الســـــــلامة والاستدامة                                                                                                                             لـجنة الأخلاقيـات

Safety and Sustainability                                                                                                                                  Institutional Review Board 

[image: image1.png]AMERICAN
UNIVERSITY
orBEIRUT




Research application form
 To use radiation oN human subjects
	NOtes

	· This form must be completed and submitted, along with any supporting documents, to the Institutional Review Board for any study that involves the injection of unsealed sources of ionizing radiation in a human research subject.

· If assistance is needed in completing this form, contact the Health Physics Services Division of the Safety and Sustainability Unit (SSU) at 2360.




	Part 1 (Applicant Information)

	Principal Investigator:
	Faculty Position: 

	Department/Division: 
	Title:

	Phone/Pager:
	Email:

	Co/Investigator(s):

	Project Title:

	

	

	Expected Start Date:
	Expected Project Duration:


	Part 2 (Purpose of Radiation Use) 

	Only diagnostic radiation will be given to subjects.    [ ] Yes        [ ]  No
The radiation given in this study is:      [ ]  Only related to this study/Not for direct clinical benefit        
                                                               [ ]  Part of the subjects’ routine standard medical care 
                                                               [ ]  Both

Additional information / clarification:

________________________________________________________________________________

_______________________________________________________________________________________________

_______________________________________________________________________________________________________________________



	Part 3 (Radiation Use) 

	A: Radiopharmaceutical Use:
1. Describe each type of radiopharmaceutical and the number of each type of procedure that the human subject(s) will undergo. If various subject groups receive different exposures, provide detailed information for each group.  For each procedure, provide the Whole Body dose. Use additional sheets when needed.
Radioisotope & Chemical Form

Route of Administration

Activity per Administration (mCi)

Number of Administrations 

Effective Dose Equivalent
(mSv / mRem)
2. Differentiating between procedures done only for the purpose of the study and those that were to be done for standard routine care:
If the procedures listed above are different (in nature or frequency) from those normally used in standard clinical care, list the procedures normally used in standard clinical care:

Radioisotope & Chemical Form

Route of Administration

Activity per Administration (mCi)

Number of Administrations 

Effective Dose Equivalent
(mSv / mRem)

B: X-Ray Use:
1. Describe each type of X-Ray radiation procedure (e.g. AP chest x-ray, DEXA scan, etc.) and the number of each type of procedure or film that the human subject(s) will undergo. If various subject groups receive different exposures, provide detailed information for each group.  For each procedure, provide the effective dose equivalent or effective dose in mrem, refer to Appendix A for typical doses.  Use additional sheets when needed. If the radiological procedure included in your research is not listed in Appendix A, the doses used in the table below shall be supported by documents from reliable sources. 

Radiation Procedure

Number of procedures

Effective Dose Equivalent
(mSv / mRem)

2. Differentiating between procedures done only for the purpose of the study and those that were to be done for standard routine care:
If the procedures listed above are different (in nature or frequency) from those normally used in standard clinical care, describe the procedures normally used in standard clinical care:

Radiation Procedure

Number of procedures

Effective Dose Equivalent
(mSv / mRem)


Location where the radiation use will take place:     [ ] AUB        [ ] Other: ____________________

N.B. Studies  will be submitted for RLSC’ reviews and approvals only when the use of radiation is done entirely inside AUB premises.




	Part 4 (Study population) 

	Are Minors included?                [ ] YES               [ ] NO
If yes, explain the need to include minors:____________________________________________


	Are women of child bearing potential included?        [ ] Yes       [ ] No
If yes:

a. Explain how non-pregnancy will be assured:

b. The Last Menstrual Period date shall be recorded and the patient must be carefully interviewed to assess the likelihood of pregnancy. Whenever possible, the radiological examination of the lower abdomen and pelvis should be confined to the 10 day interval following the onset of menstruation. 

c. The Consent Form must contain the following statements:  

     “You may not participate in this study if you are pregnant. If you are capable of becoming pregnant, a pregnancy test will be performed before you are exposed to any radiation. You must tell us if you may have become pregnant within the previous 10 days because the test is unreliable during that time” 

"لا يمكنك المشاركة في هذه الدراسة إذا كنت حاملاً. إذا كانت لديك إمكانية للحمل ، سيتم إجراء فحص الحمل                قبل تعرضك لأي أشعة.  يجب عليك إخبارنا عن إمكانية حدوث الحمل في الأيام العشرة السابقة لفحص الحمل نظراً        
لأن نتيجة الفحص في هذه الفترة تكون غير دقيقة."
N.B. IRB may propose additional risk information to this statement when needed.


	Part 5 (radiation risk statement)

	A radiation risk statement must be included in the Consent Form.  The statement shall be approved by the University Radiation Safety Officer and shall correlate the total radiation received by the subject to the average annual dose that a person receives annually due to environmental radiation.
The statements shall also include the following sentences:  “Although there are no proven harmful effects from radiation levels the patients will be exposed to during this study, long term effects on his/her health cannot be ruled out with certainty.”
"بالرغم من عدم وجود دلائل على تأثيرات صحية سلبية للجرعة الإشعاعية التي سيتعرض لها المرضى خلال     الدراسة، إلا أنّ التأثيرات الصحية على المدى البعيد لا يمكن استبعادها بشكل مؤكد." 
N.B.   RLSC may suggest other risk statement when the risk is higher.
Institutional Research Board (IRB) may propose additional risk information to this statement  when needed. 



	Part 6 (Signatures) 

	I, the Principal Investigator, understand that I am responsible for this project and I agree to abide            by the Radiation and Laser Safety Regulations as stipulated by the University Radiation Safety Regulations and I confirm that the information filled above are correct.
Signature of Principal Investigator: _________________________
Date: _________________




Radiation and Laser Safety Committee Evaluation
	Applicant Information

	Principal Investigator:
	Faculty Position: 

	Department/Division: 
	Title:

	Phone/Pager:
	Email:

	RLSC Licensed Radiation Authorized User:

	Co/Investigator(s):

	Project Title:

	

	

	Expected Start Date:
	Expected Project Duration:


	For Radiation and laser Safety Committee Use 

	The evaluation of the radiological procedures described in this form will be considered full if issued by the University Radiation Safety Officer after review by the Radiation and Laser Safety Committee.


	The Radiation Safety Officer has reviewed this application.

Comments: ________________________________________________________________________

__________________________________________________________________________________
Signature: _______​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​___________________________________________
Date: _________________



	The Radiation and Laser Safety Committee has reviewed this application.

Comments: ________________________________________________________________________

_________________________________________________________________________________



Appendix A

Typical Doses associated with Radiological Procedures

Use the table below to provide the effective dose equivalent for procedures listed in Part 3.  

You may use the below alphabetically listed average of typical reported values for common adult procedures or other values if obtained from a reliable source, such as from publications (cite reference and provide copy of dosimetry information from the reference).  

Contact the Safety and Sustainabiltiy Unit if you need assistance, ext. 2360/2367.

Reference:  Mettler, FA. et al, Effective Dose in Radiology and Diagnostic Nuclear Medicine: A Catalogue, Radiology, Volume 248, July 2008
	Conventional Radiography

	Procedure
	Effective Dose mSv
	Effective Dose mrem

	Abdomen AP
	0.7
	70

	Cervical Spine
	0.2
	20

	Chest LAT
	0.1
	10

	Chest PA
	0.02
	2

	Dental Panoramic
	0.011
	1.1

	DEXA (without CT)
	0.001
	0.1

	DEXA (With CT)
	0.04
	4

	Hip
	0.7
	70

	Knee
	0.005
	0.5

	Lumbar Spine AP
	0.7
	70

	Lumber Spine LAT
	0.3
	30

	Mammography
	0.4
	40

	Extremities
	0.001
	0.1

	Pelvis AP
	0.6
	60

	Shoulder
	0.01
	1

	Skull AP or PA
	0.03
	3

	Skull LAT
	0.1
	10

	Thoracic Spine AP
	0.4
	40

	Thoracic Spine LAT
	0.3
	30

	Thoracic Spine LSJ
	0.3
	30

	Fluoroscopy

	Procedure
	Effective Dose mSv
	Effective Dose mrem

	Barium Enema
	8
	800

	Barium Swallow
	1.5
	150

	Endoscopic Retrograde Cholangiopancreatography
	4
	400

	Intravenous Urography
	3
	300

	Small Bowel Series
	5
	500

	Upper Gastrointestinal Series
	6
	600

	Interventional Radiology

	Procedure
	Effective Dose mSv
	Effective Dose mrem

	Abdominal Angiography or Aortography
	12
	1200

	Coronary Angiography (Diagnostic)
	7
	700

	Coronary Percuteneous Transluminal Angiography
	15
	1500

	Head and Neck Angiography
	5
	500

	Pelvic Vein Embolization
	60
	6000

	Thoracic Angiography or Pulmonary Artery
	5
	500

	Dental Radiology

	Procedure
	Effective Dose mSv
	Effective Dose mrem

	Cephalometric
	0.017
	1.7

	Dental CT
	0.2
	20

	Intraoral Radiography
	0.005
	0.05

	Panoramic Radiography
	0.01
	1

	Computed Tomography

	Procedure
	Effective Dose mSv
	Effective Dose mrem

	Abdomen CT
	8
	800

	Calcium Scoring
	3
	300

	Chest CT
	7
	700

	Chest for Pulmonary Embolism CT
	15
	1500

	Coronary Angiography CT
	16
	1600

	Head CT
	2
	200

	Neck CT
	3
	300

	Pelvis CT
	6
	600

	Spine CT
	6
	600

	Three-Phase Liver Study
	15
	1500

	Virtual Colonoscopy
	10
	1000

	Nuclear Medicine

	Procedure
	Administered Activity MBq 
	Administered Activity mCi
	Effective Dose mSv
	Effective Dose mrem

	Biliary Tract (99mTc-Disofenin)
	185
	5
	3.1
	310

	Bone Scan (99mTc-MDP)
	1110
	30
	6.3
	630

	Brain and Tumor (18F -FDG)
	740
	20
	14.1
	1410

	Brain (99mTc-ECD-Neurolite)
	740
	20
	5.7
	570

	Brain  (99mTc-HMPAO-Exametazime)
	740
	20
	6.9
	690

	Cardiac (18F-FDG)
	740
	20
	14.1
	1410

	Cardiac Rest-Stress (99mTc-Sestamibi 1 day protocol)
	1100
	30
	9.4
	940

	Cardiac Rest-Stress (99mTc-Sestamibi 2 day protocol)
	1500
	40
	12.8
	1280

	Cardiac Ventriculography (99mTc-labeled RBCs)
	1100
	30
	7.8
	780

	Gallium-67 Citrate
	150
	4
	15
	1500

	Gastrointestinal Bleeding (99mTc-labeled RBCs)
	1100
	30
	7.8
	780

	Gastrointestinal Emptying (99mTc-Labeled Solids)
	14.8
	0.4
	0.4
	40

	Liver-Spleen (99mTc- Sulfur Colloid)
	222
	6
	2.1
	210

	Lung Perfusion (99mTc-MAA)
	185
	5
	2
	200

	Lung Ventilation (99mTc-DTPA)
	1300
	35
	0.2
	20

	Lung Ventilation (Xenon 133)
	740
	20
	0.5
	50

	MUGA Scan
	1100
	30
	7
	700

	Renal (99mTc-DMSA)
	370
	10
	3.3
	330

	Renal (99mTc-DTPA)
	370
	10
	1.8
	180

	Renal (99mTc-MAG3)
	370
	10
	2.6
	260

	Pentreotide (111In)
	222
	6
	12
	1200

	Thyroid Scan (Sodium Iodine 123)
	25
	0.67
	1.9
	190

	Thyroid Scan (99mTc-pertechnetate)
	370
	10
	4.8
	480

	White Blood Cells (99mTc)
	740
	20
	8.1
	810

	White Blood Cells (111In)
	18.5
	0.5
	6.7
	670
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