not exceed 1 mrem.  It also requires the investigator provide abdominal shielding for all female participants.

Note: The MRPC policy exception does NOT supersede IRB or study sponsor requirements for pregnancy testing of subjects.

Item PT.1 Eligibility of females of childbearing potential.

 FORMCHECKBOX 
   Females of childbearing potential will be eligible as subjects for this study.  If so, see items PT.2 and PT.3 below. 

  FORMCHECKBOX 
  Pregnancy testing not required. The fetal radiation exposure from all research-related radiation procedures is < 1 mrem. 

If so provide estimated fetal dose and see Item PT.2.


Estimated fetal dose from all research-related radiation procedures.        mrem  
Attach fetal dose calculation.
Item PT.2 Consent Document statement
The Consent Document must inform the subject of the pregnancy test and must contain a query regarding the possibility of recent conception.  The required IRB approved pregnancy testing statement shown below is to be included in the consent document if women of childbearing potential are to be recruited as subjects.  Please do NOT alter the wording of this statement without the approval of the Committee.

If the expected fetal radiation dose is estimated to be greater than 1 mrem, use the following pregnancy statement:

Radiation Exposure in Women Capable of Becoming Pregnant

You may not participate in this study if you are pregnant.  If you are capable of becoming pregnant, we will perform a pregnancy test before each exposure to research-related radiation. You must tell us if you may have become pregnant within the previous 14 days because the pregnancy test is unreliable during that time.
If the expected fetal radiation dose is estimated to be less than 1 mrem, use the following pregnancy statement:

Radiation Exposure in Women Capable of Becoming Pregnant (fetal radiation dose < 1 mrem)
You may not participate in this study if you are pregnant.  If you believe you could be pregnant, we will perform a pregnancy test before each exposure to research-related radiation. You must tell us if you may have become pregnant within the previous 14 days because the pregnancy test is unreliable during that time.
Item PT.3  Pregnancy test  
 FORMCHECKBOX 
  Check box to confirm that a urine or serum pregnancy test will be performed within 24 hours prior to each research-related radiation procedure.
INTERNAL RADIATION FORM

Medical Radiation Protection Committee

Complete this form when radioactive materials will be used inside the body.

Item IR.1 Authorized User:  FORMCHECKBOX 
  The Authorized User physician has an appointment in the Department of Radiology or Radiation Oncology.  If not, contact the Environmental Health & Safety Office (5-8501).  The Authorized User signature is to be included on the Cover Page of this application. The application will be returned if the authorized user name and signature are not completed.

Item IR.2 Radioactive Material  (Submit a separate Internal Radiation Form for procedure)
Identify the procedure:        


Identify the radiopharmaceutical:        
Y  FORMCHECKBOX 
 or N  FORMCHECKBOX 
  The radiopharmaceutical is listed in the current edition of the University of Iowa Hospitals and Clinics Formulary and Handbook.  Note: If NO, attach a copy of the manufacturer's package insert; or a copy of its USP drug information and drug standards monographs; or provide a detailed description containing equivalent information for the compounded radiopharmaceutical which includes a complete description of how the radiopharmaceutical will be synthesized.  Documentation must be included that demonstrates chemical purity, radiochemical and radionuclide purity.

	Item IR.3 Administered Dose
	Route of administration:
	     

	
	Administered activity/dose (e.g., mCi/dose):
	     

	
	Number of dose administrations:
	     


Item IR.4 Dosimetry Estimate
Source of radiation dosimetry estimate:

	 FORMCHECKBOX 

	Table 2 (If so, only the Effective Dose Equivalent, He, need be indicated below.) 

	 FORMCHECKBOX 

	Package insert
	
	 FORMCHECKBOX 
 USP DI monograph

	 FORMCHECKBOX 

	Published literature values (Cite reference and include a copy attached to this application.)        

	 FORMCHECKBOX 

	Calculations (Please ATTACH a signed copy of calculations, which includes all relevant assumptions, from either the PI or the designated medical physics consultant who performed the calculations.)


Maximum total Effective Dose Equivalent from all administrations of this agent (He):       mrem  

Item IR.5 Breast-feeding:   
 FORMCHECKBOX 
  Breast-feeding women may be recruited as subjects in this study.  If true, describe instructions and procedures for the protection of the infant. 

     
TABLE 2  
Medical Radiation Protection Committee
DOSIMETRY ESTIMATES FOR COMMON RADIOPHARMACEUTICALS IN ADULTS*
*For pediatric subjects or radiopharmaceuticals not included in TABLE 2, please contact the MRPC’s medical physicist consultant at  mrpc-consultant@uiowa.edu for specific calculations.
Note:  The effective dose equivalent (He) is measured in units of mrem and is similarly calculated by multiplying the value listed in mrem/mCi by the number of mCi administered.
	  Radiopharmaceutical
	Effective Dose 

Equivalent

mrem/mCi

	  O-15 water
	5

	  F-18 fludeoxyglucose FDG
	110

	  F-18 fluorothymidine FLT
	122

	  Ga-67 citrate
	410

	  Tc-99m sodium pertechnetate
	39

	  Tc-99m exametazine (HMPAO)
	51

	  Tc-99m leukocytes
	62

	  Tc-99m macroaggregrated albumin (MAA)
	47

	  Tc-99m mebrofenin
	93

	  Tc-99m medronate (MDP)
	23

	  Tc-99m mertiatide (MAG3)
	44

	  Tc-99m pentetate (DTPA)
	30

	  Tc-99m red blood cells
	27

	  Tc-99m sestamibi
	52

	  Tc-99m succimer (DMSA)
	60

	  Tc-99m sulfur colloid [I.V.]
	50

	  Tc-99m sulfur colloid [P.O.]
	110

	  Tc-99m tetrofosmin
	39

	  In-111 capromab pentetide
	1390

	  In-111 leukocytes
	2400

	  In-111 pentetreotide
	463

	  I-123 sodium iodide [euthyroid]
	11,840

	  I-131 sodium iodide [euthyroid]
	1,333,333

	  I-131 iobenguane (MIBG)
	780

	  Tl-201 thallous Chloride
	1070


RADIOACTIVE MATERIALS FACILITIES FORM (INTERNAL RADIATION)
Medical Radiation Protection Committee

Complete this form ONLY when facilities other than the UIHC or VAMC Nuclear Medicine, or Radiation Oncology departments will be used.
Item RM.1 Location.  Describe the location(s) where the radioactive material(s) will be stored and used.

     
Item RM.2 Materials license.  Under whose license will the radioactive materials be stored and used?

     
Item RM.3 Regulatory compliance.  Provide name and qualifications of person responsible for radiation safety.  

     
Item RM.4 Institutional affiliation.  Describe the facility’s and/or the authorized user’s institutional affiliation with the University.

     
Item RM.5 Dose control.  Describe procedures to prevent accidental overdose or under dose of radiation or radioactive material to the subject.

     
Item RM.6 Radiation Protection.  Describe procedures to protect auxiliary personnel and others from radiation or radioactive material.

     
Item RM.7 Monitoring.  Describe procedures for monitoring ambient radiation levels and radioactive contamination.

     
Item RM.8 Radioactive Waste.  Describe procedures for handling of radioactive waste, including radioactive waste from the subject.

     
EXTERNAL RADIATION FORM
Medical Radiation Protection Committee

Complete this form when radiation sources will be used outside the body.
Item ER.1
Identify the Radiation Procedure:       
(Several procedures may be combined on this page if they are irradiating the same body part (for example, PA and lateral chest films or head CT and skull films). If different procedures expose different body parts, submit separate External Radiation Forms for each procedure.)
Item ER.2
Identify any shielding used to protect the subject, such as a thyroid shield or lead apron across the abdomen. 


     
Item ER.3
Source of radiation dosimetry estimate:
	 FORMCHECKBOX 

	Committee’s estimates from Table 3. (If so, only Effective dose equivalent, He, is to be indicated below.)

	 FORMCHECKBOX 

	Published literature values (Cite reference and include a copy attached to this application.)       

	 FORMCHECKBOX 

	Calculations (Please ATTACH a signed hard copy or emailed documentation of calculations which includes relevant assumptions, from either the PI or medical physics consultant who performed the calculations.)


Item ER.4
Dosimetry estimate:
The effective dose equivalent value listed below should account for the total number of radiation procedures identified in Item ER.1.

Effective dose equivalent: (He)        mrem.  

Item ER.5  
Skin entrance dose: Please list the skin entrance dose ONLY if fluoroscopic procedures are being used, OR if skin entrance dose is anticipated to be greater than 50 rad.

Skin entrance dose       mrad.  

	TABLE 3
Medical Radiation Protection Committee

	DOSIMETRY ESTIMATES FOR COMMON ADULT* RADIOLOGICAL PROCEDURES
*For pediatric subjects or radiological procedures not listed in TABLE 3, please contact the MRPC’s medical physicist consultant at mrpc-consultant@uiowa.edu for specific calculations.



	X-Ray Procedure
	Effective dose equivalent

(mrem)

	Abdomen
	53

	Abdomen (AP)
	70

	Arm or elbow (per film)
	1

	Barium enema (10 images, 137 sec fluoro)
	700

	Barium followup (4 images, 78 sec fluoro)
	300

	Barium meal (11 images, 121 sec fluoro)
	300

	Barium swallow (24 images, 106 sec fluoro)
	150

	Cervical Spine Series
	27

	Chest (2 films)
	6

	CT head
	180

	Dental or bitewing (per film)
	0.2

	DEXA bone density scan
	1

	Feet or ankles (per film)
	1

	Hands or wrists (per film)
	1

	Intanvenous Pyelogram (6 films)
	250

	Kidneys, ureters, bladder (per film)
	56

	Lumbar Spine AP
	70

	Lumbar Spine Lateral
	30

	Lumbar Spine Series
	180

	Mammogram (2 films both breasts)
	50

	Pelvis or Hips
	83

	Pelvis(AP)
	70

	Skull AP-PA
	3

	Skull Lateral
	1

	Thoracic Spine AP
	40

	Thoracic Spine Lateral
	30

	Thoracic Spine Series
	140


RADIATION FACILITIES FORM (EXTERNAL RADIATION)
Medical Radiation Protection Committee

Complete this form when facilities other than the primary UIHC, College of Dentistry, or VAMC clinical radiation facilities

 are used.  Use a separate form for each different location.

Item RF.1 Location.  Describe the location where the radiation-emitting machine will be stored and used.

     
Item RF.2 Machine control.  Who owns the machine? 

     
Item RF.3 Machine registration.
Y  FORMCHECKBOX 
 or N  FORMCHECKBOX 
 The machine is registered with the State of Iowa, and its operators are certified by the State of Iowa.

Item RF.4 Machine performance.  Provide the name, signature, and qualifications of the individual responsible for all regulatory requirements and radiation safety issues?   

	     
	
	Qualifications:
	     

	(Typed Name Required)
	
	
	     

	
	
	
	     


	
	
	

	(Signature)
	
	Date


Item RF.5 Licensed practitioner (physician) qualifications.   Provide the name, signature, and qualifications of the on-site practitioner responsible for the performance/interpretation of the radiation procedure.

	     
	
	Qualifications:
	     

	(Typed Name Required)
	
	
	     

	
	
	
	     


	
	
	

	(Signature)
	
	Date


Item RF.6 Affiliation.  Describe the facility’s and/or the practitioner’s institutional affiliation with the University.

     
RADIATION RISK PAGE

Medical Radiation Protection Committee

This page must be completed for all applications.

Radiation Risk
The total effective dose equivalent requested on page 1 is the key value for radiation risk assessment and informed consent. The effective dose equivalent is a measure that attempts to quantify the total risk from non-uniform radiation of different organs in the body. It is a risk-weighted average of the various organ doses. Its estimation is complex, and we recommend that you use published or tabulated values or that you consult a medical physicist for a specialized calculation.  Completion of the diagnostic radiation procedures table in Item P.1 of this application is required as a prerequisite to engaging the consultant’s services.  The current designated medical physics consultant for the Medical Radiation Protection Committee may be contacted at 

mrpc-consultant@uiowa.edu .  In the Consent Document the radiation risk should be discussed either in terms of a comparison of the total effective dose equivalent with natural background (environmental) radiation rates (300 mrem/year) or with regulatory exposure limits for radiation workers (5000 mrem/year).  Use the environmental comparison for exposures below 500 mrem.

 Item RR.1.  Radiation risk and Disclaimer statements  

 FORMCHECKBOX 
 The Committee requires that the consent document includes radiation risk and disclaimer statements as given below.  Please do not alter the wording of these statements without the approval of the Committee. 

· If the calculated total effective dose equivalent is below 500 mrem, use the following form of radiation risk statement and disclaimer:

“The maximum amount of radiation from the research-related radiation procedures in this study is about equal to the average environmental radiation everyone experiences in (number) (days, months, or years).  Although there are no proven harmful effects from this amount of radiation, long term effects on your health such as cancer cannot be ruled out with certainty.  This dose estimate takes into account only the exposure to research procedures in this project.  If you have participated in other research studies involving radiation exposure, you should be aware that the risk of effects from radiation is believed to increase with each exposure you receive (including studies performed as part of your medical care).”

· If the calculated total effective dose equivalent is more than 500 mrem use the following form of radiation risk statement and disclaimer:

“The maximum amount of radiation from the research-related radiation procedures in this study is equivalent to approximately (fraction or percentage) of the annual radiation limit for a medical worker.  Long term effects on your health such as cancer cannot be ruled out from this amount of radiation.  This dose estimate takes into account only the exposure to research procedures in this project.  If you have participated in other research studies involving radiation exposure, you should be aware that the risk of effects from radiation is believed to increase with each exposure you receive (including studies performed as part of your medical care).”

Failure to include the above language will delay approval of your application.

EXPOSED PERSONNEL FORM

Medical Radiation Protection Committee 

Complete this form when non-Radiology or non-Radiation Oncology university personnel
 will be occupationally exposed to radiation.

Item EP.1 Personnel.  List the names and University ID numbers of all non-Radiology personnel involved in this project who may handle radioactive materials and/or be exposed to radiation. All personnel must be at least 18 years of age.  All individuals must complete a radiation safety training session within the previous 12 months and annually for the duration of the project.  Visit the EHS training website at ehs.research.uiowa.edu  and select the appropriate training course.
	Name
	 University ID number

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


