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Office for Human Research Studies

DANA-FARBER / HARVARD CANCER CENTER

Radiation Safety Protocol Screening Form

	Overview: If radiation is used for research purposes, regulations require the Radiation Safety Committee (RSC) to approve those uses before the protocol can be activated.  This includes diagnostic radiology, nuclear medicine, and radiation therapy.  The information you provide in this form will permit representatives of the RSC to determine whether ionizing radiation is used for research purposes under the scope of the research protocol.  If so, three issues must be addressed:

1. What are the type and number of procedures involving ionizing radiation that will be performed for research purposes?

2. How much radiation dose will the subject receive from these procedures?

3. Is the subject provided adequate information of the radiation risks in the informed consent document, and in a format that is readily understandable to a lay person?

Instructions:  
1. Please refer to Part D for Reference Information about when radiation is considered research.

2. Please complete this form and answer ALL applicable questions.


Part A – Background Information

1. Full Protocol Title:       
2. Protocol version/date:      
3. Please check one:   FORMCHECKBOX 
 Initial submission 
 FORMCHECKBOX 
 Amended submission
4. Indicate which DF/HCC sites will be performing radiological or nuclear medicine procedures:
 FORMCHECKBOX 
  BIDMC
 FORMCHECKBOX 
  BWH
 FORMCHECKBOX 
  CHB
 FORMCHECKBOX 
  DFCI
 FORMCHECKBOX 
  DFCI at Faulkner
 FORMCHECKBOX 
 MGH
 FORMCHECKBOX 
 DF/HCC Affiliates

5. Indicate which DF/HCC sites will be administering radiation therapy:
 FORMCHECKBOX 
 BIDMC
 FORMCHECKBOX 
  BWH
 FORMCHECKBOX 
  CHB
 FORMCHECKBOX 
  DFCI
 FORMCHECKBOX 
  DFCI at Faulkner
 FORMCHECKBOX 
 MGH
 FORMCHECKBOX 
 DF/HCC Affiliates

6. Subject Population:
 FORMCHECKBOX 
  Pediatric: Age:       
 FORMCHECKBOX 
 Adult: Age:       
Part B – Use of Ionizing Radiation

1. a.
Are all radiopharmaceuticals used in this protocol FDA approved?
 FORMCHECKBOX 
  Yes (skip to question 2)

 FORMCHECKBOX 
  No
b.
If the radiopharmaceutical is not FDA approved, is it covered by an IND?  (If “yes”, please provide documentation of the approved IND; if "no", then approval by RDRC is required.)
 FORMCHECKBOX 
  Yes



 FORMCHECKBOX 
  No 
2.  a.
Please list each type of radiological or nuclear medicine procedure using ionizing radiation that a patient of this disease type NOT enrolled on this protocol would receive as standard of care.  (see Part D No. 3 for guidance).
	PROCEDURES

(clinical care)
	TYPE

(anatomy/radiotracer)
	TIMING

(days, weeks, months, years, cycles)
	NUMBER 

(maximum number of scans)

	Example:

CT Scan
	Example:

Chest, abdomen, pelvis
	Example:

Baseline, every 3 months for 2 years
	Example:

3 scans

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


b.
In addition to those listed above, list each type of radiological or nuclear medicine procedure using ionizing radiation that the patient enrolled on this protocol will receive.  (if exactly the same as above, skip to question 3).  
PLEASE NOTE:  Investigational cardiotoxic drugs requiring MUGA scans are considered a research use unless the patient would receive them outside of this protocol.  
	PROCEDURES

(research)
	TYPE

(anatomy/radiotracer)
	TIMING

(days, weeks, months, years, cycles)
	NUMBER 

(maximum number of scans)

	Example:
MUGA
	Example:


	Example:

Baseline, every 16 weeks 
	Example:

3 scans

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


c.
Indicate which DF/HCC sites will be performing the above research procedures:

 FORMCHECKBOX 
  BIDMC
 FORMCHECKBOX 
  BWH
 FORMCHECKBOX 
  CHB
 FORMCHECKBOX 
  DFCI
 FORMCHECKBOX 
  DFCI at Faulkner
 FORMCHECKBOX 
 MGH

 FORMCHECKBOX 
 DFCI Affiliates:        (specify name) 
3. a.   Please select and describe any research procedures involving radiation therapy, i.e. above and beyond standard clinical care (see Part D No. 1 & 2 below for guidance):

 FORMCHECKBOX 
  radiotherapy machine (external beam (RT, IMRT) proton therapy):

 FORMCHECKBOX 
  teletherapy or brachytherapy:      
b.   Indicate which DF/HCC sites will be administering radiation therapy for research purposes:

 FORMCHECKBOX 
  BIDMC
 FORMCHECKBOX 
  BWH
 FORMCHECKBOX 
  CHB
 FORMCHECKBOX 
  DFCI
 FORMCHECKBOX 
  DFCI at Faulkner
 FORMCHECKBOX 
 MGH

 FORMCHECKBOX 
 DFCI Affiliates:        (specify name) 

Additional comments regarding the use of ionizing radiation:       
Part C – Electronic Signatures

 FORMCHECKBOX 

By checking this box I certify that I have completed this form and the information provided is accurate. I understand that only the specific procedures listed in Part B No. 2b or No. 3 may be performed for research purposes and all other uses of ionizing radiation must be clinically indicated.

Name of Principal Investigator:      

Date:      
Email Address:      
Phone Number:      
Part D – Reference Information

1.
Ionizing Radiation in Standard Clinical Care:

a. Any clinically indicated procedures performed as part of standard patient care that would still be performed, even if the patient were not enrolled in the research study.
Examples include.

· CT scan or 18 FDG PET scan performed for clinical staging of approved indication.

· Chest X-ray for clinical evaluation.

· Bone densitometry for clinical evaluation.

· CT-guided biopsy performed for clinical diagnosis.

· Standard radiation therapy procedures for cancer treatment.

2.
Ionizing Radiation for Research Purposes:
a. Any experimental procedures that are not accepted as standard clinical care.  

Examples include:

· PET or nuclear medicine imaging using a radiopharmaceutical that is not FDA-approved such as [18 F]thymidine (18 FLT).

· Experimental radiation therapy procedures that are not standard clinical procedures for cancer treatment.

· Novel or “off-label” therapeutic administrations not approved by the FDA.    
b. Any standard procedures that are only performed to obtain additional information because the patient is enrolled in the research study.

Examples include:

· Standard tumor assessments using CT performed at more frequent intervals, such as following every cycle of chemotherapy or to confirm a previously documented response.

· MUGA scans performed to evaluate the cardiac safety of a novel chemotherapy agent. 

· Research protocol for early screening of breast cancer using mammography.

c. Any procedures using ionizing radiation that are performed on healthy volunteers.

Examples include:

· Evaluation of dosimetry and/or biodistribution of novel radiotracers in normal subjects.

· Imaging healthy volunteers as control subjects for research protocols.
d. Any procedures using ionizing radiation that are performed on subjects enrolled on the placebo arm of a protocol beyond standard of care.   
3.
Glossary of Procedures using Ionizing Radiation:

a.
Radiographic Procedures: X-ray, X-ray Computed Tomography (CT), CT-guided biopsy, mammography, fluoroscopy, bone densitometry, DEXA.

b.
Nuclear Medicine Modalities:  Planar Scintigraphy (Gamma Camera), Single Photon Emission Computed Tomography (SPECT), Positron Emission Tomography (PET)

c.
Nuclear Medicine Radiotracers/Procedures:  [99mTc]pertechnetate, [99mTc]pertechnetate Meckel’s Diverticulum study, [99mTc]red blood cells (RBC) MUGA or RVG, [99mTc]heat damaged red blood cells (HDRBC), [99mTc]DTPA renal study (glomerular filtration), [99mTc]MAG3 renal study (tubular secretion), [99mTc]Filtered Sulfur Colloid Lymphoscintigraphy, 123I thyroid scan, 131I wholebody thyroid metastases study, [99mTc]sestamibi parathyroid study, [99mTc]Trimethylbromo-IDA hepatobiliary study, 111In Cisternogram, [99mTc]methylene diphosphonate (MDP) bone scan, 133Xe Pulmonary ventilation, 201TI Thallium tumor scan, [111In]pentetreotide (OctreoScan®) neuroendocine tumor – somatostatin receptor study, [99mTc]arcitumomab colorectal cancer – CEA scan, [111In]Capromab Pendetide (ProstaScint) Prostate Cancer Scan, [99mTc]Hynic-rh-Annexin V [18F]FDG PET, 67Ga Gallium scan, [90Y]Ibritumomab tiuxetan (Zevalin) therapy, [18F]NaF PET, 82Rb PET, [18F]FLT PET.

d.
Radiation Therapy Procedures:  external beam radiation therapy (XRT), Intensity-Modulated Radiation Therapy (IMRT), brachytherapy, proton therapy, stereotactic radiation therapy.
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