Adapted from materials provided by
Frances Jeffries, Ph.D., Consultant, Bridgewater, Mass., to Sinclair Community College




Adapted from materials provided by
Frances Jeffries, Ph.D., Consultant, Bridgewater, Mass., to Sinclair Community College







* Appropriate research design
* Freedom of subjects to withdraw at any time













involving human subjects




e beneficence

* justice




cognitive or emotionally impaired
prisoners







ject manipulability

« language barrier




« employer-employee relationship







various revisions over the years
« Expedited review criteria added November 1998







unethical




“Responsible Conduct of Research”










nsurc or waive immrormed consen

« Conduct continuing review of research




Require protocol modifications

Grant or deny permission to recruit on campus







attitudes




of Central Florida




« Majority of those present must approve




and confidentiality of subjects
* Adequate provisions are made for ongoing

monitoring of subjects’ welfare







e at another institution OR
°* 1n a community setting


































instructional techniques
curricula

classroom management methods




> place subject at risk of criminal or civil liability or

> be damaging to financial standing, employability, or
reputation




except when the investigator does NOT
participate in the activities being observed




of the personally identifiable information be maintained

throughout the research and thereafter




> directly or
> through identifiers linked to the subjects




SErVICE programs of procedures

possible changes in methods or levels of payment for

benefits or services under these programs




by the FDA or approved by the EPA or the USDA




Is not genuine research expected to result in

publication or dissemination







i proviaes specinc wording to










> for subject

> for soclety







. what treatments consist of

. where to obtain further information




1s otherwise entitled







cr consent




rocedures tor orderly termination ot participation
by the subject













questions and reflect







going to ask you to do.”

“What are your concernsr”







> Get parent/guardian permission AND

> Get child’s assent (written or verbal)




UNLESS required by

« governmental regulations

« IRB requirements







convened meeting
* Expediter may recommend convened review










Swca
uncannulated saliva
placenta removed at delivery

amniotic fluid at time of rupture




* sputum collected after saline mist nebulization




- input of significant amounts of energy into the subject

OR

. invasion of the subject’s privacy




herapporiate, given’ the age, egt, and
health of the subject




 diagnosis







e communication
» cultural beliefs or practices
e social behavior




quality assurance










Failure to follow the rules may result in

charges of scientific misconduct!
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