SUBMIT ORIGINAL AND ONE (1) COPY OF REQUEST FOR ADVERTISEMENT APPROVAL AND PROPOSED ADVERTISEMENT

Montefiore Medical Center 

Institutional Review Board

REQUEST FOR ADVERTISEMENT APPROVAL

See attached Policy and Compensation Schedule

	Protocol: IRB #:                          Date:      

 FORMTEXT 
     

	Check one:      FORMCHECKBOX 
 New Advertisement         FORMCHECKBOX 
 Revised Advertisement*

*For a revised advertisement, attach the approved and revised advertisement.

	Principal Investigator:        

	Office Phone:                    E-Mail:               Pager:                Fax:      

	Individual Completing Form: 

	Last Name:
	     
	First Name:
	     
	Pager:      

	Office Phone:
	     
	Fax #:
	     
	E-Mail Address:
	     

	

	Title of Protocol:          



	Description of advertisement:      

	Does the advertisement include the following items:

	1.  The name, address and telephone # of the investigator (or contact person) and the institution(s) conducting the research
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	2.   Condition under study and/or purpose of the research
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	3.   Inclusion/exclusion criteria in summary form 
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	4.   A brief list of procedures involved 
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	5.  Time or other commitment required (number of visits, total duration including follow-up visits, etc.) 
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	6.   Compensation/Reimbursement 
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	7.   Location of research and contact person for further information 
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	8.   A statement indicating the project is research 
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	Type of advertisement being submitted (check al that apply):

Specify WWW address and/or name(s) or the newspapers and/or publications you plan to publish the attached ad.

 FORMCHECKBOX 
 Bulletin board posting            FORMCHECKBOX 
 World Wide Web (Address: ______)     FORMCHECKBOX 
 MontefioreTalk
 FORMCHECKBOX 
 E-mail announcement             FORMCHECKBOX 
 Newspaper ad (Name:________)           FORMCHECKBOX 
 Other (Specify: _____)

 FORMCHECKBOX 
 Radio/TV announcement        FORMCHECKBOX 
 Brochure (Name: ________)

	Be sure to attach a copy of your advertisement!!


For Institutional Review Board use only:    Review Type:        FORMCHECKBOX 
 Expedited               FORMCHECKBOX 
 Full Committee

 Approved: This signifies notification of Institutional Review Board approval of the revision described above.

Note to Institutional Review Board reviewer(s): Please contact the Institutional Review Board office with comments for follow up on other options:

 Not Approved  - Please provide explanation for disapproval: ____________________________

_______________________________________________________________________________

_______________________________________________________________________________ 

Institutional Review Board Reviewer Signature: ______________________ Date: _____

Montefiore Medical Center

Institutional Review Board

Advertisement Policy

APPROVAL OF ADVERTISEMENT
The IRB/CCI, prior to use, must approve any announcement designed to recruit research participants for a particular study.  If available a copy should be submitted to the Committee along with the research protocol.  Otherwise, the advertisement may be submitted at any time prior to use.  The policy conforms to federal guidelines, and compliance is mandatory.  Subsequent to review, the IRB/CCI will provide investigators with a written approval and stamped approved advertisement.

How to Submit

All advertisements, such as: bulletin board postings, newspaper ads, radio announcements, publications, e-mail and world wide web announcements must be submitted to the IRB/CCI with the “Request for Advertisement Approval” form.

General Disclosure

An advertisement or announcement should state its general purpose, for example, whether it is recruiting individuals for a study, offering to provide care for patients, etc.  It should be written in clear, simple English, understandable to lay people.  It should state which hospital or group is conducting the study or offering to provide care.

Specific Disclosure
An advertisement or announcement should specify what type of care is to be provided and at what cost.  If “Free” care is offered, the announcement should state whether all patients are entitled to that care or whether certain eligibility conditions must be met.  Clearly state who is being recruited; e.g., normal  healthy volunteers, or others.  Provide a brief, simple indication of what will be required of subjects.  If remuneration is offered, give actual or at least ball park amounts; e.g. up to….Payment guidelines are listed at the end of this document and are available through the IRB/CCI Administrative offices.
Financial Inducements

An advertisement or announcement must specify precisely what care or service will be provided free of charge.  The announcement may not state a fincancial equivalent of the “free” care provided (as in the example, “$1,000 worth of free medical care”).

Helpful Hints when writing your advertisement

· Clearly state the project is research

· Err on the side of underestimating benefits and overestimating risks

· Do not make claims of safety, equivalence, or superiority

· Avoid phrases like “new treatment,” “new Medicine,” or “new drug.”

· Do not use dollar signs or focus on monetary issues

· Avoid catch phrases such as exciting, fast, cutting-edge, and free

JCC approved - 9/18/02

GUIDELINES FOR THE COMPENSATION OF RESEARCH SUBJECTS
The following guidelines are suggested as compensation for those who volunteer as research subjects. The chief purpose of these guidelines is to avoid excessive payments that might unduly influence subjects to participate, in conformity with Federal regulations that prohibit undue influence in recruiting research subjects.

The pay scales contain two separate categories: (1) an hourly or daily rate of compensation, and (2) a dollar amount that varies according to the type of procedure (time, discomfort, and inconvenience index). The risk level of the project should not be a factor in determining appropriate compensation. The amounts for hourly/daily rates and for each procedure done in the course of a study are added together to arrive at the total. 

Parents (or other caretakers) may be reimbursed for time and inconvenience for assisting in research in which a child is the subject, for example by providing a special diet, helping the child to complete forms, or performing tests at home. Compensation should take into consideration the Outpatient/Inpatient rates.

Minors may be compensated as research subjects with a toy, gift certificate, or cash (given to the parents for use by the child). Although there are no specific guidelines, compensation should be appropriate relative to the child’s age and the requirements of the research protocol.

In addition to the above, compensation to subjects may include reimbursement for actual costs, e.g. travel, baby sitter fees, loss of wages.

The compensation allowed for participation in a study is subject to CCI/IRB approval. Any exception to the maximum amounts in these guidelines must receive full committee review and approval. 

	Outpatient /Inpatient
	$25/hour, 1st four hours
	$15 each additional hour, 

maximum $160 per day

	Escort Fee
	$25 (This fee covers the requirement for adult supervision for children too young to travel for either inpatient or outpatient studies. Volunteers are entitled to standard volunteer fees.)


	 
	Time, Discomfort, and Inconvenience Index
	Maximum Dollar Amount

	Minimal
	Single procedures, such as overnight fasting, 24-hour urine collection, venipuncture,  EEG, evoked potential study, psychologic testing, restricted diet up to 3 days, routine eye or hearing tests, simple x-ray imaging
	$ 25

	Moderate
	Repeated Minimal Index procedures, immunization, skin biopsy, restricted diet for more than three days, IV drug or metabolite administration up to 8 hours, gastric intubation, treadmill testing, simple invasive procedures, MRI without contrast or sedation
	$ 50

	More Than Moderate
	Lumbar puncture, muscle biopsy,  IV testing for more than 8 hours, metabolic diet for more than one week, arterial puncture, complex invasive procedures, MRI with contrast or sedation
	$ 75


PAYMENT MUST BE PRORATED

Revised 5/3/08

Revised 11/23/07, Administrative revision 5/3/08


