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FDA Homepage

List of approved REMS

- List of LAOS/ERs Required to have a REMS

Questions and Answers: FDA Requires a Risk Evaluation and Mitigation Strategy
(REMS) for Long-Acting and Extended-Release Opioids (April 19, 2011)

Guidance for Industry: Format and Content of Proposed Risk

Evaluation and Mitigation Strategies (REMS), REMS Assessments,

and Proposed REMS Modifications (September 2009)

Questions and Answers on the Federal Register Notice on Drugs and Biological
Products Deemed to Have Risk Evaluation and Mitigation Strategies (June 2009)
Rappaport RA. REMS for Opioid Analgesics: How Did We Get Here?

Where are We Going? FDA meeting of manufacturers of ER opioids,

FDA White Oak Campus, Silver Spring, MD. March 3, 2009

Axelrad JA. Title IX of FDAAA: REMS Authorities.

Meeting with Sponsors Re Opioid REMS, March 3, 2009

Food and Drug Administration Amendments Act (FDAAA) of 2007

Other Federal Bodies
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Drug Enforcement Administration (DEA)
National Institute on Drug Abuse (NIDA)
Substance Abuse and Mental Health Services Administration (SAMHSA)

Other Guidelines and Policy
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Model Policy for the Use of Controlled Substances for the Treatment of Pain
Pain and Policy Studies Group

Medical Societies
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American Academy of Pain Management
American Academy of Pain Medicine

American Chronic Pain Association

American Medical Association

American Pain Foundation

American Pain Society

American Pharmacists Association

American Society of Health System Pharmacists
American Society of Pain Educators

American Society for Pain Management Nursing
Federation of State Medical Boards

International Association for the Study of Pain

Medical Group Management Association
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http://www.readyforrems.com/
http://www.fda.gov/
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm111350.htm
http://www.fda.gov/downloads/drugs/drugsafety/informationbydrugclass/ucm163672.pdf
http://www.fda.gov/downloads/Drugs/DrugSafety/InformationbyDrugClass/UCM163674.pdf
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/FoodandDrugAdministrationAmendmentsActof2007/default.htm
http://www.usdoj.gov/dea
http://www.drugabuse.gov/
http://www.samhsa.gov/
http://www.fsmb.org/pdf/2004_grpol_Controlled_Substances.pdf
http://www.painpolicy.wisc.edu/
http://www.painmed.org/
http://www.theacpa.org/
http://www.ama-assn.org/
http://www.painfoundation.org/
http://www.ampainsoc.org/
http://www.pharmacist.com/
http://www.ashp.org/
http://www.paineducators.org/
http://www.aspmn.org/
http://www.fsmb.org/
http://www.iasp-pain.org/
http://www.mgma.com/
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/FoodandDrugAdministrationAmendmentsActof2007/ucm095439.htm
http://www.fda.gov/Drugs/DrugSafety/InformationbyDrugClass/ucm251735.htm
http://www.fda.gov/Drugs/DrugSafety/InformationbyDrugClass/ucm251752.htm
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM184128.pdf
http://www.aapainmanage.org/

