Policy

Innovative Therapy, Novel Therapy, and “Compassionate” Therapy

Preamble
This policy governs the approval process and circumstances under which innovative, novel and or compassionate therapies may be employed for research purposes at The Hospital for Sick Children (the hospital). 
Definition 
Research
Research is a systematic investigation to establish facts, principles or generalizable knowledge; and uses scientific methods and standardized protocols. 

Standard Therapy

Standard medical and surgical therapies differ from research in terms of intention and means.

Standard therapies are intended to provide a direct health-related benefit to the patient.  They employ standardized medications and interventions that are accepted by the profession locally as safe and effective based on research, experience, and sound expert opinion.

Innovative or Novel Therapy

Innovative therapy (synonymous with novel therapy) refers to new medical and surgical techniques or interventions that have not yet been introduced at the hospital as standard treatment but may have been validated elsewhere
Policy

Use of Innovative therapies

If the intention is strictly therapeutic, innovative interventions may be employed when standard approaches have failed or when no standard treatment is known and there is evidence elsewhere that the novel therapy may have efficacy.  In such cases it may be administered on an emergency basis and attempted with only 1 or 2 patients, often referred to as “compassionate” treatment.  If used for 3 or more patients, it shall become the object of a research protocol and must be submitted for REB approval.

Innovative therapy may also be proposed for the use of an off-label drug, an untested or non-validated drug, or a validated drug for a new indication in which the intent is strictly clinical and without a research component.  In such circumstances, the clinical division or department Chair must give approval for the therapy.  The treating physician may also consult the Chair of the Pharmacy and Therapeutics Committee for objective opinions about the innovative therapy.  
Surgeons who wish to introduce an innovative surgical procedure or medical device for strictly clinical reasons must submit a letter of proposal to the Surgeon-in-chief for approval.  Requests deemed “research” by the Surgeon-in-chief will not be approved by him and will be referred to the REB.
2. Requirement for REB approval

The REB and the REB Chair concern themselves solely with the ethics of research involving human subjects.  With respect to innovative therapy, novel therapy or “compassionate” therapy, the REB Chair has authority to provide a letter of approval in the following circumstances:

· There is a research question or hypothesis associated with the therapy, or

· There is the intention that the therapy will evolve into a full research protocol (e.g. used in 3 or more patients), or

· There is a plan to compile data and to present in a research forum or to publish the results after the therapy is given, or

· A commercial sponsor insists on REB approval prior to releasing the therapeutic product to the treating physician, and/or expects follow-up data and outcomes, or

· The therapy is detailed in a research protocol used elsewhere but not approved here.

A written request specifying the rationale for the proposed therapy and a description of the research component must be submitted to the REB Chair or to the REB office.  Patient’s initials or SickKids ID number must be included.  Patient names should not be included to protect confidentiality.

