York University

Human Participants Review Committee

Submission and Ethics Review Guidelines for Research Involving Invasive Procedures and/or Collection of Human Bodily Fluids
For the purposes of ethics review and approval, researchers conducting research involving invasive procedures - including controlled acts (such as finger pricks, veinopunctures) - and/or the collection of human bodily fluids are required to review and complete the Department of Occupational Health and Safety (DOHS) Health and Safety Checklist (appended to this document) PRIOR TO submitting protocols to either the Advisory Committee on Biological Safety (ACOBS) or Human Participants Review Committee (HPRC) for review.

When submitting your protocol for review, please address the following questions prior to submission:

1. Does your protocol involve the collection of human blood, bodily fluids, and/ or tissue? 

[ ] No

[ ] Yes

If yes, then you must complete the Health & Safety Checklist and attach any relevant documentation.

2. Does your protocol research involve invasive procedures or exposure of volunteers to sources of radiation or radioactivity not normally encountered as a part of everyday living (i.e. venous, arterial, or capillary blood sampling, x-ray, venous or arterial infusions)?

[ ] No

[ ] Yes

If yes, then you must :

(a.) complete the Health & Safety Checklist and attach any relevant documentation

and

(b.) indicate the name of the physician and proof/certification of delegation of the controlled act by same.

NOTE:  Should your research involve the collection of blood/bodily fluids/tissues and/or invasive procedures, the protocol will not be forwarded to the HPRC for review until and unless ACOBS certification has been received and the appropriate relevant documentation as noted above is appended to the protocol.

Additional information:  Research Involving Controlled Acts:
For the purposes of ethics review and approval, researchers conducting research involving controlled acts** (including finger pricks) are required to:

1. Include information on the consent document indicating that a regulated health professional will be administering the procedure and provide the HPRC and ACOBS on the relevant protocol forms with the name and qualifications of the person conducting/administering the controlled act;

or

2. Provide the HPRC and ACOBS with a copy of a signed medical directive whereby the regulated health professional delegates the controlled act to a qualified person and/or persons. The consent document should indicate that the tests are administered by a qualified person to whom the controlled act has been delegated by a regulated health professional

or

3. In the case of finger pricks only, participants may administer the finger prick themselves.  Thus, the consent document must read that participants must prick their own fingers.

**A list of controlled acts and exemptions can be found in sec.27-30 of the Regulated Health Professions Act, 1991 (http://www.e-laws.gov.on.ca) for your reference.

Please note:     ALL CURRENT AND FUTURE research involving controlled acts must be compliant.  If you are currently conducting research involving the use of finger pricks and/or other means of blood collection or any other controlled act, please contact Alison Collins-Mrakas, ORE at extension 55914 or Patricia Yu at extension 55491 for further information and the relevant forms.

