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Innovative Care Guidelines
University of Michigan Health System


I.  PURPOSE AND SCOPE

The purpose of these guidelines is to assist the medical staff in distinguishing between innovative care and research involving human subjects, to support the provision of innovative care on behalf of the University of Michigan Health System (UMHS) while minimizing potential risks to patients and physicians, and to provide a process for appropriate medical staff engagement in the review and documentation of innovative care provided on behalf of UMHS.  

These guidelines are intended to apply to innovative care which involves unusual or entirely novel off label uses of FDA-approved or cleared drugs or devices in medical practice; they do not apply, for example, to common off label use of an FDA-approved drug or device in medical practice.  These guidelines also do not apply to expanded access situations (compassionate use, single-patient emergency and non-emergency use, and treatment use) as defined in the IRBMED Glossary.

II. DEFINITIONS

Innovative Care:  Provision of diagnosis, preventive treatment, or therapy that is designed solely to enhance the well-being of an individual patient, that has a reasonable expectation of success, and that departs significantly from standard or accepted practice.  Innovative Care includes, by way of example, use of a legally marketed drug/device for a new indication for which there is no or extremely limited prior description in the peer-reviewed literature such that it is unclear what likelihood (if at all) use of the drug/device will have the intended effect.  Although a particular treatment may be new to an individual physician, it would not necessarily be deemed innovative care.  An incremental revision of an established procedure that does not present significant risk would not be deemed innovative care.  See Exhibit A, “Frequently Asked Questions,” for examples of types of innovative care.  Throughout this document the terms “proposed treatment” or “proposed activity” are intended to refer to any of the following aspects of innovative care:  diagnosis, preventive treatment, or therapy.

Off Label Use:  A drug or device prescribed for conditions other than those approved or cleared by the FDA. The off-label use of a marketed drug or device in the course of medical practice does not in and of itself constitute innovative care or investigational use, unless that use is part of an experiment or systematic investigation meeting the criteria for human subject research.

Research:  A systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge (45CFR46.102.(d)); usually described in a formal protocol that sets forth an objective and a set of procedures designed to reach that objective.  
III.  PROCESS

The treating physician is responsible for initiating the process to determine whether a planned treatment is considered innovative care, as defined in this document.
1. Prior to initiating the Innovative Care, the physician should initiate a discussion among his or her peers at a staff meeting or case conference, including providers from other services or departments engaged in managing the patient’s current clinical condition.  The discussion should include the clinical service chief.  The following factors should be considered:  
a. the risks and benefits of the proposed treatment; 
b. the applicability of the proposed treatment to the patient’s unique circumstance; 
c. the literature supporting the proposed innovative care approach; 
d. whether an extension of clinical privileges should be requested; 
e. the necessary informed consent elements; 
f. what outcomes would be appropriate for monitoring, including how monitoring will be done and where monitoring records will be maintained; and 
g. whether the proposed treatment should be more appropriately undertaken as a research study.  
The physician will document the outcome of this discussion and consideration of the above factors in the electronic medical record of the patient if the intent is to proceed with the proposed treatment.
2. If the outcome of the peer discussion is uncertain, the physician should request review by the Executive Committee on Clinical Affairs (ECCA) via the service chief or department chair.  Discussion with the Office of the General Counsel (OGC), the UMHS Ethics Committees, IRBMED, or consultation with an external content expert (in accordance with applicable privacy laws and regulations) may be useful in high risk or controversial cases.
3. Once a determination about the proposed treatment has been made, the following actions may be required:
a. The proposed treatment is determined to be Innovative Care, and the care has been determined acceptable to offer to the patient:  
i. The innovative nature of the proposed activity, potential risks, and alternatives will be discussed with the patient, verbal consent obtained.  This discussion must be documented in the electronic medical record.  Where reasonable and practical, an appropriate consent form should be signed.  
In discussing proposed innovative care with patients with limited treatment options, particular care should be taken to ensure that the patient is not unduly influenced to give consent.  Involvement of a neutral third party in the consent process, such as another physician, nurse, social worker, or a representative of one of the UMHS Ethics Committees, should be considered.
If the treating physician has a financial conflict of interest (as defined 
by SPG 201.65-1 and UMHS Policy 01-04-003) related to the proposed innovative treatment, he or she must disclose this relationship prior to the informed consent process and follow applicable policy procedures and any specific conflict of interest management plan.  
ii. The physician or designee, such as a UMHS financial counselor, and patient should discuss the financial and insurance implications of the proposed activity.  The patient may wish to discuss the proposed activity with his or her insurance provider.
iii. Within 30 days of delivered care, progress reports related to the innovative care activity, reports of adverse events, and report of outcomes should be provided to the service chief who reviewed the proposed treatment as outlined in III(1)above.  Innovative Care cases will be tracked by each clinical service/division/department and available upon request.
iv. Reports of serious adverse events should be made to the Office of Clinical Safety via the Patient Safety Report Form (PSR Form) in accordance with UMHHC Policy 03-07-001 Incident Reporting.  FDA guidelines for adverse event reporting may also apply.
v. If the proposed treatment is beyond the scope of the current privileges of the physician, the service chief or department chair must contact the Office of Clinical Affairs to request additional privileges per UMHHC Policy 04-06-053 on Credentialing and Privileging of Medical Staff and Specified Professional Personnel. 
vi. While it may be tempting to move innovative care into the realm of standard practice, careful consideration should be given to evaluation of innovative care in the research setting in order to avoid premature adoption of innovative practices without supporting evidence.
vii. If, after careful review of the innovative care activity and related research, it is determined that the innovative care activity should become standard practice, the provider should contact the Office of Clinical Affairs for consideration of whether a new privilege should be added to the respective privileging document per UMHS Policy 04-06-058 Privilege Requests for Use of New Technology, Techniques, Procedures or Amendments to Current Privileging Documents.
b. The proposed treatment is determined to be research, and the physician must develop a research protocol for submission to the IRB for review and approval before commencing the proposed activity.
c. The risk-benefit ratio does not support proceeding with the proposed treatment, as determined by the peer discussion, ECCA, OGC and/or external content expert.   The service chief will communicate with the physician to advise that the proposed treatment not be undertaken.  ECCA will have the final determination in these cases.
d. The proposed treatment is acceptable, is not considered to be innovative, and therefore requires no further review for implementation.

4.	On occasion, a member of the care team other than the treating physician may have questions about whether a planned treatment is Innovative Care or concerns about the proposed process, including the consenting process.   That individual should bring these Guidelines to the physician’s attention.  If that is not feasible, questions, comments, or concerns should be directed to the service chief, the UMHS Office of Clinical Affairs, or the UMHS Compliance Hotline at http://www.med.umich.edu/compliance/contact.htm.  Persons with good faith concerns should bring their concerns forward without fear of retaliation.  Any actual or perceived retaliation should be reported to the service chief, the UMHS Office of Clinical Affairs, or the UMHS Compliance Hotline

5.	Faculty should note that failure to comply with IRB or FDA rules may result in sanctions as outlined in the Human Research Protection Program (HRPP) Operations Manual.  Failure to meet the responsibilities of the Faculty (including Article II, Sec. 6.A Medical School Faculty Bylaws) may result in corrective action up to and including suspension or termination of employment or privileges.  Corrective actions will be conducted in conformity with the requirements and procedures of the Medical Staff Bylaws Article VII, and Regents’ Bylaw 5.09 as applicable.

IV. EXHIBITS
A. Frequently Asked Questions
B. Informed Consent Template

V.  REFERENCES AND RESOURCES

Medical Staff Bylaws, See Section 2.9-5(m)
http://www.med.umich.edu/mss/pdf/bylaws.pdf

45 CFR 46 Subpart A “The Common Rule”, http://www.hhs.gov/ohrp/sites/default/files/ohrp/policy/ohrpregulations.pdf

The Belmont Report  http://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html#xbound

The HRPP Operations Manual  http://research-compliance.umich.edu/operations-manual-contents-page

IRBMED https://medicine.umich.edu/medschool/research/office-research/institutional-review-boards-irbmed

IRBMED Glossary https://medicine.umich.edu/medschool/research/office-research/institutional-review-boards/guidance/glossary

MedWatch: The FDA Safety Information and Adverse Event Reporting Program.  http://www.fda.gov/Safety/MedWatch/default.htm

UMHHC Policy 04-06-053 
Credentialing and Privileging of Medical Staff and Specified Professional Personnel   http://www.med.umich.edu/i/policies/umh/04-06-053.html

U-M SPG 201.65-1, Conflicts of Interest and Conflicts of Commitment.  http://spg.umich.edu/policy/201.65-1

UMHHC Policy 03-07-001 Incident Reporting.
http://www.med.umich.edu/i/policies/umh/03-07-001.html
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Exhibit A
Frequently Asked Questions

Q.	What are some examples of Innovative Care?
A.	-- Use of FDA approved drugs or FDA cleared devices in a new or novel way, without substantial medical evidence
	-- Use of a new surgical approach, without much prior data
-- Use of a new diagnostic test, which has not been reviewed or approved under the College of American Pathologists Guidelines, or the American College of Radiology Practice Parameters, or other similar professional oversight guidance (may require review by FDA)
	-- Use of a new monitoring technology (may require review by FDA)

Q.	Is an intent to publish important in distinguishing between innovative care and research?
A.	The Office for Human Research Protections (OHRP) has said “the intent to publish is an insufficient criterion for determining whether an activity involves research.”  Planning to publish an account of an activity does not necessarily mean that the project fits the definition of research.  The a priori intention to systematically collect and analyze data derived from the proposed innovative approach used to care for several patients, whether or not publication arises from the analysis, constitutes a research initiative.  Publishing the outcome of an innovative treatment could be important to educate physicians about the impact of the innovation on patient care.  Some journals, however, do mandate IRB review of work to be published.
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Exhibit B
Informed Consent Template
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Request and Consent to

| have spoken with my doctors. They have explained my diagnosis and condition (listed on page 2).
My doctors have recommended the procedure listed on page 2 to diagnose or treat my condition. They have

explained the POTENTIAL BENEFITS of this procedure. They also have explained the RISKS OF REFUSING the
procedure.

4,

10.

1.

12.

13.

My doctors have explained the RISKS OF THIS INNOVATIVE CARE, and | understand them. The major risks are
listed on Page 2.

| understand that if | am given ANESTHESIA OR SEDATION ANALGESIA there will be other risks. These risks
include severe blood loss, infection, damage to teeth, mouth, throat, or vocal cords, nerve or eye damage, drug
reaction, slowing or stopping of breathing, failure of the anesthetic or sedation analgesia, cardiac arrest. risks
that cannot be predicted, permanent disability or even death. There may be other unknown risks. | understand
these risks and | consent to the use of any anesthetic or sedation analgesia that my doctors or the anesthetists
believe is necessary.

| understand that blood and urine specimens will need to be collected in order to determine my care. If | am a
woman of childbearing age, this will include a pregnancy test unless | initial my refusal on page 2 or | have any
of the following documented in the medical record:

s | am currently pregnant;

+ | have had a prior hysterectomy or had both ovaries removed; or

e | am known to be menopausal

My doctors have explained the ALTERNATIVES to the recommended procedures and their risks. | want to have
the recommended procedures.

| understand that sometimes during a procedure or afterwards (for example if | am in an intensive care unit), my
doctors may decide that RELATED OR ADDITIONAL PROCEDURES are also necessary. | request and
authorize the University of Michigan and the providers responsible for my treatment to perform any necessary
additional procedures.

| DONATE and authorize the University of Michigan to own, use, retain, preserve, manipulate, analyze, or
dispose of any excess tissues, specimens, or parts of organs that are removed from my body during the
procedures described above and are not necessary for my diagnosis or treatment. The University of Michigan
may use or retransfer these items to any entity for any lawful purpose. including education and retrospective
research on anonymous specimens.

| request and authorize the University of Michigan and any doctors, nurses, medical residents and other
trainees, technicians, assistants or others who may be assigned to my case to participate in my diagnosis and
treatment. | understand that representatives of companies that sell equipment used in my procedures may also
be present and participate. | also understand that the University of Michigan is a teaching institution. Medical and
other students can and do participate in procedures as part of their education. By signing this form, | agree to
allow these students to participate in my procedures. This may include performing exams under anesthesia that
are relevant to my procedures.

| understand that unexpected events may happen before or during a surgery or procedure. This may require
changing the providers originally scheduled to perform or supervise my procedures.

| understand that the practice of medicine, surgery and dentistry is not an exact science. | have been told about
the probability of success of the procedures. NO PROMISES OR GUARANTEES have been made or can be
made to me about the success, outcomes, or side effects of the procedures.

| have been given a chance to ask questions about the procedures and this form and my questions have been
answered.
List any exceptions under the Exceptions section located on page 2.
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NOTE: Image ALL PAGES or send ALL PAGES to Health Information Management — including pages without a signature section
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