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CHEO Research Ethics Board’s

Pediatric Research Blood Volume Draw Guidance
The table below sets out guidance for researchers and REB reviewers for assessing the risk level associated with total research blood volumes (TBV) drawn from children and adolescent research participants. Clinical blood work must always take precedence over research blood work.  When research blood volumes are large, the most responsible physician should ensure that the patient’s clinical needs are met first and foremost.  In addition, the investigators should make every effort to minimize the discomfort associated with blood draws.
· Research blood volumes falling within the limits outlined below may be considered minimal risk.  Additionally, maximal blood draws (5% of TBV monthly) should not occur more than 3 months in a row.   
· Research blood volumes falling above the volume indicated in the table below will be required to undergo Full Board review.  Justification for these research blood volumes should be described in the REB application, and the study protocol.

· Research blood draws in infants with a body weight of less than 7.3 kg (16 lbs) and/or less than 6 months of age will always be reviewed at the Full Board. 
	Maximum Normally Permitted Research Blood Draw Volumes 

	Body Weight (Kg)
	Body Weight (lbs)
	Total blood volume (mL)
	Maximum allowable volume (mL) in one blood draw                                                       (= 2.5% of TBV)
	Maximum allowable volume (mL) drawn over a 30 day period (= 5% of TBV) for outpatients only

	3
	6.6
	240
	6
	12

	4
	8.8
	320
	8
	16

	5
	11
	400
	10
	20

	6
	13.2
	480
	12
	24

	7
	15.4
	560
	14
	28

	8
	17.6
	640
	16
	32

	9
	19.8
	720
	18
	36

	10
	22
	800
	20
	40

	11-15
	24-33
	880-1200
	22-30
	44-60

	16-20
	35-44
	1280-1600
	32-40
	64-80

	21-25
	46-55
	1680-2000
	42-50
	64-100

	26-30
	57-66
	2080-2400
	52-60
	104-120

	31-35
	68-77
	2480-2800
	62-70
	124-140

	36-40
	79-88
	2880-3200
	72-80
	144-160

	41-45
	90-99
	3280-3600
	82-90
	164-180

	46-50
	101-110
	3680-4000
	92-100
	184-200

	51-55
	112-121
	4080-4400
	102-110
	204-220

	56+
	123+
	4480+
	112-120
	224-240


References: Based on charts from the Children’s Memorial Research Centre (Chicago, IL) (1) adapted by Rhonda Jack, Ph.D. children’s Hospital and Regional Medical Center Laboratory Seattle WA and used by the Committee on Clinical Investigations, Children’s Hospital in Los Angeles, CA; Baylor College of Medicine, Dallas, TX; Cincinnati Children’s Hospital Institutional Review Board, OH; North Shor long Island Jewish Health System NY; University of California Davis.
1. Howie, SRC. Blood sample volumes in child health research: review of safe limits. Bulletin of the World Health Organization; ID: BLT.10.080010.September 2010. Pg.1-17.
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