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1. Call to Order and Establishment of Quorum 

2. Public Comment for Items Not on the Agenda, Matters for Future Meetings 

The committee may not discuss or take action on any matter raised during the public 
comment section that is not included on this agenda, except to decide to place the 
matter on the agenda of a future meeting.  (Government Code Sections 11125 & 
11125.7(a)) 
 
 

3. Update and Discussion on the Development of a Revised Patient Consultation Survey 
Questionnaire 
 
At the July 2015 Board Meeting, the board reviewed the results of a short questionnaire 
made available to licensees via Survey Monkey regarding patient consultation.  At the 
October 2015 board meeting, President Gutierrez asked the committee to develop a 
broader survey.  

The committee discussed options within the Department of Consumer Affairs, schools of
pharmacies, and associations for the survey to pharmacists.  The committee discussed 
as possible options including UCSB graduate school, Kaiser Family Foundation, and the 
USC School of Business.  The committee determined Dr. Castellblanch to be the point of 
contact for quality control.   

Board staff contacted the following entities to determine interest in working with the 
board on a survey for pharmacists.  The following entities respectfully declined working 
with the board:  UC Davis Graduate School of Management; Kaiser Family Foundation; 
and Sierra Health Foundation.  The board received no response from Philanthropy 
Dignity Health; California State University, Sacramento; and UC Santa Barbara. 

Board staff contacted the Office of Professional Examination Services (OPES), housed 
within Department of Consumer Affairs’ (DCA) Division of Programs and Policy Review.  
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OPES primarily provides professional psychometric expertise in examination 
development and validation services to DCA’s regulatory entities through Intra-Agency 
Contract agreements.  OPES follows the highest professional guidelines and technical 
standards in the industry and is committed to ensuring that examinations and related 
products are psychometrically sound and legally defensible.  

OPES has experience developing and distributing surveys, including analyzing survey 
data.  Specifically, OPES regularly constructs occupational analysis surveys to distribute 
to licensees for gathering critical information about occupations to then be used for 
licensure examination development.  These projects include working with subject 
matter experts to develop the survey content; creating sampling plans; drafting survey 
communications such as introductory letters and follow up reminders; using Survey 
Monkey to distribute surveys; monitoring distribution; analyzing data and responses; 
and, writing reports documenting the survey process and results. 

For the patient consultation survey project, OPES will meet with Board staff no later 
than June 30 to identify expectations, project tasks, potential costs, and to create a 
timeframe for conducting this project.  Further, as part of this project, OPES can provide 
written updates. 

At this meeting, Division of Program & Policy Review Chief Tracy A. Montez, Ph.D., 
Department of Consumer Affairs will be available to address the committee and answer 
questions on how her Division would address and handle the survey.   

 

4. Discussion on Current Patient Consultation Practices and Actions the Board Can Take 
to Educate Consumers and Licensees on Appropriate Patient Consultations  
 
At previous committee meetings the Communication and Public Education Committee 
has discussed the importance of educating consumers and licensees on appropriate 
patient consultations.  At this meeting, the committee will have the opportunity to 
discuss current patient consultation practices.  Additionally, the committee will have the 
opportunity to identify areas where the board can aid to the education of consumers 
and licensees on patient consultation. 
 
 

5. Update on the Redesign of the Board’s Website  
 

Attachment 1 
 
At the April 2016 board meeting, the committee reported the new website design will 
be migrated by the department and should be active approximately 2-4 weeks after 
final migration.  The board began the process of migration the second week of May and 
anticipates completion in early June 2016. 
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Screen shots of the updated board’s home page as well as the landing pages for the 
Consumers, Applicants, Licensees, and About Us tabs are provided in Attachment 1.   At 
the July 2016 board meeting, Webmaster Victor Perez will provide a presentation and 
overview on the updated website.  

 
 

6. Update and Discussion on Prescription Label Translations of Directions for Use 

 
Attachments 2 and 3 

 
a. Update on the Communication Plan 
 
Assembly Bill 1073 was approved by the Governor on October 11, 2015.  The bill 
requires a pharmacist to use professional judgment to provide a patient with directions 
for use of a prescription, consistent with the prescriber’s instructions.    
 
AB 1073 also requires a prescriber to provide translated directions for use, if requested, 
and authorizes the dispenser to use the translations made available on the board’s 
website to comply with the requirement.  Dispensers are not required to provide 
translated directions for use beyond what the board has made available.  However, the 
bill does authorize a dispenser to provide his or her own translated directions for use to 
comply with the requirement.  Veterinarians are exempt from the requirement to 
provide translated directions for use.  The provisions of the bill went into effect on 
January 1, 2016.  A copy of the chaptered bill is included in Attachment 2. 
 
At the January 2016 Communication and Public Education Committee Meeting, the 
committee directed board staff to develop a communication plan and provide an update 
to the committee. 
 
The committee directed board staff to release a public service announcement about the 
change in law immediately.  The public service announcement was released on February 
10, 2016. The release was translated into Chinese, Korean, Vietnamese, Russian and 
Spanish.  Overall the release was sent to over 800 media outlets as indicated below: 

• 499 media outlets received the English and translated press releases 
• 272 media outlets received the Spanish translated press release 
• 33 media outlets received the Chinese translated press release 
• 17 media outlets received the Vietnamese translated press release 
• 12 media outlets received the Korean translated press release 
• 3 media outlets received the Russian translated press release 
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As part of the Communication Plan – Phase I, the information from the press release 
information was added to the board’s website as a new topic on the homepage.  
Additionally, board staff contacted the Department of Consumer Affairs’ (DCA) Public 
Affairs Office for assistance in disseminating the message through DCA’s website, 
Facebook and Twitter account.  The board wrote a newsletter article for the Spring 2016 
edition of the board’s newsletter, The Script. 
 
A copy of the board’s web page, translated press releases, DCA’s webpage search 
function showing “label translations,” DCA’s Facebook post, DCA’s Tweet, and the 
board’s newsletter article are included in Attachment 2. 
 
As part of the Communication Plan – Phase II, board staff recommends the following 
information dissemination regarding the availability of written translations as part of a 
specific Did You Know? Campaign: 

• Flyer/Fact Sheet Development – Develop in concert with the Department of 
Consumer Affairs’ Office of Publications, Design and Editing identifying fact 
sheet and tag line materials translated into the five languages identified in 
the law and post Flyers/Fact sheets on the board’s website. 

• Follow Up Press Release – Reiterate the message through a follow up Press 
Release with Flyer/Fact Sheet directed to audiences of the five languages 
identified in the law. 

  
At this meeting, the committee will have opportunity to discuss future public education 
activities in relation to AB 1073. 
 
b. Proposed Draft Regulation Language for Consideration 
 
The committee also discussed developing draft language for regulations requiring 
pharmacies to post information for consumers regarding the availability of written 
translations.  Board staff drafted language for committee consideration to require the 
Point to Your Language notice include a translated direction for the consumer to ask 
about translations available.  A copy of the proposed draft regulations for committee 
consideration is included in Attachment 3.   
 
 

. Update on Development of FAQs Received From ask.inspector@dca.ca.gov  
 
Currently, the board has available to its licensees the option to call and ask general 
questions to one of the board’s pharmacist inspectors.  This service is available Tuesdays 
and Thursdays from 8:00 am to 4:30 pm.  In addition, licensees may submit an email 
request to a pharmacist inspector at ask.inspector@dca.ca.gov.  Emails are responded 
to during business days.  To ensure that all licensees receive the benefits of service, the 
board is developing an FAQ to be posted on the board’s web site concerning the most 
frequent questions and issues. 

7
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While the questions and answers are not intended as, nor should they be construed to 
be legal advice, the information is intended to provide guidance to the reader on 
relevant legal sections that should be considered when using professional judgment to 
determine an appropriate course of action.  Should a licensee require legal advice or 
detailed research, the licensee is encouraged to contact an attorney or other source.   
 
Board staff is in the process of collecting FAQs to add to the board’s website as a 
reference for licensees. The board will continue to develop and increase the number of 
FAQs, as needed.  An update on the draft FAQs will be provided at the meeting. 
 
 

8. Discussion and Consideration of Naloxone Related Matters 
 

Attachment 4 
 

a. Sample Naloxone Labels 
 
Pursuant to title 16 CCR section 1743.6 (c)(5), the board is required to provide on the 
board’s website sample naloxone labels.  A copy of the sample naloxone labels posted 
on the board’s website is included in Attachment 4. 
 
b. Communication to the California Healing Art Boards Regarding Naloxone 
 
At previous committee meetings, committee members have expressed interested in 
reaching to out to California healing arts boards regarding naloxone access, regulation 
and protocol.  At this meeting, the committee will have the opportunity to discuss 
content and options for reaching out to California healing arts boards about naloxone 
access, regulation and protocol.   
 
c. Need for Naloxone FAQs 
 
At previous committee meetings, committee members have expressed the need for a 
naloxone FAQ.  At this meeting, the committee will have the opportunity to discuss the 
need and content for a naloxone FAQ.   
 
d. Naloxone Fact Sheet for Patients 
 
Pursuant to 16 CCR 1743.6 (c)(5), the board is required approve a fact sheet for 
distribution to the patient by the pharmacists.  The board approved the fact sheet 
entitled “Opioid Safety and How to Use Naloxone:  A Guide for Patients and Caregivers” 
developed by the San Francisco Department of Public Health.  A copy of the board 
approved fact sheet is included in Attachment 4. 
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The fact sheet is in the process of being updated by the San Francisco Department of 
Public Health in collaboration with California Department of Public Health.  Estimated 
completion of the revised fact sheet is approximately July or August 2016 and will be 
brought to the committee when available. 
 
At previous committee meetings, committee members have expressed interest in 
developing a naloxone fact sheet specific for patients.  At this meeting, the committee 
will have the opportunity to discuss development of a naloxone fact sheet specifically 
for patients. 
 
 

9. Update and Discussion on SB 493 Implementation 
 

Attachment 5 
 

a. Immunization Protocol 
 

In July 2015, the board initiated a formal rulemaking to add section 1746.4 to Title 16 
CCR to specify the requirements for a pharmacist to administer vaccinations.  On 
January 19, 2016, following the completion of a 45-day comment period and two 15-day 
comment periods, the board adopted the final regulation text. The final rulemaking file 
was submitted to the Department of Consumer Affairs on January 29, 2016, for final 
review. A copy of the approved regulation language is provided in Attachment 5. 

 
i. Sample Administration Records for Immunizations 

 
Pursuant to the board adopted final text, the board is required to maintain on 
the board’s website an example of an appropriate vaccine administration record. 
 
Board staff identified three sample immunization formats found included in 
Attachment 5: 

• The California Immunization Record (yellow card) - California Department 
of Public Health; 

• The California School Immunization Record - California Department of 
Public Health 

• Immunization and Development Milestones for Your Child from Birth 
Through 6 Years Old - Centers for Disease Control and Prevention  

 
With the assistance of a Supervising Inspector, staff reviewed the sample 
immunization record formats and recommends using the California Department 
of Public Health’s yellow card.  The yellow card is a widely recognized 
immunization record used in California and has space to write in immunizations 
given beyond school age (e.g., HPV, Shingles, etc.). 
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The California School Immunization Record by California Department of Public 
Health and Immunization and Development Milestones for Your Child from Birth 
Through 6 Years Old by Centers for Disease Control and Prevention document 
immunizations required from birth to six years of age, as well as immunizations 
required to start school, but do present limitations. 
 

b. Self-Administered Hormonal Contraception Matters 
 

i. Discussion and Consideration of Developing Referral Lists for Pharmacists to 
Give Patients When Self-Administered Hormonal Contraception is Not 
Furnished 
 
Pursuant to 16 CCR 1746.1 (b)(9), the protocol for pharmacists furnishing 
self-administered hormonal contraception provides if self-administered 
hormonal contraception services are not immediately available or the 
pharmacist declines to furnish pursuant to a conscience clause, the pharmacist 
shall refer the patient to another appropriate health care provider.  The 
pharmacist shall comply with all state mandatory reporting laws, including sexual 
abuse.  
 
At this meeting, the committee will have the opportunity to discuss and consider 
the development of a referral list for pharmacists to provide to patients when 
self-administered hormonal contraception is not furnished to the patient.  
 

ii. Documents Available to Memorialized Prescriptions Furnished by a Pharmacist 
as a Drug Order 
 
Pursuant to 16 CCR 1746.1 (b)(11), the protocol for pharmacists furnishing 
self-administered hormonal contraception provides each self-administered 
hormonal contraception furnished by a pharmacist pursuant to the protocol shall 
be documented in a patient medication record as required by 16 CCR 1717 and 
1707.1.  These records are required to be maintained for a period of at least 
three years from the date of dispense.   
 
A sample document available to memorialize and document prescriptions 
furnished by a pharmacist with a copy of a self-screening questionnaire is 
included in Attachment 5. 
 

c. Nicotine Replacement Therapy Matters 
 

i. Discussion of The DCA Page:  News from the Department of Consumer Affairs 
Blog Article – Pharmacists Can Help You Quit Smoking 
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The DCA Page is the department’s webpage for the latest news.  On March 29, 
2016, The DCA Page featured an article about the nicotine replacement therapy 
regulation included in Attachment 5. 

 
 

10. Discussion on the Development of FAQs for SB 493 Related Items 
 
Senate Bill 493 (c. 469, Hernandez) was enacted in 2013 and established a new license 
for an Advanced Practice Pharmacist (APP).  The board is currently promulgating 
regulations to specify certification program requirements, as well as continuing 
education and other requirements.  The adopted regulations are currently being 
reviewed by the department. 
 
At the April 2016 board meeting, the board requested that the Communication and 
Public Education Committee coordinate the development of a Frequently Asked 
Questions (FAQs) for SB 493 related items.  At this meeting, the committee will have an 
opportunity to discuss the development of the FAQs. 
 
 

11. Update and Discussion on CURES 2.0 and Communication to Licensees 
 

Attachment 6 
 

The Department of Justice (DOJ) recently released a CURES 2.0 registration tip sheet to 
help individuals register or access the system. On April 6, 2016, the board issued a 
subscriber alert announcing the tip sheet as well as a reminder that all pharmacists with 
active California licenses need to be registered to access CURES 2.0 by July 1, 2016.  
Additionally, the DOJ has published on their website publications and training videos to 
assist in the registration process:  http://oag.ca.gov/cures/publications.  A copy of the 
board’s subscriber alert, DOJ’s tip sheet, and a copy of the DOJ CURES 2.0 Publication 
and Training Video landing page can be found in Attachment 6. 
 
In February 2016, the board mailed out a reminder postcard to pharmacists to register 
for CURES 2.0 by July 1, 2016.  Board staff is preparing a final letter to be mailed to 
registered pharmacists who are not registered with CURES 2.0.  Any questions regarding 
these changes should be directed to cures@doj.ca.gov.  At this meeting, the committee 
will have the opportunity to discuss the board’s communication to its licensees about 
the requirement to register for CURES 2.0 by July 1, 2016. 
 
 

http://oag.ca.gov/cures/publications
mailto:cures@doj.ca.gov
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12. Update and Discussion on Resources Available on the Board’s Website 
 

Attachment 7 
 

a. University of California, San Diego (UCSD) on Prescription Drug Abuse 
 
An update will be provided at this meeting.   
 

b. Consumer Reports on Prescription Drug Abuse 
 
The board continues to seek written approval from Consumer Reports to post their 
reports on prescription drug abuse.   
 

c. Drug Diversion Toolkit:  Patient Counseling – A Pharmacist’s Responsibility to 
Ensure Compliance by Centers for Medicare and Medicaid Services (CMS) 

 
The committee will have the opportunity to discuss Drug Diversion Toolkit:  Patient 
Counseling – A Pharmacist’s Responsibility to Ensure Compliance by Centers for 
Medicare and Medicaid Services (CMS).  A copy of Drug Diversion Toolkit:  Patient 
Counseling – A Pharmacist’s Responsibility to Ensure Compliance can be found in 
Attachment 7. 
 
 

13. Discussion and Consideration of the United States Access Board’s Recommendations 
Related to Prescription Labels for Visually-Impaired and Elderly Patients 
 

Attachment 8 
 
As part of the Food and Drug Administration Safety and Innovation Act signed by 
President Obama on July 9, 2012, the Access Board was authorized to convene a stake 
holder working group to develop best practices for making information on prescription 
drug container labels accessible to people who are blind or visually impaired or who are 
elderly.   
 
A copy of the United States Access Board’s Working Group Recommendations entitled 
Best Practices for Making Prescription Drug Container Label Information Accessible to 
Persons Who are Blind or Visually-Impaired or Who are Elderly is provided in 
Attachment 8. 
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14. Discussion on Federal Legislation:  US Senate 524 – Comprehensive Addiction and 
Recovery Act of 2016 
 

Attachment 9 
 
At this meeting the committee will have the opportunity to discuss pending federal 
legislation US Senate 524 known as the Comprehensive Addiction and Recovery Act of 
2016.  As of March 10, 2016, the bill passed the US Senate with an amendment by Yea-
Nay Vote:  94-1.  A copy of US Senate 524 engrossed in Senate can be found in 
Attachment 9. 
 
 

15. Proposal to Develop a Consolidated List of Drug Take Back Locations for the Board’s 
Website 
 
At this meeting, the committee will discuss a proposal for the board to develop a 
consolidated list of drug take back locations to be available on the board’s website. 
 
 

16. Discussion on a Possible Regulatory Change to Require the Collection of Pharmacists’ 
Email Addresses 
 

Attachment 10 
 
Business and Professions Code section 4003 (c) requires the board’s executive officer 
maintain and update records containing the names, titles, qualifications and places of 
business of all persons subject to the Chapter 9.  Further, 16 CCR 1704 requires all 
persons holding a license with the board to file a proper and current residence address 
with the board and to notify the board within 30 days of any and all changes in 
residence.  A copy of the statute and regulation is included in Attachment 10.   
 
At the April 2016 board meeting, the board requested the Communication and Public 
Education Committee discuss the possible requirement to collect pharmacists’ email 
addresses.  Board staff did preliminary research and determined the fields in both the 
board’s applicant and licensing tracking systems can accommodate the field to add the 
email address.   
 
Currently, the board has on record approximately 1,500 emails of the nearly 44,000 
pharmacist licensees.  Updating and filing documentation of the remaining 42,500 email 
addresses represents approximately 3,542 hours of staff work to complete where each 
update takes approximately 5 minutes to complete if unilaterally mandated.  If the 
mandate is phased in over time, assuming equal distribution of the biennial licensure 
renewal across 24 months, the addition of the email would represent approximately 150 
hours of work a month for two years. 
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Additionally, ongoing workload would need to be factored.  Currently, the board 
processes approximately 11,000 – 12,000 change of address requests from licensees 
annually.  Assuming approximately 25% of licensed pharmacists require a change of 
email address each year, this represents approximately 900 additional work hours 
annually. 
 
Currently, section 4013 of the Business and Professions Code requires all board licensed 
facilities to subscribe to the board’s email notification system.  The committee may wish
to consider a like provision for pharmacists licensed by the board.  A copy of Business 
and Professions Code section 4013 included in Attachment 10.  At this meeting, the 
committee will have the opportunity to discuss this issue further. 
 
 

17. Update on The Script Newsletter  
 
The Spring 2016 edition of The Script newsletter was issued May 9, 2016.  Board staff 
has begun writing articles for the Summer 2016 issue of The Script. 
 
 

18. Update on Media Activity  
 
The board’s executive officer (unless otherwise noted) participated in the following 
media interviews and requests for information. 

• Ventura County Star, April 13, 2016:  Tom Kisken, Hormonal contraception 
regulation 

• The Verge, April 13, 2016:  Lindsey Smith, Prescription writing and filling by 
doctors and pharmacists using smart phone applications 

• HECHO EN CALIFORNIA on KIQI 1010 am/San Francisco & KATD 990 
am/Sacramento, April 15, 2016:  Isabel Gutierrez, interview for radio 
program:  Hormonal contraception regulation 

• One Medical Group, May 6, 2016:  Maria Hunt, hormonal contraception 
regulation 

• San Jose Mercury News, May 11, 2016:  Tracy Seipel, End of Life Option 
• KQED, May 13, 2016:  Kelly Dunleavy O’Mara, Self-administered hormonal 

contraception 
 

 
19. Update on Public Outreach Activities Conducted by the Board 
 

A list of major public outreach activities provided by the board’s staff is listed below: 
 

• April 29-30:  Executive Officer Virginia Herold spoke at the CPhA Annual 
Meeting 
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• May 20:  Executive Officer Virginia Herold participated in a DEA Joint 
Presentation at California State University, Sacramento 

 
 

20. Review and Discussion of News or Journal Articles  
Attachment 11 

 
Attachment 11 contains several items of potential issues of interest for this committee. 

 
 

21. Future Meeting Dates 
 

a. September 8, 2016 
b. December 1, 2016 



 
 

Attachment 1 



Redesigned California State Board of Pharmacy Home Page – www.pharmacy.ca.gov 

 

 

 

 



Redesigned Consumers’ Tab Landing Page 

 

  



Redesigned Applicants’ Tab Landing Page 

 

 

  



Redesigned Licensees’ Tab Landing Page 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



Redesigned About Us Tab Landing Page 

 

 



 
 

Attachment 2 



Assembly Bill No. 1073

CHAPTER 784

An act to amend Sections 4076 and 4199 of, and to add Section 4076.6
to, the Business and Professions Code, relating to pharmacy.

[Approved by Governor October 11, 2015. Filed with
Secretary of State October 11, 2015.]

legislative counsel’s digest

AB 1073, Ting. Pharmacy: prescription drug labels.
The Pharmacy Law provides for the licensure and regulation of

pharmacists by the California State Board of Pharmacy. That law requires
a pharmacist to dispense a prescription in a container that, among other
things, is correctly labeled with the directions for use of the drug, and
requires the board to promulgate regulations that require, on or before
January 1, 2011, a standardized, patient-centered, prescription drug label
on all prescription medicine dispensed to patients in California. Existing
regulations of the board implement that requirement, establishing
standardized directions for use to be used when applicable, and requiring
that the board publish on its Internet Web site translation of those directions
for use into at least 5 languages other than English. A violation of that law
is a crime.

This bill would require a pharmacist to use professional judgment to
provide a patient with directions for use of a prescription that enhance the
patient’s understanding of those directions, consistent with the prescriber’s
instructions. The bill would also require a dispenser, excluding a veterinarian,
upon the request of a patient or patient’s representative, to provide translated
directions for use as prescribed. The bill would authorize a dispenser to use
translations made available by the board pursuant to those existing
regulations. The bill would make a dispenser responsible for the accuracy
of English-language directions for use provided to the patient. By imposing
new requirements on dispensers, the violation of which would be a crime,
this bill would impose a state-mandated local program.

The Pharmacy Law also provides for the licensure and regulation of
veterinary food-animal drug retailers by the board. That law subjects to
specific prescription drug labeling requirements any veterinary food-animal
drug dispensed pursuant to a prescription from a licensed veterinarian for
food-producing animals from a veterinary food-animal drug retailer pursuant
to that law.

This bill would also subject any veterinary food-animal drug so dispensed
to the above drug labeling requirements relating to standardized directions
for use.
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The California Constitution requires the state to reimburse local agencies
and school districts for certain costs mandated by the state. Statutory
provisions establish procedures for making that reimbursement.

This bill would provide that no reimbursement is required by this act for
a specified reason.

The people of the State of California do enact as follows:

SECTION 1. Section 4076 of the Business and Professions Code is
amended to read:

4076. (a)  A pharmacist shall not dispense any prescription except in a
container that meets the requirements of state and federal law and is correctly
labeled with all of the following:

(1)  Except when the prescriber or the certified nurse-midwife who
functions pursuant to a standardized procedure or protocol described in
Section 2746.51, the nurse practitioner who functions pursuant to a
standardized procedure described in Section 2836.1 or protocol, the physician
assistant who functions pursuant to Section 3502.1, the naturopathic doctor
who functions pursuant to a standardized procedure or protocol described
in Section 3640.5, or the pharmacist who functions pursuant to a policy,
procedure, or protocol pursuant to Section 4052.1, 4052.2, or 4052.6 orders
otherwise, either the manufacturer’s trade name of the drug or the generic
name and the name of the manufacturer. Commonly used abbreviations
may be used. Preparations containing two or more active ingredients may
be identified by the manufacturer’s trade name or the commonly used name
or the principal active ingredients.

(2)  The directions for the use of the drug.
(3)  The name of the patient or patients.
(4)  The name of the prescriber or, if applicable, the name of the certified

nurse-midwife who functions pursuant to a standardized procedure or
protocol described in Section 2746.51, the nurse practitioner who functions
pursuant to a standardized procedure described in Section 2836.1 or protocol,
the physician assistant who functions pursuant to Section 3502.1, the
naturopathic doctor who functions pursuant to a standardized procedure or
protocol described in Section 3640.5, or the pharmacist who functions
pursuant to a policy, procedure, or protocol pursuant to Section 4052.1,
4052.2, or 4052.6.

(5)  The date of issue.
(6)  The name and address of the pharmacy, and prescription number or

other means of identifying the prescription.
(7)  The strength of the drug or drugs dispensed.
(8)  The quantity of the drug or drugs dispensed.
(9)  The expiration date of the effectiveness of the drug dispensed.
(10)  The condition or purpose for which the drug was prescribed if the

condition or purpose is indicated on the prescription.



(11)  (A)  Commencing January 1, 2006, the physical description of the
dispensed medication, including its color, shape, and any identification code
that appears on the tablets or capsules, except as follows:

(i)  Prescriptions dispensed by a veterinarian.
(ii)  An exemption from the requirements of this paragraph shall be granted

to a new drug for the first 120 days that the drug is on the market and for
the 90 days during which the national reference file has no description on
file.

(iii)  Dispensed medications for which no physical description exists in
any commercially available database.

(B)  This paragraph applies to outpatient pharmacies only.
(C)  The information required by this paragraph may be printed on an

auxiliary label that is affixed to the prescription container.
(D)  This paragraph shall not become operative if the board, prior to

January 1, 2006, adopts regulations that mandate the same labeling
requirements set forth in this paragraph.

(b)  If a pharmacist dispenses a prescribed drug by means of a unit dose
medication system, as defined by administrative regulation, for a patient in
a skilled nursing, intermediate care, or other health care facility, the
requirements of this section will be satisfied if the unit dose medication
system contains the aforementioned information or the information is
otherwise readily available at the time of drug administration.

(c)  If a pharmacist dispenses a dangerous drug or device in a facility
licensed pursuant to Section 1250 of the Health and Safety Code, it is not
necessary to include on individual unit dose containers for a specific patient,
the name of the certified nurse-midwife who functions pursuant to a
standardized procedure or protocol described in Section 2746.51, the nurse
practitioner who functions pursuant to a standardized procedure described
in Section 2836.1 or protocol, the physician assistant who functions pursuant
to Section 3502.1, the naturopathic doctor who functions pursuant to a
standardized procedure or protocol described in Section 3640.5, or the
pharmacist who functions pursuant to a policy, procedure, or protocol
pursuant to Section 4052.1, 4052.2, or 4052.6.

(d)  If a pharmacist dispenses a prescription drug for use in a facility
licensed pursuant to Section 1250 of the Health and Safety Code, it is not
necessary to include the information required in paragraph (11) of
subdivision (a) when the prescription drug is administered to a patient by
a person licensed under the Medical Practice Act (Chapter 5 (commencing
with Section 2000)), the Nursing Practice Act (Chapter 6 (commencing with
Section 2700)), or the Vocational Nursing Practice Act (Chapter 6.5
(commencing with Section 2840)), who is acting within his or her scope of
practice.

(e)  A pharmacist shall use professional judgment to provide a patient
with directions for use that enhance the patient’s understanding of those
directions, consistent with the prescriber’s instructions.

SEC. 2. Section 4076.6 is added to the Business and Professions Code,
to read:
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4076.6. (a)  Upon the request of a patient or patient’s representative, a
dispenser shall provide translated directions for use, which shall be printed
on the prescription container, label, or on a supplemental document. If
translated directions for use appear on a prescription container or label, the
English-language version of the directions for use shall also appear on the
container or label, whenever possible, and may appear on other areas of the
label outside the patient-centered area. When it is not possible for the
English-language directions for use to appear on the container or label, it
shall be provided on a supplemental document.

(b)  A dispenser may use translations made available by the board pursuant
to subdivision (b) of Section 1707.5 of Title 16 of the California Code of
Regulations to comply with this section.

(c)  A dispenser shall not be required to provide translated directions for
use beyond the languages that the board has made available or beyond the
directions that the board has made available in translated form.

(d)  A dispenser may provide his or her own translated directions for use
to comply with the requirements of this section, and nothing in this section
shall be construed to prohibit a dispenser from providing translated directions
for use in languages beyond those that the board has made available or
beyond the directions that the board has made available in translated form.

(e)  A dispenser shall be responsible for the accuracy of the
English-language directions for use provided to the patient. This section
shall not affect a dispenser’s existing responsibility to correctly label a
prescription pursuant to Section 4076.

(f)  For purposes of this section, a dispenser does not include a
veterinarian.

SEC. 3. Section 4199 of the Business and Professions Code is amended
to read:

4199. (a)  Any veterinary food-animal drug dispensed pursuant to a
prescription from a licensed veterinarian for food producing animals from
a veterinary food-animal drug retailer pursuant to this chapter is subject to
the labeling requirements of Sections 4076, 4076.6, and 4077.

(b)  All prescriptions filled by a veterinary food-animal drug retailer shall
be kept on file and maintained for at least three years in accordance with
Section 4333.

SEC. 4. No reimbursement is required by this act pursuant to Section 6
of Article XIII B of the California Constitution because the only costs that
may be incurred by a local agency or school district will be incurred because
this act creates a new crime or infraction, eliminates a crime or infraction,
or changes the penalty for a crime or infraction, within the meaning of
Section 17556 of the Government Code, or changes the definition of a crime
within the meaning of Section 6 of Article XIII B of the California
Constitution.

O
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On February 10, 2016, the board released the press release announcing the new 2016 requirement for prescription labels.  The press
release was translated into Chinese, Korean, Russian, Spanish and Vietnamese.  Copies of the translated press releases are available
below.  The press release was sent to over 800 media outlets including:

499 media outlets received the English and translated press releases (below) 

272 media outlets received the Spanish translated press release

33 media outlets received the Chinese translated press release

17 media outlets received the Vietnamese translated press release

12 media outlets received the Korean translated press release

3 media outlets received the Russian translated press release

NEWS RELEASE 
February 10, 2016
CONTACT: Debbie Damoth
(916) 574-7935
Debbie.Damoth@dca.ca.gov

Translations on Prescription Drug Labels
Patients Can Now Request Translations on the Directions for Use on Certain Prescriptions Labels

Being able to read a prescription label is an essential element of being able to understand how to take medication appropriately. 

In January 2016 new California requirements for prescription labels took effect that establish a mechanism by which patients with limited 
English skills may often obtain translated directions on their prescription container labels or as a supplement to the label. 

This law was sponsored by the California Board of Pharmacy and authored by Assembly Member Ting as AB 1073. 

The law recognizes that many dispensers already provide translations on prescription containers and the enacted legislation allows this 
practice to continue.   This law creates another opportunity for consumers to receive translations.  Consumers interested in receiving such 
translations should request this service from their pharmacy.

In some cases, a translation may not be available for the pharmacy to provide.  In such cases, the board strongly encourages consumers 
to use the free interpreter services available at the pharmacy to ensure they understand how to safely take medications.

Additional information about this new law as well as other changes to pharmacy law can be found on the board’s website via the following 
link - - http://www.pharmacy.ca.gov/laws_regs/new_laws.pdf

Patients Can Now Request Translations on the Directions for Use on Certain 
Prescription Labels

The California Board of Pharmacy protects and promotes the health and safety of California by pursuing the highest quality of pharmacist 
care and the appropriate use of pharmaceuticals through education, communication, licensing, legislation, regulation and enforcement.

###
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Traducción de las etiquetas de medicamentos con receta 
Los pacientes ahora pueden solicitar la traducción de las instrucciones de uso de ciertos  

medicamentos con receta 
 
 
Ser capaz de leer la etiqueta del medicamento es fundamental para poder entender cómo tomarlo de 
manera apropiada.  
 
En enero de 2016 entraron en vigencia en California nuevos requisitos para las etiquetas de 
medicamentos con receta, los cuales establecen un mecanismo por el cual los pacientes con 
conocimientos limitados de inglés podrán por lo general obtener las indicaciones traducidas en las 
etiquetas de los envases de sus medicamentos recetados o como un suplemento a la etiqueta.  
 
Esta ley fue patrocinada por la Junta de Farmacias de California y redactada por el miembro de la 
asamblea Ting como el proyecto de ley AB 1073. 
 
La ley reconoce que muchos expendedores de medicamentos ya ofrecen traducciones en los envases y la 
legislación promulgada permite que esta práctica continúe.   Esta ley crea una nueva oportunidad para 
que los consumidores reciban traducciones.  Los consumidores que estén interesados en recibir este tipo 
de traducciones, deben solicitar este servicio a su farmacia. 
 
En algunos casos, puede que la farmacia no cuente con una traducción disponible para proporcionarle.  En 
tales casos, la junta recomienda encarecidamente a los consumidores que utilicen los servicios de 
interpretación gratuitos disponibles en la farmacia con el fin de garantizar que entiendan cómo tomar los 
medicamentos de forma segura. 
 
Se puede encontrar más información acerca de esta nueva ley, así como de otros cambios en la ley de 
farmacias, en la página web de la junta a través del siguiente enlace: 
http://www.pharmacy.ca.gov/laws_regs/new_laws.pdf 
 
 
La Junta de Farmacias de California protege y promueve la salud y seguridad de California, buscando la 
más alta calidad de atención farmacéutica y el uso adecuado de los productos farmacéuticos a través de la 
educación, comunicación, concesión de licencias, legislación, regulación y aplicación de las normas. 
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1625 N. Market Blvd, N219, Sacramento, CA 95834
Phone: (916) 574-7900 EDMUND G. BROWN JR.
Fax: (916) 574-8618
www.pharmacy.ca.gov

THÔNG CÁO BÁO CHÍ : Debbie Damoth
10 Tháng Hai, 2016 (916) 574-7935

Debbie.Damoth@dca.ca.gov

D ch Thu t Nhãn Thu c Theo Toa
B nh Nhân Gi Có Th Yêu C u B n D ch ng D n S D ng Trên 

Nhãn Thu c Theo Toa Nh nh

Có kh c nhãn thu c theo toa là m t y u t c n thi t có th bi t cách s d ng thu c
thích h p.

Trong t , các u lu t m i có hi u l c t i California i v i nhãn thu c theo toa
giúp thi t l b nh nhân v i k ng Anh h n ch ng có th c
cung c ng d c d ch trên nhãn thu c theo toa ho t b sung trên nhãn.

Lu c b o tr b i H i c California và do Thành viên H ng Ting so n th o
v i tên g i AB 1073.

Lu t này nh n th y nhi u hãng bào ch p b n d ch trên v h p thu c theo toa và lu t
ban hành cho phép vi c th c hành này c ti p t c. Lu t này t i tiêu 
dùng nh n c b n d i tiêu dùng quan tâm n vi c c cung c p b n d ch nên yêu 
c u d ch v này t hi u thu c c a mình.

Trong m t s ng h p, m t b n d ch có th không có s n hi u thu c cung c p. Trong
nh ng ng h y, h ng m nh m khuy i tiêu dùng s d ng các d ch 
v thông d ch mi n phí có s n t i hi u thu m b o hi u rõ cách dùng thu c an toàn.

Thông tin thêm v u lu t m i các i khác v lu t c có th c tìm 
th y trên trang web c a h ng thông qua liên k - -
http://www.pharmacy.ca.gov/laws_regs/new_laws.pdf

H ng c California b o v y s c kh e và s an toàn c a California b ng cách 
i ch ng cao nh t v s c a c và vi c s d c ph m thích h p

thông qua giáo d c, truy n thông, c p phép, pháp lu nh và th c thi.
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Translation on Prescription Drug Labels 
AB 1073 (Ting), Chapter 784, Statutes of 2015 

Bein  able to read a prescription label is an essential element 
of bein  able to understand how to ta e medication appropriatel  

In Januar  2016 new California requirements for prescription 
labels too  effect that establish a mechanism b  which patients 
with limited n lish s ills ma  often obtain translated directions 
on their prescription container labels or as a supplement to the 
label  

This law was authored b  Assembl  ember Tin  as AB 
1073, and amends Business and Professions Code sections 4076 
and 4199, and creates new section 4076 6  The te t of the new 
requirements can be viewed from this lin : 
http://www.pharmacy.ca.gov/publications/labels_info.shtml 

The law reco nizes that man  dispensers alread  provide 
translations on prescription containers  The enacted le islation 
allows this practice to continue  

The requirements of the new law implement the followin  
e  components: 

1. A pharmacist must use professional ud ment when 
selectin  the wordin  of directions that appear on a 
prescription container label in an  lan ua e  

The speci c requirement is: 
4076(e) A pharmacist shall use professional ud ment to 
provide a patient with directions for use that enhance the 
patient s understandin  of those directions, consistent 
with the prescriber s instructions  (Business and 
Professions Code section 4076(e)) 

2. A dispenser must provide translated directions for 
use on a prescription container when requested b  the 
patient or a patient s representative, provided: 

a) The dispenser believes that a standardized 
direction for use (as listed in the board s patient-
centered re ulation) is appropriate for the patient s 
prescribed medication (this list also appears on pa e 
 of this newsletter)  If so the board has translated 

the 1  standardized directions for use into ve 
lan ua es -- Spanish, ietnamese, orean, Russian 
and Chinese  These translation are available 
from: http://www.pharmacy.ca.gov/publications/ 
translations.shtml 

Translations into additional lan ua es or 
translations of additional directions are not required  

b) The dispenser ma  provide his her its own 
translations in place of the translations available 
from the board, 

And 

c) The dispenser is responsible for the accurac  of the 
English directions provided to the patient  

3. The translated direction should, whenever possible, 
appear in the patient-centered area of the prescription 
container or label  hen this occurs the n lish version 
should appear, whenever possible, on the prescription 
container or label in or outside the patient-centered area  

hen the n lish translation cannot be printed on the 
prescription container or label, the n lish translation 
ma  be provided on a supplemental sheet  

A translated direction ma  be provided on a 
supplemental sheet when it cannot be added to the 
prescription container or label  In this case, the label 
shall contain the n lish version of the direction  (Per 
e istin  law, such direction should be in the patient 
centered portion of the container or label ) 

See Translation on Rx Label Page 5 
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Translation on Rx Label 
Continued from Page 4 

Pharmacies ma  use translated directions for use that are available on the board s website when appropriate   The translations 
of certain standardized directions for use are found in Board re ulation 1707 (a)(1) and are available in multiple lan ua es on 
the Board s website at http://www.pharmacy.ca.gov/publications/translations.shtml  The n lish version of the standardized 
directions are: 

(A) Ta e 1 insert appropriate dosa e form  at bedtime 

(B) Ta e 2 insert appropriate dosa e form  at bedtime 

(C) Ta e 3 insert appropriate dosa e form  at bedtime 

(D) Ta e 1 insert appropriate dosa e form  in the mornin  

( ) Ta e 2 insert appropriate dosa e form  in the mornin  

( ) Ta e 3 insert appropriate dosa e form  in the mornin  

( ) Ta e 1 insert appropriate dosa e form  in the mornin , and Ta e 1 insert appropriate dosa e form  at bedtime 

(H) Ta e 2 insert appropriate dosa e form  in the mornin , and Ta e 2 insert appropriate dosa e form  at bedtime 

(I) Ta e 3 insert appropriate dosa e form  in the mornin , and Ta e 3 insert appropriate dosa e form  at bedtime 

(J) Ta e 1 insert appropriate dosa e form  in the mornin , 1 insert appropriate dosa e form  at noon, and I insert appropriate 
dosa e form  in the evenin  

( ) Ta e 2 insert appropriate dosa e form  in the mornin , 2 insert appropriate dosa e form  at noon, and 2 insert  
appropriate dosa e form  in the evenin   

( ) Ta e 3 insert appropriate dosa e form  in the mornin , 3 insert appropriate dosa e form  at noon, and 3 insert  
appropriate dosa e form  in the evenin   

( ) Ta e 1 insert appropriate dosa e form  in the mornin , 1 insert appropriate dosa e form  at noon, 1 insert appropriate 
dosa e form  in the evenin , and 1 insert appropriate dosa e form  at bedtime 

( ) Ta e 2 insert appropriate dosa e form  in the mornin , 2 insert appropriate dosa e form  at noon, 2 insert appropriate 
dosa e form  in the evenin , and 2 insert appropriate dosa e form  at bedtime 

(O) Ta e 3 insert appropriate dosa e form  in the mornin , 3 insert appropriate dosa e form  at noon, 3 insert appropriate 
dosa e form  in the evenin , and 3 insert appropriate dosa e form  at bedtime 
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Proposed Draft Regulations for Consideration - 16 CCR § 1707.6  
 
§ 1707.6. Notice to Consumers. 
(a) In every pharmacy there shall be prominently posted, in a place conspicuous to and readable by a prescription drug 
consumer, a notice containing the text in subdivision (b). Each pharmacy shall use the standardized poster-sized notice 
provided or made available by the board, unless the pharmacy has received prior approval of another format or display 
methodology from the board. The board may delegate authority to a committee or to the Executive Officer to give the 
approval. As an alternative to a printed notice, the pharmacy may also or instead display the notice on a video screen 
located in a place conspicuous to and readable by prescription drug consumers, so long as: (1) The video screen is at 
least 24 inches, measured diagonally; (2) The pharmacy utilizes the video image notice provided by the board; (3) The 
text of the notice remains on the screen for a minimum of 60 seconds; and (4) No more than five minutes elapses 
between displays of any notice on the screen, as measured between the time that a one-screen notice or the final 
screen of a multi-screen notice ceases to display and the time that the first or only page of that notice re-displays. The 
pharmacy may seek approval of another format or display methodology from the board. The board may delegate 
authority to a committee or to the Executive Officer to give the approval. 
(b) The notice shall contain the following text: 
NOTICE TO CONSUMERS 
California law requires a pharmacist to speak with you every time you get a new prescription. 
You have the right to ask for and receive from any pharmacy prescription drug labels in 12-point font. 
Interpreter services are available to you upon request at no cost. 
Before taking your medicine, be sure you know: the name of the medicine and what it does; how and when to take it, for 
how long, and what to do if you miss a dose; possible side effects and what you should do if they occur; whether the 
new medicine will work safely with other medicines or supplements; and what foods, drinks, or activities should be 
avoided while taking the medicine. Ask the pharmacist if you have any questions. 
This pharmacy must provide any medicine or device legally prescribed for you, unless it is not covered by your insurance; 
you are unable to pay the cost of a copayment; or the pharmacist determines doing so would be against the law or 
potentially harmful to health. If a medicine or device is not immediately available, the pharmacy will work with you to 
help you get your medicine or device in a timely manner. 
You may ask this pharmacy for information on drug pricing and of generic drugs. 
(c) Every pharmacy, in a place conspicuous to and readable by a prescription drug consumer, at or adjacent to each 
counter in the pharmacy where dangerous drugs are dispensed or furnished, shall post or provide a notice containing 
the following text: 
Point to your language. Interpreter services will be provided to you upon request at no cost.  Ask about what 
translations for prescription labels may be available. 
This text shall be repeated in at least the following languages: Arabic, Armenian, Cambodian, Cantonese, Farsi, Hmong, 
Korean, Mandarin, Russian, Spanish, Tagalog, and Vietnamese. 
Each pharmacy shall use the standardized notice provided or made available by the board, unless the pharmacy has 
received prior approval of another format or display methodology from the board. The board may delegate authority to 
a committee or to the Executive Officer to give the approval. 
The pharmacy may post this notice in paper form or on a video screen if the posted notice or video screen is positioned 
so that a consumer can easily point to and touch the statement identifying the language in which he or she requests 
assistance. Otherwise, the notice shall be made available on a flyer or handout clearly visible from and kept within easy 
reach of each counter in the pharmacy where dangerous drugs are dispensed or furnished, available at all hours that the 
pharmacy is open. The flyer or handout shall be at least 8 1/2 inches by 11 inches. 
Note: Authority cited: Sections 4005 and 4122, Business and Professions Code. Reference: Sections 733, 4005, 4076.5 
and 4122, Business and Professions Code. 



 
 

Attachment 4
 



 

 

 

 

Sample  

Naloxone  

Labels 

 



Sample Naloxone Labels 

http://www.pharmacy.ca.gov/licensing/naloxone_labels.shtml 

 

 

 



 

 

 

 

Naloxone  

Fact Sheet  
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CALIFORNIA STATE BOARD OF PHARMACY

DEVELOPED BY



 

 

How to identify  
an opioid overdose: 
Look for these common signs: 
•  The person won’t wake up even  

if you shake them or say their name 

•  Breathing slows or even stops 

•  Lips and fingernails turn blue or gray 

•  Skin gets pale, clammy 

In case of overdose:
 

1   Call 911 and give naloxone 
 If no reaction in 3 minutes,  
 give second naloxone dose 

2  Do rescue breathing  
 or chest compressions 
 Follow 911 dispatcher instructions 

3  After naloxone 
 Stay with person for at least  
 3 hours or until help arrives 

How to give naloxone: 
There are 3 ways to give naloxone. Follow the instructions for the type you have. 

Nasal spray naloxone
 

1 Take off yellow caps. 

2 Screw on  
white cone. 

3 Take purple cap off  
capsule of naloxone. 

. 

5 Insert white cone into nostril; 
give a short, strong push .   
on end of capsule to spray  
naloxone into nose:  
ONE HALF OF THE CAPSULE 
INTO EACH NOSTRIL. 

Push to spray. 

6 If no reaction in 3 minutes, give second dose. 

4 Gently screw capsule of 
naloxone into barrel of syringe. 

Injectable naloxone
 

fill to 
1 ml

1 Remove cap from naloxone  
vial and uncover the needle. 

2  Insert needle through rubber 
plug with vial upside down. 
Pull back on plunger and take 
up 1 ml. 

3 Inject 1 ml of naloxone into  
an  upper arm or thigh muscle. 

4  If no reaction in 3 minutes, give second dose.  

Auto-injector 

The naloxone auto-injector is FDA approved  
for use by anyone in the community. It contains  
a speaker that provides instructions to inject 
naloxone into the outer thigh, through clothing  
if needed. 
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Board of Pharmacy Order of Adoption Page 1 of 2 
16 CCR § 1746.4 January 28, 2016 

BOARD OF PHARMACY 
Order of Adoption 

 
Add and Adopt §1746.4, which is new regulation text as follows: 
 
§1746.4 Pharmacists Initiating and Administering Vaccines. 
 
(a) A pharmacist initiating and/or administering vaccines pursuant to section 4052.8 of 

the Business and Professions Code shall follow the requirements specified in 
subdivisions (b) through (f) of this section.  

(b) Training:  A pharmacist who initiates and/or administers any vaccine shall keep 
documentation of: 
(1) Completion of an approved immunization training program, and 
(2) Basic life support certification. 

This documentation shall be kept on site and available for inspection. 
 

(c) Continuing Education: Pharmacists must complete one hour of ongoing continuing 
education focused on immunizations and vaccines from an approved provider once 
every two years.  

(d) Notifications: The pharmacist shall notify the patient’s primary care provider of any 
vaccines administered to the patient, or enter the appropriate information in a patient 
record system shared with the primary care provider, as permitted by the primary 
care provider. Primary care provider notification must take place within 14 days of 
the administration of any vaccine. If the patient does not have a primary care 
provider, or is unable to provide contact information for his or her primary care 
provider, the pharmacist shall advise the patient to consult an appropriate health 
care provider of the patient’s choice. If known, notification to the prenatal care 
provider of immunizations provided to pregnant women must take place within 14 
days of the administration of any vaccine. 

(e) Immunization Registry: A pharmacist shall fully report the information described in 
Section 120440(c) of the Health and Safety Code into one or more state and/or local 
immunization information systems within 14 days of the administration of any 
vaccine. The pharmacist shall inform the patient or the patient’s guardian of 
immunization record sharing preferences, detailed in Section 120440(e) of the 
Health and Safety Code.  

(f) Documentation: For each vaccine administered by a pharmacist, a patient vaccine 
administration record shall be maintained in an automated data processing or 
manual record mode such that the required information under title 42, section 
300aa-25 of the United States Code is readily retrievable during the pharmacy or 
facility’s normal operating hours. A pharmacist shall provide the patient with a 



 
 

Board of Pharmacy Order of Adoption Page 2 of 2 
16 CCR § 1746.4 January 28, 2016 

vaccine administration record, which fully documents the vaccines administered by 
the pharmacist. An example of an appropriate vaccine administration record is 
available on the Board of Pharmacy’s website.  

 
Note: Authority cited: Section 4005, Business and Professions Code.  Reference:  
Sections 4052 and 4052.8, Business and Professions Code.  
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Self-Administered 
Hormonal 

Contraception 

 

Documents Available 
to Memorialize 

Prescriptions Furnished 
by a Pharmacist as a 

Drug Order 



Hormonal Contraceptive Self-Screening Questionnaire 
Name: ________________________________                Date of Birth                                               
Address: ____________________________________    Phone: __________________________ 
Allergies to Medications? □ Yes □ No If yes, list them here:    _______________________________________ 
Are you interested in a starting/changing to a new contraceptive  □ Yes  □ No  □ Maybe 
Do you have a preferred method of birth control that you would like to use?  □ Continue my current method  
□  A pill taken daily    □ A patch changed weekly  □ A vaginal ring changed monthly □ A shot every 3 months 

□ Other Long term method like an IUD or implant □ Not sure  
Do you want your health care provider to receive a notice regarding this visit? □ Yes □ No If yes who:__________ 

1 Do you think you might be pregnant now? Yes □ No□ 
2 What was the first day of your last menstrual period?   /    _/   
3 Have you ever taken birth control pills, or used a birth control patch, ring, or 

shot/injection? 
Yes □ No□ 

Did you ever experience a bad reaction to using hormonal birth control? Yes □ No□ 
- If yes, what kind of reaction occurred? 

Are you currently using any method of birth control including pills, or a birth control 
patch, ring or shot/injection? 

Yes □ No□ 

- If yes, which one do you use? 
4 Have you ever been told by a medical professional not to take hormones? Yes □ No□ 
5 Do you smoke cigarettes? Yes □ No□ 

Medical History: 
 

6 Have you given birth within the past 6 weeks? Yes □ No□ 
7 Are you currently breastfeeding an infant less than 1 month of age? Yes □ No□ 
8 Do you have diabetes? Yes □ No□ 
9 Do you get migraine headaches, or headaches so bad that you feel sick to your  

stomach, you lose the ability to see, it makes it hard to be in light, or it involves  
numbness? 

Yes □ No□ 

10 Do you have high blood pressure, hypertension, or high cholesterol? Yes □ No□ 
11 Have you ever had a heart attack or stroke, or been told you had any heart disease? Yes □ No□ 
12 Have you ever had a blood clot in your leg or lung? 

      
Yes □ No□ 

13 Have you ever been told by a medical professional that you are at a high risk of  
developing a blood clot in your leg or in your lung? 

Yes □ No□ 

14 Have you had recent major surgery or are you planning to have surgery in the next 4 
weeks? 

Yes □ No□ 

15 Have you had bariatric surgery or stomach reduction surgery? Yes □ No□ 
16 Do you have or have you ever had breast cancer? Yes □ No□ 
17 Do you have or have you ever had hepatitis, liver disease, liver cancer, or gall bladder 

disease, or do you have jaundice (yellow skin or eyes)? 
Yes □ No□ 

18 Do you have lupus, rheumatoid arthritis, or any blood disorders? Yes □ No□ 
19 Do you take medication for seizures, tuberculosis (TB), fungal infections, or human 

immunodeficiency virus (HIV)? 
Yes □ No□ 

- If yes, list them here: 

20 Do you have any other medical problems or take any medications, including herbs or 
supplements? 

Yes □ No□ 

- If yes, list them here: 

 
Signature: ___________________________________________________         Date: ____________________________________ 



 

Refer Patient to: 
 

Pharmacy   
use only 

Eligible for pharmacist services BP Reading _/ ______ 

 
Pharmacist Name Pharmacist Signature    
 
Notes: 

Pharmacy 123 
456 Main Street 

My Town, California 
(XXX) 333-4444 

 
Name: _________________________________    Date:___________________ 
 
ADDRESS: _______________________________ 
 
Contraceptive selected: __________________________________________________ 
 
Sig: 
 
 
Refills: 
 
_________________________________ _____________________________________________ 
Furnishing pharmacist printed name  Signature of furnishing pharmacist 
 
NPI number: __________________: 
 



The DCA Page:   

News from the 
Department of 

Consumer Affairs  

Blog Article 

Pharmacists Can Help 
You Quit Smoking 



Pharmacists Can Help You 
Quit Smoking
Posted on March 29, 2016 by DCAStaffWriter

It just got a lot easier to kick the nicotine habit now that products to help you quit 
smoking are available from your local pharmacy without a prescription.

“Quitting smoking is difficult to do, but important to patient health. Pharmacists can now 
offer greater assistance to individuals who have decided to quit smoking,” said Virginia 
Herold, California State Board of Pharmacy executive officer.

Board of Pharmacy regulations went into effect in late January that allow pharmacists to 
furnish smoking cessation products without a prescription.  Before they can provide the 
products, pharmacists are required to complete two hours of approved continuing 
education on nicotine replacement therapy and must then receive ongoing training.

Before dispensing, your pharmacist must ask questions to determine if nicotine 
replacement products are safe for you. Your pharmacist will ask about your current 
tobacco use and attempts to quit; if you’ve suffered a recent heart attack; if you have a 
history of heart problems; if you have frequent chest pain or unstable angina; or if you 
have nasal allergies or have been diagnosed with temporal mandibular joint (TMJ). 
Women will be asked if they are pregnant or plan to become pregnant.

 Follow
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A pharmacist will use his or her professional judgment and the responses to your 
questions to determine whether to furnish the products or refer you to a health care 
professional.

According to the Centers for Disease Control (CDC), in 2014 nearly 17 out of every 100 
Americans – or 40 million people – smoked cigarettes. The CDC says cigarette smoking 
kills 480,000 in the U.S. every year and is the leading cause of preventable disease and 
death. Along with those deaths, more than 16 million Americans live with smoking-
related diseases. Quitting smoking is an important step to improving your health and life 
expectancy.

Pharmacists received authority to provide nicotine replacement products with the 
passage of SB 493 (Hernandez). The Board of Pharmacy and Medical Board of 
California then developed protocols for pharmacists to follow. Ask your pharmacist if he 
or she can work with you to help you kick the smoking habit and start on a path to better 
health.

Click here to view the regulation: 
http://www.pharmacy.ca.gov/laws_regs/1746_2_ooa.pdf.
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This entry was posted in Board of Pharmacy and tagged Board of Pharmacy, nicotine 
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Registration Tips to Successfully Register 

Medical DoctorsMedical Doctors 

Osteopathic DoctorsOsteopathic Doctors 

Podiatric DoctorsPodiatric Doctors 

Nurse Midwives / Nurse PractitionersNurse Midwives / Nurse Practitioners 

Physician AssistantsPhysician Assistants 

License Type
 

Your license type is the letter in front of your license number on your license wallet card.
 

For example, if your wallet card reads G12345,
 
select “Medical Doctor (MD) - Type G” as your license type.
 

License Type
 

Your license type is “Osteopathic Doctor (DO) – Type A.”
 

License Number 

The prefix “20A” reflects your license type.  It is not part of your license number 
and should not be included in the license number field. 

For example, if your wallet card reads 20A1234, 
enter “1234” as your license number. 

License Board
 
Select the ”Board of Podiatric Medicine” as your licensing board,
 

NOT “Medical Board of California.”
 

License Number
 
Make sure to register using your Nurse Midwife Furnishing license number or your Nurse 

Practitioner Furnishing license number and NOT your Registered Nurse license number.
 

The Nurse Midwife Furnishing license or Nurse Practitioner Furnishing license is your 
qualifying license for access to the CURES database. 

License Board 

Select the “Physician Assistant Committee” as your licensing board,
 
NOT “Medical Board of California.”
 



 

 
 

All ApplicantsAll Applicants 

First-Time Login TipsFirst-Time Login Tips 

Social Security Number (SSN) and
 
Individual Tax Identification Number (ITIN)
 

Choose between these options based upon what is on file with your licensing board.
 

To be approved, the information you enter into the CURES online registration
 
form must EXACTLY match records on file with your licensing board.
 

A business ITIN number should never be used,
 
because it will not match records on file for you.
 

Prescriber Name Validation 

For prescribers to be approved, their last name, as entered into the CURES online registration form, 
must match their name on file with the Drug Enforcement Agency. 

Security Questions and Answers
 

Please make a note of your security question answers for later retrieval.
 

The answer CANNOT be part of the question (a word, part of a word, or a single letter.)
 

For example, if the security question contains the word PET, an answer of PET will not be accepted.
 
If the security question contains the word WHERE, an answer of ER will not be accepted.
 

Do not use abbreviations or single letter answers.
 

Reapplying after Denial 

Once denied, applicants must reapply.
 

The CURES program cannot edit information submitted by applicants.
 

Upon receipt of a denial, review your User Registration Confirmation page printout
 
for accuracy and compliance with these tips before reapplying.
 

If the information you entered is correct, contact your licensing board
 
to verify that the date of birth and SSN or ITIN it has on file for you is accurate.
 

Approval/Denial Timeframe 

Applicants should receive an approval or denial within 48 hours. 

If you have not received an email by then, check your spam/junk 
email folder before contacting the CURES program. 

Entering Primary Address 

To enter the address, CLICK THE PENCIL ICON.
 
After inserting address, CLICK THE CHECKMARK to confirm address entry.
 

Entering Phone Type – (Required Field) 

Make sure to select phone type (home, office, or cell.) 



Prescriber and Dispenser Users:

Registration Part 1

Registration Part 2

Patient Activity Report (PAR) Search

Update User Profile

Manage Delegates

Patient Treatment Exclusivity Compact

Peer-to-Peer Communication

All Users:

Log-In and Navigation

Change Password

Forgot Password

Forgot User ID

PUBLICATIONS AND TRAINING VIDEOSPUBLICATIONS AND TRAINING VIDEOS
CURES 2.0 (Controlled Substance Utilization Review and Evaluation System) is a database of Schedule II, III and IV controlled 
substance prescriptions dispensed in California serving the public health, regulatory oversight agencies, and law enforcement. 
CURES 2.0 is committed to the reduction of prescription drug abuse and diversion without affecting legitimate medical practice or 
patient care.

Publications
Annual Report to the California Legislature

CURES 2.0 Annual Grant Report for 2015, pdf

CURES 2.0 Annual Private Donations Report for 2015, pdf

CURES 2.0 User Training Documents

CURES 2.0 Prescriber and Dispenser User Guide, pdf

CURES Registration Instructions for Prescribers and Dispensers, pdf

CURES 2.0 Registration Tips and Tricks, pdf

CURES 2.0 Training Videos

Page 1 of 2Publications and Training Videos | State of California - Department of Justice - Kamala D...

5/11/2016http://oag.ca.gov/cures/publications



Page 2 of 2Publications and Training Videos | State of California - Department of Justice - Kamala D...
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Drug Diversion Toolkit
Patient Counseling—A Pharmacist’s Responsibility to Ensure Compliance
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Content Summary

This booklet educates pharmacy personnel about the requirements surrounding patient counseling 
standards. Pharmacists will understand the Federal requirement under the Omnibus Budget 
Reconciliation Act of 1990 to offer patient counseling to Medicaid patients. Pharmacists will 
understand that laws established by each State may differ and will recognize the importance of 
complying with State regulations. This booklet provides guidance on when counseling may not 
be required as well as alternative methods to offer counseling when a patient is not present in the 
pharmacy or when language barriers exist. Finally, this booklet discusses the provision of written 
materials to supplement patient counseling and the importance of documentation to demonstrate 
compliance with the requirement.
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A patient’s complete understanding of how to use a prescription medication is critical to following medication 
therapy. An effective counseling session between patient and pharmacist ensures that the patient receives essential 
educational information related to the medication and provides an opportunity for the patient to ask questions. 
Not only is patient counseling the right thing to do, it is mandated by law in most States. It is vital to document 
this care provision to validate compliance.

The Omnibus Budget Reconciliation Act
Federal lawmakers enacted Section 4401 of the Omnibus Budget Reconciliation Act of 1990 (OBRA ’90) to ensure 

patients. OBRA ’90 includes three key drug utilization review components that affect pharmacy practice: prospective 
drug utilization review, record-keeping requirements, and a requirement to offer counsel.[1] OBRA ’90 further

patient when he or she accepts the offer to counsel, such as:

• Name of the drug (brand name, generic, or other descriptive information);

• Intended use and expected action;

• Route, dosage form, dosage, and administration schedule;

• Common severe side effects or adverse effects or interactions and therapeutic contraindications that may 
be encountered, including how to avoid them and the action required if they occur;

• Techniques for self-monitoring of drug therapy;

• Proper storage;

• Potential drug-drug interactions or drug-disease contraindications;

• 
• Action to take in the event of a missed dose.[2] 

OBRA ’90 and regulations adopted by Centers for Medicare & Medicaid Services (CMS)[3] require States 
to establish standards regarding implementation of patient counseling requirements to participate in and to receive 
continued Federal funding for State Medicaid programs. Although the original Federal requirements of OBRA ’90 

patient counseling standards of care. For links to State Boards of Pharmacy and their rules and regulations regarding 
patient counseling, refer to http://www.nabp.net/boards-of-pharmacy on the National Association of Boards of 
Pharmacy website.

Counseling When the Patient Is Not Present
When pharmacies deliver or mail prescriptions to patients, they are not exempt from the patient counseling 
provision of care. Pharmacies should establish a process to offer patient counseling services when a patient is not 
present. One method to ensure compliance is to provide printed drug information that includes pharmacy business 
hours as well as a toll-free telephone number for patients to speak with a pharmacist. Mail order pharmacies 
commonly use this method. It is common to require the pharmacy to provide information that includes a toll-free 
phone number on the prescription bottle or label as well as the pharmacy’s business hours. In addition, States may 
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a certain number of days) per week to be compliant.

Depending on local and regional demographics, pharmacies may interact with different degrees of non-English 

Korean, Vietnamese, or Tagalog who spoke English “less than very well” lived in the States of New York, 
California, Texas, and Florida, according to the 2011 language mapper from the U.S. Census Bureau.[4] New York  

or more pharmacies located within New York State and owned by the same corporate entity is required to  

warning labels, and other written materials.[5] It is important to become familiar with the regulations in your  

ensure compliance.

Providing Written Information
Providing written information to a patient as a supplement to oral counseling ensures patient access to important 
medication information after they leave the pharmacy. States may have laws that require pharmacies to provide 

for providing written materials in certain circumstances. More information on the implementation of these 
requirements, including translation of certain materials into other languages, is summarized in a 2010 study by 

California has a number of written materials regulations. One of these regulations requires provision of an 
emergency contraception fact sheet when dispensing emergency contraception to any patient.[7] To accommodate 

languages through the California Board of Pharmacy website for patient distribution.[8] California also requires 
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the provision of culturally sensitive patient information, which is printed in certain languages, to participate in the 
State’s HIV treatment program (Cal. Health & Safety Code Section 125092).[9]

Oral Counseling Exclusions
Circumstances may exist when a State does not require patient counseling or the patient does not desire it. States 
may exempt pharmacists from patient counseling requirements when drugs are dispensed to patients as part of 
institutional care.[10] For example, patient counseling requirements may not apply when a health care professional 
administers the medication to the patient during an inpatient hospital admission, in a long-term care facility, or 
in another institutional setting. In addition, not every patient may want counseling on his or her medication 
therapy. OBRA ’90 mandates that pharmacists make an “offer to counsel;” however, pharmacists are not  
required to provide counseling to a patient (or patient’s caregiver) who refuses the offer.[11] Pharmacists, 
pharmacy interns, and pharmacy technicians should consult their State statutes to determine when oral counseling 
exclusions are applicable.

Comparison of State Requirements
All States require pharmacists to counsel or at least offer to counsel Medicaid patients.[12] Other requirements for 

written, or telephonic interaction; or mail-order or in-store delivery. Rules for documenting patient counseling 
or refusal to accept counseling vary widely as well. Pharmacists, pharmacy interns, and pharmacy technicians 
should consult their State Medicaid agency and Board of Pharmacy to ensure that pharmacy personnel understand 

State pharmacy law, refer to the National Association of Boards of Pharmacy’s (NABP’s) Survey of Pharmacy 
https://www.nabp.net/publications/survey-of-pharmacy-law/ 

on the Internet. 

Documentation Requirements
Documenting that patient counseling was offered and indicating whether it was accepted or declined is critical 

Reduction Act of 2005, says pharmacists are not required to provide documentation of an offer to counsel or of the 
refusal of the patient to accept counseling, but many States require such documentation anyway.[13] The patient 
(or patient caregiver) may simply mark a “yes” or “no” checkbox when the prescription is picked up to satisfy the 
documentation requirement in most instances.

Key Points
Pharmacists, pharmacy interns, and pharmacy technicians should consider the following aspects of patient 
counseling to ensure compliance:

• Understand the patient counseling components of OBRA ’90;

• Be familiar with State patient counseling regulations;

• Establish a process to ensure compliance when the patient is not present in the pharmacy;

• Understand when oral counseling is not required;
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• Provide written materials to supplement oral counseling;

• 
• Comply with State documentation requirements for acceptance or refusal of the counseling offer.

Resources
American Pharmacists Association. http://www.pharmacist.com

American Society of Health-System Pharmacists Guidelines on Pharmacist-Conducted Patient Education and 
Counseling. 

National Association of Boards of Pharmacy. http://nabp.net

Conclusion
Providing quality patient counseling requires much more than having effective communication skills. It entails 
understanding the patient counseling requirements as outlined in OBRA ’90 as well as complying with State-

present or when the patient is non-English speaking, as well as for the provision of written materials to supplement 
oral counseling. Finally, establishing a process to document the acceptance or refusal of the counseling offer 
is critical. If there is no documentation that patient counseling was offered, there is no proof to demonstrate 
compliance with documentation requirements.

To see the electronic version of this booklet and the other products included in the “Drug Diversion” Toolkit, 
visit the Medicaid Program Integrity Education page at https://www.cms.gov/Medicare-Medicaid-Coordination/
Fraud-Prevention/Medicaid-Integrity-Education/edmic-landing.html on the CMS website.

Follow us on Twitter #MedicaidIntegrity
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Disclaimer 
This booklet was current at the time it was published or uploaded onto the web. Medicaid and Medicare policies 
change frequently so links to the source documents have been provided within the document for your reference.

This booklet was prepared as a service to the public and is not intended to grant rights or impose obligations. 
This booklet may contain references or links to statutes, regulations, or other policy materials. The information 
provided is only intended to be a general summary. Use of this material is voluntary. Inclusion of a link does not 

and other interpretive materials for a full and accurate statement of their contents.
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114TH CONGRESS
2D SESSION

S. 524

AN ACT
To authorize the Attorney General to award grants to address the national 

epidemics of prescription opioid abuse and heroin use.

Be it enacted by the Senate and House of Representatives of the 
United States of America in Congress assembled, 

SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

(a) SHORT TITLE.—This Act may be cited as the “Comprehensive 
Addiction and Recovery Act of 2016”.

(b) TABLE OF CONTENTS.—The table of contents for this Act is as 
follows:

Sec. 1. Short title; table of contents.
Sec. 2. Findings.
Sec. 3. Definitions.

TITLE I—PREVENTION AND EDUCATION

Sec. 101. Development of best practices for the prescribing of prescription opioids.
Sec. 102. Awareness campaigns.
Sec. 103. Community-based coalition enhancement grants to address local drug crises.

TITLE II—LAW ENFORCEMENT AND TREATMENT

Sec. 201. Treatment alternative to incarceration programs.
Sec. 202. First responder training for the use of drugs and devices that rapidly reverse the 
effects of opioids.
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Sec. 203. Prescription drug take back expansion.
Sec. 204. Heroin and methamphetamine task forces.

TITLE III—TREATMENT AND RECOVERY

Sec. 301. Evidence-based prescription opioid and heroin treatment and interventions 
demonstration.
Sec. 302. Criminal justice medication assisted treatment and interventions demonstration.
Sec. 303. National youth recovery initiative.
Sec. 304. Building communities of recovery.

TITLE IV—ADDRESSING COLLATERAL CONSEQUENCES

Sec. 401. Correctional education demonstration grant program.
Sec. 402. National Task Force on Recovery and Collateral Consequences.

TITLE V—ADDICTION AND TREATMENT SERVICES FOR WOMEN, FAMILIES, AND 
VETERANS

Sec. 501. Improving treatment for pregnant and postpartum women.
Sec. 502. Report on grants for family-based substance abuse treatment.
Sec. 503. Veterans’ treatment courts.

TITLE VI—INCENTIVIZING STATE COMPREHENSIVE INITIATIVES TO ADDRESS 
PRESCRIPTION OPIOID AND HEROIN ABUSE

Sec. 601. State demonstration grants for comprehensive opioid abuse response.

TITLE VII—MISCELLANEOUS

Sec. 701. GAO report on IMD exclusion.
Sec. 702. Funding.
Sec. 703. Conforming amendments.
Sec. 704. Grant accountability.
Sec. 705. Programs to prevent prescription drug abuse under the Medicare program.

TITLE VIII—TRANSNATIONAL DRUG TRAFFICKING ACT

Sec. 801. Short title.
Sec. 802. Possession, manufacture or distribution for purposes of unlawful importations.
Sec. 803. Trafficking in counterfeit goods or services.

SEC. 2. FINDINGS.

Congress finds the following:
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(1) The abuse of heroin and prescription opioid painkillers is 
having a devastating effect on public health and safety in communities 
across the United States. According to the Centers for Disease Control 
and Prevention, drug overdose deaths now surpass traffic accidents in 
the number of deaths caused by injury in the United States. In 2014, 
an average of more than 120 people in the United States died from 
drug overdoses every day.

(2) According to the National Institute on Drug Abuse 
(commonly known as “NIDA”), the number of prescriptions for 
opioids increased from approximately 76,000,000 in 1991 to nearly 
207,000,000 in 2013, and the United States is the biggest consumer of 
opioids globally, accounting for almost 100 percent of the world total 
for hydrocodone and 81 percent for oxycodone.

(3) Opioid pain relievers are the most widely misused or abused 
controlled prescription drugs (commonly referred to as “CPDs”) and 
are involved in most CPD-related overdose incidents. According to 
the Drug Abuse Warning Network (commonly known as “DAWN”), 
the estimated number of emergency department visits involving 
nonmedical use of prescription opiates or opioids increased by 112 
percent between 2006 and 2010, from 84,671 to 179,787.

(4) The use of heroin in the United States has also spiked sharply 
in recent years. According to the most recent National Survey on Drug 
Use and Health, more than 900,000 people in the United States 
reported using heroin in 2014, nearly a 35 percent increase from the 
previous year. Heroin overdose deaths more than tripled from 2010 to 
2014.

(5) The supply of cheap heroin available in the United States has 
increased dramatically as well, largely due to the activity of Mexican 
drug trafficking organizations. The Drug Enforcement Administration 
(commonly known as the “DEA”) estimates that heroin seizures at the 
Mexican border have more than doubled since 2010, and heroin 
production in Mexico increased 62 percent from 2013 to 2014. While 
only 8 percent of State and local law enforcement officials across the 
United States identified heroin as the greatest drug threat in their area 
in 2008, that number rose to 38 percent in 2015.

(6) Law enforcement officials and treatment experts throughout 
the country report that many people who have misused prescription 
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opioids have turned to heroin as a cheaper or more easily obtained 
alternative to prescription opioids.

(7) According to a report by the National Association of State 
Alcohol and Drug Abuse Directors (commonly referred to as 
“NASADAD”), 37 States reported an increase in admissions to 
treatment for heroin use during the past 2 years, while admissions to 
treatment for prescription opiates increased 500 percent from 2000 to 
2012.

(8) Research indicates that combating the opioid crisis, including 
abuse of prescription painkillers and, increasingly, heroin, requires a 
multipronged approach that involves prevention, education, 
monitoring, law enforcement initiatives, reducing drug diversion and 
the supply of illicit drugs, expanding delivery of existing treatments 
(including medication assisted treatments), expanding access to 
overdose medications and interventions, and the development of new 
medications for pain that can augment the existing treatment arsenal.

(9) Substance use disorders are a treatable disease. Discoveries in 
the science of addiction have led to advances in the treatment of 
substance use disorders that help people stop abusing drugs and 
prescription medications and resume their productive lives.

(10) According to the National Survey on Drug Use and Health, 
approximately 22,700,000 people in the United States needed 
substance use disorder treatment in 2013, but only 2,500,000 people 
received it. Furthermore, current treatment services are not adequate 
to meet demand. According to a report commissioned by the 
Substance Abuse and Mental Health Services Administration 
(commonly known as “SAMHSA”), there are approximately 32 
providers for every 1,000 individuals needing substance use disorder 
treatment. In some States, the ratio is much lower.

(11) The overall cost of drug abuse, from health care- and 
criminal justice-related costs to lost productivity, is steep, totaling 
more than $700,000,000,000 a year, according to NIDA. Effective 
substance abuse prevention can yield major economic dividends.

(12) According to NIDA, when schools and communities 
properly implement science-validated substance abuse prevention 
programs, abuse of alcohol, tobacco, and illicit drugs is reduced. Such 
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programs help teachers, parents, and healthcare professionals shape 
the perceptions of youths about the risks of drug abuse.

(13) Diverting certain individuals with substance use disorders 
from criminal justice systems into community-based treatment can 
save billions of dollars and prevent sizeable numbers of crimes, 
arrests, and re-incarcerations over the course of those individuals’ 
lives.

(14) According to the DEA, more than 2,700 tons of expired, 
unwanted prescription medications have been collected since the 
enactment of the Secure and Responsible Drug Disposal Act of 2010 
(Public Law 111–273; 124 Stat. 2858).

(15) Faith-based, holistic, or drug-free models can provide a 
critical path to successful recovery for a number of people in the 
United States. The 2015 membership survey conducted by Alcoholics 
Anonymous (commonly known as “AA”) found that 73 percent of AA 
members were sober longer than 1 year and attended 2.5 meetings per 
week.

(16) Research shows that combining treatment medications with 
behavioral therapy is an effective way to facilitate success for some 
patients. Treatment approaches must be tailored to address the drug 
abuse patterns and drug-related medical, psychiatric, and social 
problems of each individual. Different types of medications may be 
useful at different stages of treatment or recovery to help a patient 
stop using drugs, stay in treatment, and avoid relapse. Patients have a 
range of options regarding their path to recovery and many have also 
successfully addressed drug abuse through the use of faith-based, 
holistic, or drug-free models.

(17) Individuals with mental illness, especially severe mental 
illness, are at considerably higher risk for substance abuse than the 
general population, and the presence of a mental illness complicates 
recovery from substance abuse.

(18) Rural communities are especially susceptible to heroin and 
opioid abuse. Individuals in rural counties have higher rates of drug 
poisoning deaths, including deaths from opioids. According to the 
American Journal of Public Health, “[O]pioid poisonings in 
nonmetropolitan counties have increased at a rate greater than 
threefold the increase in metropolitan counties.” According to a 
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February 19, 2016, report from the Maine Rural Health Research 
Center, “[M]ultiple studies document a higher prevalence [of abuse] 
among specific vulnerable rural populations, particularly among 
youth, women who are pregnant or experiencing partner violence, and 
persons with co-occurring disorders.”

SEC. 3. DEFINITIONS.

In this Act—

(1) the term “first responder” includes a firefighter, law 
enforcement officer, paramedic, emergency medical technician, or 
other individual (including an employee of a legally organized and 
recognized volunteer organization, whether compensated or not), who, 
in the course of professional duties, responds to fire, medical, 
hazardous material, or other similar emergencies;

(2) the term “medication assisted treatment” means the use, for 
problems relating to heroin and other opioids, of medications 
approved by the Food and Drug Administration in combination with 
counseling and behavioral therapies;

(3) the term “opioid” means any drug having an addiction-
forming or addiction-sustaining liability similar to morphine or being 
capable of conversion into a drug having such addiction-forming or 
addiction-sustaining liability; and

(4) the term “State” means any State of the United States, the 
District of Columbia, the Commonwealth of Puerto Rico, and any 
territory or possession of the United States.

TITLE I—PREVENTION AND EDUCATION

SEC. 101. DEVELOPMENT OF BEST PRACTICES FOR THE PRESCRIBING 
OF PRESCRIPTION OPIOIDS.

(a) DEFINITIONS.—In this section— 

(1) the term “Secretary” means the Secretary of Health and 
Human Services; and

(2) the term “task force” means the Pain Management Best 
Practices Interagency Task Force convened under subsection (b).
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(b) INTERAGENCY TASK FORCE.—Not later than December 14, 
2018, the Secretary, in cooperation with the Secretary of Veterans Affairs, 
the Secretary of Defense, and the Administrator of the Drug Enforcement 
Administration, shall convene a Pain Management Best Practices 
Interagency Task Force to review, modify, and update, as appropriate, best 
practices for pain management (including chronic and acute pain) and 
prescribing pain medication.

(c) MEMBERSHIP.—The task force shall be comprised of— 

(1) representatives of— 

(A) the Department of Health and Human Services;

(B) the Department of Veterans Affairs;

(C) the Food and Drug Administration;

(D) the Department of Defense;

(E) the Drug Enforcement Administration;

(F) the Centers for Disease Control and Prevention;

(G) the National Academy of Medicine;

(H) the National Institutes of Health;

(I) the Office of National Drug Control Policy; and

(J) the Office of Rural Health Policy of the Department of 
Health and Human Services;

(2) physicians, dentists, and nonphysician prescribers;

(3) pharmacists;

(4) experts in the fields of pain research and addiction research;

(5) representatives of— 

(A) pain management professional organizations;

(B) the mental health treatment community;
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(C) the addiction treatment community;

(D) pain advocacy groups; and

(E) groups with expertise around overdose reversal; and

(6) other stakeholders, as the Secretary determines appropriate.

(d) DUTIES.—The task force shall— 

(1) not later than 180 days after the date on which the task force 
is convened under subsection (b), review, modify, and update, as 
appropriate, best practices for pain management (including chronic 
and acute pain) and prescribing pain medication, taking into 
consideration— 

(A) existing pain management research;

(B) recommendations from relevant conferences and 
existing relevant evidence-based guidelines;

(C) ongoing efforts at the State and local levels and by 
medical professional organizations to develop improved pain 
management strategies, including consideration of alternatives to 
opioids to reduce opioid monotherapy in appropriate cases;

(D) the management of high-risk populations, other than 
populations who suffer pain, who— 

(i) may use or be prescribed benzodiazepines, alcohol, 
and diverted opioids; or

(ii) receive opioids in the course of medical care; and

(E) the Proposed 2016 Guideline for Prescribing Opioids for 
Chronic Pain issued by the Centers for Disease Control and 
Prevention (80 Fed. Reg. 77351 (December 14, 2015)) and any 
final guidelines issued by the Centers for Disease Control and 
Prevention;

(2) solicit and take into consideration public comment on the 
practices developed under paragraph (1), amending such best 
practices if appropriate; and
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(3) develop a strategy for disseminating information about the 
best practices to stakeholders, as appropriate.

(e) LIMITATION.—The task force shall not have rulemaking 
authority.

(f) REPORT.—Not later than 270 days after the date on which the task 
force is convened under subsection (b), the task force shall submit to 
Congress a report that includes— 

(1) the strategy for disseminating best practices for pain 
management (including chronic and acute pain) and prescribing pain 
medication, as reviewed, modified, or updated under subsection (d); 
and

(2) recommendations for effectively applying the best practices 
described in paragraph (1) to improve prescribing practices at medical 
facilities, including medical facilities of the Veterans Health 
Administration.

SEC. 102. AWARENESS CAMPAIGNS.

(a) IN GENERAL.—The Secretary of Health and Human Services, in 
coordination with the Attorney General, shall advance the education and 
awareness of the public, providers, patients, consumers, and other 
appropriate entities regarding the risk of abuse of prescription opioid drugs 
if such products are not taken as prescribed, including opioid and 
methadone abuse. Such education and awareness campaigns shall include 
information on the dangers of opioid abuse, how to prevent opioid abuse 
including through safe disposal of prescription medications and other 
safety precautions, and detection of early warning signs of addiction.

(b) DRUG-FREE MEDIA CAMPAIGN.— 

(1) IN GENERAL.—The Office of National Drug Control Policy, 
in coordination with the Secretary of Health and Human Services and 
the Attorney General, shall establish a national drug awareness 
campaign.

(2) REQUIREMENTS.—The national drug awareness campaign 
required under paragraph (1) shall— 
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(A) take into account the association between prescription 
opioid abuse and heroin use;

(B) emphasize the similarities between heroin and 
prescription opioids and the effects of heroin and prescription 
opioids on the human body; and

(C) bring greater public awareness to the dangerous effects 
of fentanyl when mixed with heroin or abused in a similar 
manner.

SEC. 103. COMMUNITY-BASED COALITION ENHANCEMENT GRANTS 
TO ADDRESS LOCAL DRUG CRISES.

Part II of title I of the Omnibus Crime Control and Safe Streets Act of 
1968 (42 U.S.C. 3797cc et seq.) is amended by striking section 2997 and 
inserting the following:

“SEC. 2997. COMMUNITY-BASED COALITION ENHANCEMENT GRANTS 
TO ADDRESS LOCAL DRUG CRISES.

“(a) DEFINITIONS.—In this section— 

“(1) the term ‘Drug-Free Communities Act of 1997’ means 
chapter 2 of the National Narcotics Leadership Act of 1988 (21 U.S.C. 
1521 et seq.);

“(2) the term ‘eligible entity’ means an organization that— 

“(A) on or before the date of submitting an application for a 
grant under this section, receives or has received a grant under 
the Drug-Free Communities Act of 1997; and

“(B) has documented, using local data, rates of abuse of 
opioids or methamphetamines at levels that are— 

“(i) significantly higher than the national average as 
determined by the Secretary (including appropriate 
consideration of the results of the Monitoring the Future 
Survey published by the National Institute on Drug Abuse 
and the National Survey on Drug Use and Health published 
by the Substance Abuse and Mental Health Services 
Administration); or

Page 10 of 76S. 524 (Engrossed-in-Senate)

5/11/2016https://www.congress.gov/114/bills/s524/BILLS-114s524es.xml



“(ii) higher than the national average, as determined by 
the Secretary (including appropriate consideration of the 
results of the surveys described in clause (i)), over a 
sustained period of time;

“(3) the term ‘local drug crisis’ means, with respect to the area 
served by an eligible entity— 

“(A) a sudden increase in the abuse of opioids or 
methamphetamines, as documented by local data;

“(B) the abuse of prescription medications, specifically 
opioids or methamphetamines, that is significantly higher than 
the national average, over a sustained period of time, as 
documented by local data; or

“(C) a sudden increase in opioid-related deaths, as 
documented by local data;

“(4) the term ‘opioid’ means any drug having an addiction-
forming or addiction-sustaining liability similar to morphine or being 
capable of conversion into a drug having such addiction-forming or 
addiction-sustaining liability; and

“(5) the term ‘Secretary’ means the Secretary of Health and 
Human Services.

“(b) PROGRAM AUTHORIZED.—The Secretary, in coordination 
with the Director of the Office of National Drug Control Policy, may make 
grants to eligible entities to implement comprehensive community-wide 
strategies that address local drug crises within the area served by the 
eligible entity.

“(c) APPLICATION.— 

“(1) IN GENERAL.—An eligible entity seeking a grant under this 
section shall submit an application to the Secretary at such time, in 
such manner, and accompanied by such information as the Secretary 
may require.

“(2) CRITERIA.—As part of an application for a grant under this 
section, the Secretary shall require an eligible entity to submit a 
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detailed, comprehensive, multisector plan for addressing the local 
drug crisis within the area served by the eligible entity.

“(d) USE OF FUNDS.—An eligible entity shall use a grant received 
under this section— 

“(1) for programs designed to implement comprehensive 
community-wide prevention strategies to address the local drug crisis 
in the area served by the eligible entity, in accordance with the plan 
submitted under subsection (c)(2); and

“(2) to obtain specialized training and technical assistance from 
the organization funded under section 4 of Public Law 107–82 (21 
U.S.C. 1521 note).

“(e) SUPPLEMENT NOT SUPPLANT.—An eligible entity shall use 
Federal funds received under this section only to supplement the funds that 
would, in the absence of those Federal funds, be made available from other 
Federal and non-Federal sources for the activities described in this section, 
and not to supplant those funds.

“(f) EVALUATION.—A grant under this section shall be subject to the 
same evaluation requirements and procedures as the evaluation 
requirements and procedures imposed on the recipient of a grant under the 
Drug-Free Communities Act of 1997, and may also include an evaluation 
of the effectiveness at reducing abuse of opioids, methadone, or 
methamphetamines.

“(g) LIMITATION ON ADMINISTRATIVE EXPENSES.—Not more 
than 8 percent of the amounts made available to carry out this section for a 
fiscal year may be used by the Secretary to pay for administrative 
expenses.”.

TITLE II—LAW ENFORCEMENT AND 
TREATMENT

SEC. 201. TREATMENT ALTERNATIVE TO INCARCERATION 
PROGRAMS.

(a) DEFINITIONS.—In this section: 

(1) ELIGIBLE ENTITY.—The term “eligible entity” means a State, 
unit of local government, Indian tribe, or nonprofit organization.
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(2) ELIGIBLE PARTICIPANT.—The term “eligible participant” 
means an individual who— 

(A) comes into contact with the juvenile justice system or 
criminal justice system or is arrested or charged with an offense 
that is not— 

(i) a crime of violence, as defined under applicable 
State law or section 3156 of title 18, United States Code; or

(ii) a serious drug offense, as defined under section 924
(e)(2)(A) of title 18, United States Code;

(B) has been screened by a qualified mental health 
professional and determined to suffer from a substance use 
disorder, or co-occurring mental illness and substance use 
disorder, that there is a reasonable basis to believe is related to 
the commission of the offense; and

(C) has been, after consideration of any potential risk of 
violence to any person in the program or the public if the 
individual were selected to participate in the program, 
unanimously approved for participation in a program funded 
under this section by, as applicable depending on the stage of the 
criminal justice process— 

(i) the relevant law enforcement agency;

(ii) the prosecuting attorney;

(iii) the defense attorney;

(iv) the pretrial, probation, or correctional officer;

(v) the judge; and

(vi) a representative from the relevant mental health or 
substance abuse agency.

(b) PROGRAM AUTHORIZED.—The Secretary of Health and Human 
Services, in coordination with the Attorney General, may make grants to 
eligible entities to— 

Page 13 of 76S. 524 (Engrossed-in-Senate)

5/11/2016https://www.congress.gov/114/bills/s524/BILLS-114s524es.xml



(1) develop, implement, or expand a treatment alternative to 
incarceration program for eligible participants, including— 

(A) pre-booking, including pre-arrest, treatment alternative 
to incarceration programs, including— 

(i) law enforcement training on substance use disorders 
and co-occurring mental illness and substance use disorders;

(ii) receiving centers as alternatives to incarceration of 
eligible participants;

(iii) specialized response units for calls related to 
substance use disorders and co-occurring mental illness and 
substance use disorders; and

(iv) other pre-arrest or pre-booking treatment 
alternative to incarceration models; and

(B) post-booking treatment alternative to incarceration 
programs, including— 

(i) specialized clinical case management;

(ii) pretrial services related to substance use disorders 
and co-occurring mental illness and substance use disorders;

(iii) prosecutor and defender based programs;

(iv) specialized probation;

(v) programs utilizing the American Society of 
Addiction Medicine patient placement criteria;

(vi) treatment and rehabilitation programs and recovery 
support services; and

(vii) drug courts, DWI courts, and veterans treatment 
courts; and

(2) facilitate or enhance planning and collaboration between 
State criminal justice systems and State substance abuse systems in 
order to more efficiently and effectively carry out programs described 
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in paragraph (1) that address problems related to the use of heroin and 
misuse of prescription drugs among eligible participants.

(c) APPLICATION.— 

(1) IN GENERAL.—An eligible entity seeking a grant under this 
section shall submit an application to the Secretary of Health and 
Human Services— 

(A) that meets the criteria under paragraph (2); and

(B) at such time, in such manner, and accompanied by such 
information as the Secretary of Health and Human Services may 
require.

(2) CRITERIA.—An eligible entity, in submitting an application 
under paragraph (1), shall— 

(A) provide extensive evidence of collaboration with State 
and local government agencies overseeing health, community 
corrections, courts, prosecution, substance abuse, mental health, 
victims services, and employment services, and with local law 
enforcement agencies;

(B) demonstrate consultation with the Single State 
Authority for Substance Abuse (as defined in section 201(e) of 
the Second Chance Act of 2007 (42 U.S.C. 17521(e)));

(C) demonstrate consultation with the Single State criminal 
justice planning agency;

(D) demonstrate that evidence-based treatment practices, 
including if applicable the use of medication assisted treatment, 
will be utilized; and

(E) demonstrate that evidenced-based screening and 
assessment tools will be utilized to place participants in the 
treatment alternative to incarceration program.

(d) REQUIREMENTS.—Each eligible entity awarded a grant for a 
treatment alternative to incarceration program under this section shall— 
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(1) determine the terms and conditions of participation in the 
program by eligible participants, taking into consideration the 
collateral consequences of an arrest, prosecution, or criminal 
conviction;

(2) ensure that each substance abuse and mental health treatment 
component is licensed and qualified by the relevant jurisdiction;

(3) for programs described in subsection (b)(2), organize an 
enforcement unit comprised of appropriately trained law enforcement 
professionals under the supervision of the State, tribal, or local 
criminal justice agency involved, the duties of which shall include— 

(A) the verification of addresses and other contacts of each 
eligible participant who participates or desires to participate in 
the program; and

(B) if necessary, the location, apprehension, arrest, and 
return to court of an eligible participant in the program who has 
absconded from the facility of a treatment provider or has 
otherwise violated the terms and conditions of the program, 
consistent with Federal and State confidentiality requirements;

(4) notify the relevant criminal justice entity if any eligible 
participant in the program absconds from the facility of the treatment 
provider or otherwise violates the terms and conditions of the 
program, consistent with Federal and State confidentiality 
requirements;

(5) submit periodic reports on the progress of treatment or other 
measured outcomes from participation in the program of each eligible 
participant in the program to the relevant State, tribal, or local 
criminal justice agency;

(6) describe the evidence-based methodology and outcome 
measurements that will be used to evaluate the program, and 
specifically explain how such measurements will provide valid 
measures of the impact of the program; and

(7) describe how the program could be broadly replicated if 
demonstrated to be effective.
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(e) USE OF FUNDS.—An eligible entity shall use a grant received 
under this section for expenses of a treatment alternative to incarceration 
program, including— 

(1) salaries, personnel costs, equipment costs, and other costs 
directly related to the operation of the program, including the 
enforcement unit;

(2) payments for treatment providers that are approved by the 
relevant State or tribal jurisdiction and licensed, if necessary, to 
provide needed treatment to eligible participants in the program, 
including medication assisted treatment, aftercare supervision, 
vocational training, education, and job placement;

(3) payments to public and nonprofit private entities that are 
approved by the State or tribal jurisdiction and licensed, if necessary, 
to provide alcohol and drug addiction treatment and mental health 
treatment to eligible participants in the program; and

(4) salaries, personnel costs, and other costs related to strategic 
planning among State and local government agencies.

(f) SUPPLEMENT NOT SUPPLANT.—An eligible entity shall use 
Federal funds received under this section only to supplement the funds that 
would, in the absence of those Federal funds, be made available from other 
Federal and non-Federal sources for the activities described in this section, 
and not to supplant those funds.

(g) GEOGRAPHIC DISTRIBUTION.—The Secretary of Health and 
Human Services shall ensure that, to the extent practicable, the 
geographical distribution of grants under this section is equitable and 
includes a grant to an eligible entity in— 

(1) each State;

(2) rural, suburban, and urban areas; and

(3) tribal jurisdictions.

(h) PRIORITY CONSIDERATION WITH RESPECT TO STATES.
—In awarding grants to States under this section, the Secretary of Health 
and Human Services shall give priority to— 
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(1) a State that submits a joint application from the substance 
abuse agencies and criminal justice agencies of the State that proposes 
to use grant funds to facilitate or enhance planning and collaboration 
between the agencies, including coordination to better address the 
needs of incarcerated populations; and

(2) a State that— 

(A) provides civil liability protection for first responders, 
health professionals, and family members who have received 
appropriate training in the administration of naloxone in 
administering naloxone to counteract opioid overdoses; and

(B) submits to the Secretary a certification by the attorney 
general of the State that the attorney general has— 

(i) reviewed any applicable civil liability protection 
law to determine the applicability of the law with respect to 
first responders, health care professionals, family members, 
and other individuals who— 

(I) have received appropriate training in the 
administration of naloxone; and

(II) may administer naloxone to individuals 
reasonably believed to be suffering from opioid 
overdose; and

(ii) concluded that the law described in subparagraph 
(A) provides adequate civil liability protection applicable to 
such persons.

(i) REPORTS AND EVALUATIONS.— 

(1) IN GENERAL.—Each fiscal year, each recipient of a grant 
under this section during that fiscal year shall submit to the Secretary 
of Health and Human Services a report on the outcomes of activities 
carried out using that grant in such form, containing such information, 
and on such dates as the Secretary of Health and Human Services 
shall specify.

(2) CONTENTS.—A report submitted under paragraph (1) shall— 
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(A) describe best practices for treatment alternatives; and

(B) identify training requirements for law enforcement 
officers who participate in treatment alternative to incarceration 
programs.

(j) FUNDING.—During the 5-year period beginning on the date of 
enactment of this Act, the Secretary of Health and Human Services may 
carry out this section using not more than $5,000,000 each fiscal year of 
amounts appropriated to the Substance Abuse and Mental Health Services 
Administration for Criminal Justice Activities. No additional funds are 
authorized to be appropriated to carry out this section.

SEC. 202. FIRST RESPONDER TRAINING FOR THE USE OF DRUGS AND 
DEVICES THAT RAPIDLY REVERSE THE EFFECTS OF OPIOIDS.

Part II of title I of the Omnibus Crime Control and Safe Streets Act of 
1968 (42 U.S.C. 3797cc et seq.), as amended by section 103, is amended 
by adding at the end the following:

“SEC. 2998. FIRST RESPONDER TRAINING FOR THE USE OF DRUGS AND 
DEVICES THAT RAPIDLY REVERSE THE EFFECTS OF OPIOIDS.

“(a) DEFINITION.—In this section— 

“(1) the terms ‘drug’ and ‘device’ have the meanings given those 
terms in section 201 of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 321);

“(2) the term ‘eligible entity’ means a State, a unit of local 
government, or an Indian tribal government;

“(3) the term ‘first responder’ includes a firefighter, law 
enforcement officer, paramedic, emergency medical technician, or 
other individual (including an employee of a legally organized and 
recognized volunteer organization, whether compensated or not), who, 
in the course of professional duties, responds to fire, medical, 
hazardous material, or other similar emergencies;

“(4) the term ‘opioid’ means any drug having an addiction-
forming or addiction-sustaining liability similar to morphine or being 
capable of conversion into a drug having such addiction-forming or 
addiction-sustaining liability; and
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“(5) the term ‘Secretary’ means the Secretary of Health and 
Human Services.

“(b) PROGRAM AUTHORIZED.—The Secretary, in coordination 
with the Attorney General, may make grants to eligible entities to allow 
appropriately trained first responders to administer an opioid overdose 
reversal drug to an individual who has— 

“(1) experienced a prescription opioid or heroin overdose; or

“(2) been determined to have likely experienced a prescription 
opioid or heroin overdose.

“(c) APPLICATION.— 

“(1) IN GENERAL.—An eligible entity seeking a grant under this 
section shall submit an application to the Secretary— 

“(A) that meets the criteria under paragraph (2); and

“(B) at such time, in such manner, and accompanied by such 
information as the Secretary may require.

“(2) CRITERIA.—An eligible entity, in submitting an application 
under paragraph (1), shall— 

“(A) describe the evidence-based methodology and outcome 
measurements that will be used to evaluate the program funded 
with a grant under this section, and specifically explain how such 
measurements will provide valid measures of the impact of the 
program;

“(B) describe how the program could be broadly replicated 
if demonstrated to be effective;

“(C) identify the governmental and community agencies 
that the program will coordinate; and

“(D) describe how law enforcement agencies will 
coordinate with their corresponding State substance abuse and 
mental health agencies to identify protocols and resources that 
are available to overdose victims and families, including 
information on treatment and recovery resources.
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“(d) USE OF FUNDS.—An eligible entity shall use a grant received 
under this section to— 

“(1) make such opioid overdose reversal drugs or devices that are 
approved by the Food and Drug Administration, such as naloxone, 
available to be carried and administered by first responders;

“(2) train and provide resources for first responders on carrying 
an opioid overdose reversal drug or device approved by the Food and 
Drug Administration, such as naloxone, and administering the drug or 
device to an individual who has experienced, or has been determined 
to have likely experienced, a prescription opioid or heroin overdose; 
and

“(3) establish processes, protocols, and mechanisms for referral 
to appropriate treatment, which may include an outreach coordinator 
or team to connect individuals receiving opioid overdose reversal 
drugs to follow-up services.

“(e) TECHNICAL ASSISTANCE GRANTS.—The Secretary shall 
make a grant for the purpose of providing technical assistance and training 
on the use of an opioid overdose reversal drug, such as naloxone, to 
respond to an individual who has experienced, or has been determined to 
have likely experienced, a prescription opioid or heroin overdose, and 
mechanisms for referral to appropriate treatment for an eligible entity 
receiving a grant under this section.

“(f) EVALUATION.—The Secretary shall conduct an evaluation of 
grants made under this section to determine— 

“(1) the number of first responders equipped with naloxone, or 
another opioid overdose reversal drug, for the prevention of fatal 
opioid and heroin overdose;

“(2) the number of opioid and heroin overdoses reversed by first 
responders receiving training and supplies of naloxone, or another 
opioid overdose reversal drug, through a grant received under this 
section;

“(3) the number of calls for service related to opioid and heroin 
overdose;
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“(4) the extent to which overdose victims and families receive 
information about treatment services and available data describing 
treatment admissions; and

“(5) the research, training, and naloxone, or another opioid 
overdose reversal drug, supply needs of first responder agencies, 
including those agencies that are not receiving grants under this 
section.

“(g) RURAL AREAS WITH LIMITED ACCESS TO EMERGENCY
MEDICAL SERVICES.—In making grants under this section, the Secretary 
shall ensure that not less than 25 percent of grant funds are awarded to 
eligible entities that are not located in metropolitan statistical areas, as 
defined by the Office of Management and Budget.”.

SEC. 203. PRESCRIPTION DRUG TAKE BACK EXPANSION.

(a) DEFINITION OF COVERED ENTITY.—In this section, the term 
“covered entity” means— 

(1) a State, local, or tribal law enforcement agency;

(2) a manufacturer, distributor, or reverse distributor of 
prescription medications;

(3) a retail pharmacy;

(4) a registered narcotic treatment program;

(5) a hospital or clinic with an onsite pharmacy;

(6) an eligible long-term care facility; or

(7) any other entity authorized by the Drug Enforcement 
Administration to dispose of prescription medications.

(b) PROGRAM AUTHORIZED.—The Attorney General, in 
coordination with the Administrator of the Drug Enforcement 
Administration, the Secretary of Health and Human Services, and the 
Director of the Office of National Drug Control Policy, shall coordinate 
with covered entities in expanding or making available disposal sites for 
unwanted prescription medications.

SEC. 204. HEROIN AND METHAMPHETAMINE TASK FORCES.

Page 22 of 76S. 524 (Engrossed-in-Senate)

5/11/2016https://www.congress.gov/114/bills/s524/BILLS-114s524es.xml



Part II of title I of the Omnibus Crime Control and Safe Streets Act of 
1968 (42 U.S.C. 3797cc et seq.), as amended by section 202, is amended 
by adding at the end the following:

“SEC. 2999. HEROIN AND METHAMPHETAMINE TASK FORCES.

“(a) DEFINITION OF OPIOID.—In this section, the term ‘opioid’ 
means any drug having an addiction-forming or addiction-sustaining 
liability similar to morphine or being capable of conversion into a drug 
having such addiction-forming or addiction-sustaining liability.

“(b) AUTHORITY.—The Attorney General may make grants to State 
law enforcement agencies for investigative purposes— 

“(1) to locate or investigate illicit activities through statewide 
collaboration, including activities related to— 

“(A) the distribution of heroin or fentanyl, or the unlawful 
distribution of prescription opioids; or

“(B) unlawful heroin, fentanyl, and prescription opioid 
traffickers; and

“(2) to locate or investigate illicit activities, including precursor 
diversion, laboratories, or methamphetamine traffickers.”.

TITLE III—TREATMENT AND RECOVERY

SEC. 301. EVIDENCE-BASED PRESCRIPTION OPIOID AND HEROIN 
TREATMENT AND INTERVENTIONS DEMONSTRATION.

Part II of title I of the Omnibus Crime Control and Safe Streets Act of 
1968 (42 U.S.C. 3797cc et seq.), as amended by section 204, is amended 
by adding at the end the following:

“SEC. 2999A. EVIDENCE-BASED PRESCRIPTION OPIOID AND HEROIN 
TREATMENT AND INTERVENTIONS DEMONSTRATION.

“(a) DEFINITIONS.—In this section— 

“(1) the terms ‘Indian tribe’ and ‘tribal organization’ have the 
meaning given those terms in section 4 of the Indian Health Care 
Improvement Act (25 U.S.C. 1603));
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“(2) the term ‘medication assisted treatment’ means the use, for 
problems relating to heroin and other opioids, of medications 
approved by the Food and Drug Administration in combination with 
counseling and behavioral therapies;

“(3) the term ‘opioid’ means any drug having an addiction-
forming or addiction-sustaining liability similar to morphine or being 
capable of conversion into a drug having such addiction-forming or 
addiction-sustaining liability;

“(4) the term ‘Secretary’ means the Secretary of Health and 
Human Services; and

“(5) the term ‘State substance abuse agency’ means the agency of 
a State responsible for the State prevention, treatment, and recovery 
system, including management of the Substance Abuse Prevention 
and Treatment Block Grant under subpart II of part B of title XIX of 
the Public Health Service Act (42 U.S.C. 300x–21 et seq.).

“(b) GRANTS.— 

“(1) AUTHORITY TO MAKE GRANTS.—The Secretary, acting 
through the Director of the Center for Substance Abuse Treatment of 
the Substance Abuse and Mental Health Services Administration, and 
in coordination with the Attorney General and other departments or 
agencies, as appropriate, may award grants to State substance abuse 
agencies, units of local government, nonprofit organizations, and 
Indian tribes or tribal organizations that have a high rate, or have had 
a rapid increase, in the use of heroin or other opioids, in order to 
permit such entities to expand activities, including an expansion in the 
availability of medication assisted treatment and other clinically 
appropriate services, with respect to the treatment of addiction in the 
specific geographical areas of such entities where there is a high rate 
or rapid increase in the use of heroin or other opioids.

“(2) NATURE OF ACTIVITIES.—The grant funds awarded under 
paragraph (1) shall be used for activities that are based on reliable 
scientific evidence of efficacy in the treatment of problems related to 
heroin or other opioids.

“(c) GEOGRAPHIC DISTRIBUTION.—The Secretary shall ensure 
that grants awarded under subsection (b) are distributed equitably among 
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the various regions of the United States and among rural, urban, and 
suburban areas that are affected by the use of heroin or other opioids.

“(d) ADDITIONAL ACTIVITIES.—In administering grants under 
subsection (b), the Secretary shall— 

“(1) evaluate the activities supported by grants awarded under 
subsection (b);

“(2) disseminate information, as appropriate, derived from the 
evaluation as the Secretary considers appropriate;

“(3) provide States, Indian tribes and tribal organizations, and 
providers with technical assistance in connection with the provision of 
treatment of problems related to heroin and other opioids; and

“(4) fund only those applications that specifically support 
recovery services as a critical component of the grant program.”.

SEC. 302. CRIMINAL JUSTICE MEDICATION ASSISTED TREATMENT 
AND INTERVENTIONS DEMONSTRATION.

(a) DEFINITIONS.—In this section— 

(1) the term “criminal justice agency” means a State, local, or 
tribal— 

(A) court;

(B) prison;

(C) jail; or

(D) other agency that performs the administration of 
criminal justice, including prosecution, pretrial services, and 
community supervision;

(2) the term “eligible entity” means a State, unit of local 
government, or Indian tribe; and

(3) the term “Secretary” means the Secretary of Health and 
Human Services.
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(b) PROGRAM AUTHORIZED.—The Secretary, in coordination with 
the Attorney General, may make grants to eligible entities to implement 
medication assisted treatment programs through criminal justice agencies.

(c) APPLICATION.— 

(1) IN GENERAL.—An eligible entity seeking a grant under this 
section shall submit an application to the Secretary— 

(A) that meets the criteria under paragraph (2); and

(B) at such time, in such manner, and accompanied by such 
information as the Secretary may require.

(2) CRITERIA.—An eligible entity, in submitting an application 
under paragraph (1), shall— 

(A) certify that each medication assisted treatment program 
funded with a grant under this section has been developed in 
consultation with the Single State Authority for Substance Abuse 
(as defined in section 201(e) of the Second Chance Act of 2007 
(42 U.S.C. 17521(e))); and

(B) describe how data will be collected and analyzed to 
determine the effectiveness of the program described in 
subparagraph (A).

(d) USE OF FUNDS.—An eligible entity shall use a grant received 
under this section for expenses of— 

(1) a medication assisted treatment program, including the 
expenses of prescribing medications recognized by the Food and Drug 
Administration for opioid treatment in conjunction with psychological 
and behavioral therapy;

(2) training criminal justice agency personnel and treatment 
providers on medication assisted treatment;

(3) cross-training personnel providing behavioral health and 
health services, administration of medicines, and other administrative 
expenses, including required reports; and
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(4) the provision of recovery coaches who are responsible for 
providing mentorship and transition plans to individuals reentering 
society following incarceration or alternatives to incarceration.

(e) PRIORITY CONSIDERATION WITH RESPECT TO STATES.
—In awarding grants to States under this section, the Secretary shall give 
priority to a State that— 

(1) provides civil liability protection for first responders, health 
professionals, and family members who have received appropriate 
training in the administration of naloxone in administering naloxone 
to counteract opioid overdoses; and

(2) submits to the Secretary a certification by the attorney general 
of the State that the attorney general has— 

(A) reviewed any applicable civil liability protection law to 
determine the applicability of the law with respect to first 
responders, health care professionals, family members, and other 
individuals who— 

(i) have received appropriate training in the 
administration of naloxone; and

(ii) may administer naloxone to individuals reasonably 
believed to be suffering from opioid overdose; and

(B) concluded that the law described in subparagraph (A) 
provides adequate civil liability protection applicable to such 
persons.

(f) TECHNICAL ASSISTANCE.—The Secretary, in coordination with 
the Director of the National Institute on Drug Abuse and the Attorney 
General, shall provide technical assistance and training for an eligible 
entity receiving a grant under this section.

(g) REPORTS.— 

(1) IN GENERAL.—An eligible entity receiving a grant under this 
section shall submit a report to the Secretary on the outcomes of each 
grant received under this section for individuals receiving medication 
assisted treatment, based on— 
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(A) the recidivism of the individuals;

(B) the treatment outcomes of the individuals, including 
maintaining abstinence from illegal, unauthorized, and 
unprescribed or undispensed opioids and heroin;

(C) a comparison of the cost of providing medication 
assisted treatment to the cost of incarceration or other 
participation in the criminal justice system;

(D) the housing status of the individuals; and

(E) the employment status of the individuals.

(2) CONTENTS AND TIMING.—Each report described in 
paragraph (1) shall be submitted annually in such form, containing 
such information, and on such dates as the Secretary shall specify.

(h) FUNDING.—During the 5-year period beginning on the date of 
enactment of this Act, the Secretary may carry out this section using not 
more than $5,000,000 each fiscal year of amounts appropriated to the 
Substance Abuse and Mental Health Services Administration for Criminal 
Justice Activities. No additional funds are authorized to be appropriated to 
carry out this section.

SEC. 303. NATIONAL YOUTH RECOVERY INITIATIVE.

Part II of title I of the Omnibus Crime Control and Safe Streets Act of 
1968 (42 U.S.C. 3797cc et seq.), as amended by section 301, is amended 
by adding at the end the following:

“SEC. 2999B. NATIONAL YOUTH RECOVERY INITIATIVE.

“(a) DEFINITIONS.—In this section: 

“(1) ELIGIBLE ENTITY.—The term ‘eligible entity’ means— 

“(A) a high school that has been accredited as a recovery 
high school by the Association of Recovery Schools;

“(B) an accredited high school that is seeking to establish or 
expand recovery support services;

“(C) an institution of higher education;
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“(D) a recovery program at a nonprofit collegiate institution; 
or

“(E) a nonprofit organization.

“(2) INSTITUTION OF HIGHER EDUCATION.—The term 
‘institution of higher education’ has the meaning given the term in 
section 101 of the Higher Education Act of 1965 (20 U.S.C. 1001).

“(3) RECOVERY PROGRAM.—The term ‘recovery program’— 

“(A) means a program to help individuals who are 
recovering from substance use disorders to initiate, stabilize, and 
maintain healthy and productive lives in the community; and

“(B) includes peer-to-peer support and communal activities 
to build recovery skills and supportive social networks.

“(b) GRANTS AUTHORIZED.—The Secretary of Health and Human 
Services, in coordination with the Secretary of Education, may award 
grants to eligible entities to enable the entities to— 

“(1) provide substance use disorder recovery support services to 
young people in high school and enrolled in institutions of higher 
education;

“(2) help build communities of support for young people in 
recovery through a spectrum of activities such as counseling and 
health- and wellness-oriented social activities; and

“(3) encourage initiatives designed to help young people achieve 
and sustain recovery from substance use disorders.

“(c) USE OF FUNDS.—Grants awarded under subsection (b) may be 
used for activities to develop, support, and maintain youth recovery support 
services, including— 

“(1) the development and maintenance of a dedicated physical 
space for recovery programs;

“(2) dedicated staff for the provision of recovery programs;
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“(3) health- and wellness-oriented social activities and 
community engagement;

“(4) establishment of recovery high schools;

“(5) coordination of recovery programs with— 

“(A) substance use disorder treatment programs and 
systems;

“(B) providers of mental health services;

“(C) primary care providers and physicians;

“(D) the criminal justice system, including the juvenile 
justice system;

“(E) employers;

“(F) housing services;

“(G) child welfare services;

“(H) high schools and institutions of higher education; and

“(I) other programs or services related to the welfare of an 
individual in recovery from a substance use disorder;

“(6) the development of peer-to-peer support programs or 
services; and

“(7) additional activities that help youths and young adults to 
achieve recovery from substance use disorders.”.

SEC. 304. BUILDING COMMUNITIES OF RECOVERY.

Part II of title I of the Omnibus Crime Control and Safe Streets Act of 
1968 (42 U.S.C. 3797cc et seq.), as amended by section 303, is amended 
by adding at the end the following:

“SEC. 2999C. BUILDING COMMUNITIES OF RECOVERY.

“(a) DEFINITION.—In this section, the term ‘recovery community 
organization’ means an independent nonprofit organization that— 
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“(1) mobilizes resources within and outside of the recovery 
community to increase the prevalence and quality of long-term 
recovery from substance use disorders; and

“(2) is wholly or principally governed by people in recovery for 
substance use disorders who reflect the community served.

“(b) GRANTS AUTHORIZED.—The Secretary of Health and Human 
Services may award grants to recovery community organizations to enable 
such organizations to develop, expand, and enhance recovery services.

“(c) FEDERAL SHARE.—The Federal share of the costs of a program 
funded by a grant under this section may not exceed 50 percent.

“(d) USE OF FUNDS.—Grants awarded under subsection (b)— 

“(1) shall be used to develop, expand, and enhance community 
and statewide recovery support services; and

“(2) may be used to— 

“(A) advocate for individuals in recovery from substance 
use disorders;

“(B) build connections between recovery networks, between 
recovery community organizations, and with other recovery 
support services, including— 

“(i) substance use disorder treatment programs and 
systems;

“(ii) providers of mental health services;

“(iii) primary care providers and physicians;

“(iv) the criminal justice system;

“(v) employers;

“(vi) housing services;

“(vii) child welfare agencies; and
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“(viii) other recovery support services that facilitate 
recovery from substance use disorders;

“(C) reduce the stigma associated with substance use 
disorders;

“(D) conduct public education and outreach on issues 
relating to substance use disorders and recovery, including— 

“(i) how to identify the signs of addiction;

“(ii) the resources that are available to individuals 
struggling with addiction and families who have a family 
member struggling with or being treated for addiction, 
including programs that mentor and provide support 
services to children;

“(iii) the resources that are available to help support 
individuals in recovery; and

“(iv) information on the medical consequences of 
substance use disorders, including neonatal abstinence 
syndrome and potential infection with human 
immunodeficiency virus and viral hepatitis; and

“(E) carry out other activities that strengthen the network of 
community support for individuals in recovery.”.

TITLE IV—ADDRESSING COLLATERAL 
CONSEQUENCES

SEC. 401. CORRECTIONAL EDUCATION DEMONSTRATION GRANT 
PROGRAM.

Part II of title I of the Omnibus Crime Control and Safe Streets Act of 
1968 (42 U.S.C. 3797cc et seq.), as amended by section 304, is amended 
by adding at the end the following:

“SEC. 2999D. CORRECTIONAL EDUCATION DEMONSTRATION GRANT 
PROGRAM.

“(a) DEFINITION.—In this section, the term ‘eligible entity’ means a 
State, unit of local government, nonprofit organization, or Indian tribe.
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“(b) GRANT PROGRAM AUTHORIZED.—The Attorney General 
may make grants to eligible entities to design, implement, and expand 
educational programs for offenders in prisons, jails, and juvenile facilities, 
including to pay for— 

“(1) basic education, secondary level academic education, high 
school equivalency examination preparation, career technical 
education, and English language learner instruction at the basic, 
secondary, or post-secondary levels, for adult and juvenile 
populations;

“(2) screening and assessment of inmates to assess education 
level and needs, occupational interest or aptitude, risk level, and other 
needs, and case management services;

“(3) hiring and training of instructors and aides, reimbursement 
of non-corrections staff and experts, reimbursement of stipends paid 
to inmate tutors or aides, and the costs of training inmate tutors and 
aides;

“(4) instructional supplies and equipment, including occupational 
program supplies and equipment to the extent that the supplies and 
equipment are used for instructional purposes;

“(5) partnerships and agreements with community colleges, 
universities, and career technology education program providers;

“(6) certification programs providing recognized high school 
equivalency certificates and industry recognized credentials; and

“(7) technology solutions to— 

“(A) meet the instructional, assessment, and information 
needs of correctional populations; and

“(B) facilitate the continued participation of incarcerated 
students in community-based education programs after the 
students are released from incarceration.

“(c) APPLICATION.—An eligible entity seeking a grant under this 
section shall submit to the Attorney General an application in such form 
and manner, at such time, and accompanied by such information as the 
Attorney General specifies.
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“(d) PRIORITY CONSIDERATIONS.—In awarding grants under this 
section, the Attorney General shall give priority to applicants that— 

“(1) assess the level of risk and need of inmates, including by— 

“(A) assessing the need for English language learner 
instruction;

“(B) conducting educational assessments; and

“(C) assessing occupational interests and aptitudes;

“(2) target educational services to assessed needs, including 
academic and occupational at the basic, secondary, or post-secondary 
level;

“(3) target career and technology education programs to— 

“(A) areas of identified occupational demand; and

“(B) employment opportunities in the communities in which 
students are reasonably expected to reside post-release;

“(4) include a range of appropriate educational opportunities at 
the basic, secondary, and post-secondary levels;

“(5) include opportunities for students to attain industry 
recognized credentials;

“(6) include partnership or articulation agreements linking 
institutional education programs with community sited programs 
provided by adult education program providers and accredited 
institutions of higher education, community colleges, and vocational 
training institutions; and

“(7) explicitly include career pathways models offering 
opportunities for incarcerated students to develop academic skills, in-
demand occupational skills and credentials, occupational experience 
in institutional work programs or work release programs, and linkages 
with employers in the community, so that incarcerated students have 
opportunities to embark on careers with strong prospects for both 
post-release employment and advancement in a career ladder over 
time.
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“(e) REQUIREMENTS.—An eligible entity seeking a grant under this 
section shall— 

“(1) describe the evidence-based methodology and outcome 
measurements that will be used to evaluate each program funded with 
a grant under this section, and specifically explain how such 
measurements will provide valid measures of the impact of the 
program; and

“(2) describe how each program described in paragraph (1) could 
be broadly replicated if demonstrated to be effective.

“(f) CONTROL OF INTERNET ACCESS.—An entity that receives a 
grant under this section may restrict access to the Internet by prisoners, as 
appropriate and in accordance with Federal and State law, to ensure public 
safety.”.

SEC. 402. NATIONAL TASK FORCE ON RECOVERY AND COLLATERAL 
CONSEQUENCES.

(a) DEFINITION.—In this section, the term “collateral consequence” 
means a penalty, disability, or disadvantage imposed on an individual who 
is in recovery for a substance use disorder (including by an administrative 
agency, official, or civil court ) as a result of a Federal or State conviction 
for a drug-related offense but not as part of the judgment of the court that 
imposes the conviction.

(b) ESTABLISHMENT.— 

(1) IN GENERAL.—Not later than 30 days after the date of 
enactment of this Act, the Attorney General shall establish a 
bipartisan task force to be known as the Task Force on Recovery and 
Collateral Consequences (in this section referred to as the “Task 
Force”).

(2) MEMBERSHIP.— 

(A) TOTAL NUMBER OF MEMBERS.—The Task Force shall 
include 10 members, who shall be appointed by the Attorney 
General in accordance with subparagraphs (B) and (C).

(B) MEMBERS OF THE TASK FORCE.—The Task Force shall 
include— 
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(i) members who have national recognition and 
significant expertise in areas such as health care, housing, 
employment, substance use disorders, mental health, law 
enforcement, and law;

(ii) not fewer than 2 members— 

(I) who have personally experienced a substance 
abuse disorder or addiction and are in recovery; and

(II) not fewer than 1 of whom has benefitted from 
medication assisted treatment; and

(iii) to the extent practicable, members who formerly 
served as elected officials at the State and Federal levels.

(C) TIMING.—The Attorney General shall appoint the 
members of the Task Force not later than 60 days after the date 
on which the Task Force is established under paragraph (1).

(3) CHAIRPERSON.—The Task Force shall select a chairperson 
or co-chairpersons from among the members of the Task Force.

(c) DUTIES OF THE TASK FORCE.— 

(1) IN GENERAL.—The Task Force shall— 

(A) identify collateral consequences for individuals with 
Federal or State convictions for drug-related offenses who are in 
recovery for substance use disorder; and

(B) examine any policy basis for the imposition of collateral 
consequences identified under subparagraph (A) and the effect of 
the collateral consequences on individuals in recovery in 
resuming their personal and professional activities.

(2) RECOMMENDATIONS.—Not later than 180 days after the 
date of the first meeting of the Task Force, the Task Force shall 
develop recommendations, as it considers appropriate, for proposed 
legislative and regulatory changes related to the collateral 
consequences identified under paragraph (1).
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(3) COLLECTION OF INFORMATION.—The Task Force shall hold 
hearings, require the testimony and attendance of witnesses, and 
secure information from any department or agency of the United 
States in performing the duties under paragraphs (1) and (2).

(4) REPORT.— 

(A) SUBMISSION TO EXECUTIVE BRANCH.—Not later than 
1 year after the date of the first meeting of the Task Force, the 
Task Force shall submit a report detailing the findings and 
recommendations of the Task Force to— 

(i) the head of each relevant department or agency of 
the United States;

(ii) the President; and

(iii) the Vice President.

(B) SUBMISSION TO CONGRESS.—The individuals who 
receive the report under subparagraph (A) shall submit to 
Congress such legislative recommendations, if any, as those 
individuals consider appropriate based on the report.

TITLE V—ADDICTION AND TREATMENT 
SERVICES FOR WOMEN, FAMILIES, AND 

VETERANS

SEC. 501. IMPROVING TREATMENT FOR PREGNANT AND 
POSTPARTUM WOMEN.

(a) IN GENERAL.—Section 508 of the Public Health Service Act (42 
U.S.C. 290bb–1) is amended— 

(1) in subsection (a), by inserting “(referred to in this section as 
the ‘Director’)” after “Director of the Center for Substance Abuse 
Treatment”; and

(2) in subsection (p), in the first sentence— 
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(A) by striking “Committee on Labor and Human 
Resources” and inserting “Committee on Health, Education, 
Labor, and Pensions”; and

(B) by inserting “(other than subsection (r))” after “this 
section”.

(b) PILOT PROGRAM GRANTS FOR STATE SUBSTANCE
ABUSE AGENCIES.—Section 508 of the Public Health Service Act (42 
U.S.C. 290bb–1) is amended— 

(1) by striking subsection (r); and

(2) by inserting after subsection (q) the following:

“(r) PILOT PROGRAM FOR STATE SUBSTANCE ABUSE
AGENCIES.— 

“(1) IN GENERAL.—The Director shall carry out a pilot program 
under which the Director makes competitive grants to State substance 
abuse agencies to— 

“(A) enhance flexibility in the use of funds designed to 
support family-based services for pregnant and postpartum 
women with a primary diagnosis of a substance use disorder, 
including opioid use disorders;

“(B) help State substance abuse agencies address identified 
gaps in services furnished to such women along the continuum of 
care, including services provided to women in non-residential 
based settings; and

“(C) promote a coordinated, effective, and efficient State 
system managed by State substance abuse agencies by 
encouraging new approaches and models of service delivery that 
are evidence-based, including effective family-based programs 
for women involved with the criminal justice system.

“(2) REQUIREMENTS.—In carrying out the pilot program under 
this subsection, the Director— 

“(A) shall require State substance abuse agencies to submit 
to the Director applications, in such form and manner and 
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containing such information as specified by the Director, to be 
eligible to receive a grant under the program;

“(B) shall identify, based on such submitted applications, 
State substance abuse agencies that are eligible for such grants;

“(C) shall require services proposed to be furnished through 
such a grant to support family-based treatment and other services 
for pregnant and postpartum women with a primary diagnosis of 
a substance use disorder, including opioid use disorders;

“(D) notwithstanding subsection (a)(1), shall not require that 
services furnished through such a grant be provided solely to 
women that reside in facilities; and

“(E) shall not require that grant recipients under the 
program make available all services described in subsection (d).

“(3) REQUIRED SERVICES.— 

“(A) IN GENERAL.—The Director shall specify minimum 
services required to be made available to eligible women through 
a grant awarded under the pilot program under this subsection. 
Such minimum services— 

“(i) shall include the requirements described in 
subsection (c);

“(ii) may include any of the services described in 
subsection (d);

“(iii) may include other services, as appropriate; and

“(iv) shall be based on the recommendations submitted 
under subparagraph (B)

“(B) STAKEHOLDER INPUT.—The Director shall convene 
and solicit recommendations from stakeholders, including State 
substance abuse agencies, health care providers, persons in 
recovery from a substance use disorder, and other appropriate 
individuals, for the minimum services described in subparagraph 
(A).
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“(4) DURATION.—The pilot program under this subsection shall 
not exceed 5 years.

“(5) EVALUATION AND REPORT TO CONGRESS.— 

“(A) IN GENERAL.—Out of amounts made available to the 
Center for Behavioral Health Statistics and Quality, the Director 
of the Center for Behavioral Health Statistics and Quality, in 
cooperation with the recipients of grants under this subsection, 
shall conduct an evaluation of the pilot program under this 
subsection, beginning 1 year after the date on which a grant is 
first awarded under this subsection. The Director of the Center 
for Behavioral Health Statistics and Quality, in coordination with 
the Director of the Center for Substance Abuse Treatment, not 
later than 120 days after completion of such evaluation, shall 
submit to the relevant Committees of the Senate and the House 
of Representatives a report on such evaluation.

“(B) CONTENTS.—The report to Congress under 
subparagraph (A) shall include, at a minimum, outcomes 
information from the pilot program, including any resulting 
reductions in the use of alcohol and other drugs, engagement in 
treatment services, retention in the appropriate level and duration 
of services, increased access to the use of drugs approved by the 
Food and Drug Administration for the treatment of substance use 
disorders in combination with counseling, and other appropriate 
measures.

“(6) DEFINITION OF STATE SUBSTANCE ABUSE AGENCY.—For 
purposes of this subsection, the term ‘State substance abuse agency’ 
means, with respect to a State, the agency in such State that manages 
the substance abuse prevention and treatment block grant program 
under part B of title XIX.

“(s) FUNDING.— 

“(1) IN GENERAL.—For the purpose of carrying out this section, 
there are authorized to be appropriated $15,900,000 for each of fiscal 
years 2016 through 2020.
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“(2) LIMITATION.—Of the amounts made available under 
paragraph (1) to carry out this section, not more than 25 percent may 
be used each fiscal year to carry out subsection (r).”.

SEC. 502. REPORT ON GRANTS FOR FAMILY-BASED SUBSTANCE 
ABUSE TREATMENT.

Section 2925 of the Omnibus Crime Control and Safe Streets Act of 
1968 (42 U.S.C. 3797s–4) is amended—

(1) by striking “An entity” and inserting “(a) ENTITY
REPORTS.—An entity”; and

(2) by adding at the end the following:

“(b) ATTORNEY GENERAL REPORT ON FAMILY-BASED
SUBSTANCE ABUSE TREATMENT.—The Attorney General shall submit 
to Congress an annual report that describes the number of grants awarded 
under section 2921(1) and how such grants are used by the recipients for 
family-based substance abuse treatment programs that serve as alternatives 
to incarceration for custodial parents to receive treatment and services as a 
family.”.

SEC. 503. VETERANS’ TREATMENT COURTS.

Section 2991(j)(1)(B)(ii) of title I of the Omnibus Crime Control and 
Safe Streets Act of 1968 (42 U.S.C. 3797aa(j)(1)(B)(ii)), as amended by 
the Comprehensive Justice and Mental Health Act of 2015 (S. 993, 114th 
Congress), is amended—

(1) by inserting “(I)” after “(ii)”;

(2) in subclause (I), as so designated, by striking the period and 
inserting “; or”; and

(3) by adding at the end the following:

“(II) was discharged or released from such service 
under dishonorable conditions, if the reason for that 
discharge or release, if known, is attributable to a substance 
use disorder.”.
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TITLE VI—INCENTIVIZING STATE 
COMPREHENSIVE INITIATIVES TO ADDRESS 
PRESCRIPTION OPIOID AND HEROIN ABUSE

SEC. 601. STATE DEMONSTRATION GRANTS FOR COMPREHENSIVE 
OPIOID ABUSE RESPONSE.

(a) DEFINITIONS.—In this section— 

(1) the term “dispenser” has the meaning given the term in 
section 102 of the Controlled Substances Act (21 U.S.C. 802);

(2) the term “prescriber” means a dispenser who prescribes a 
controlled substance, or the agent of such a dispenser;

(3) the term “prescriber of a schedule II, III, or IV controlled 
substance” does not include a prescriber of a schedule II, III, or IV 
controlled substance that dispenses the substance— 

(A) for use on the premises on which the substance is 
dispensed;

(B) in a hospital emergency room, when the substance is in 
short supply;

(C) for a certified opioid treatment program; or

(D) in other situations as the Attorney General may 
reasonably determine; and

(4) the term “schedule II, III, or IV controlled substance” means 
a controlled substance that is listed on schedule II, schedule III, or 
schedule IV of section 202(c) of the Controlled Substances Act (21 
U.S.C. 812(c)).

(b) PLANNING AND IMPLEMENTATION GRANTS.— 

(1) IN GENERAL.—The Attorney General, in coordination with 
the Secretary of Health and Human Services and in consultation with 
the Director of the Office of National Drug Control Policy, may award 
grants to States, and combinations thereof, to prepare a 
comprehensive plan for and implement an integrated opioid abuse 
response initiative.
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(2) PURPOSES.—A State receiving a grant under this section 
shall establish a comprehensive response to opioid abuse, which shall 
include— 

(A) prevention and education efforts around heroin and 
opioid use, treatment, and recovery, including education of 
residents, medical students, and physicians and other prescribers 
of schedule II, III, or IV controlled substances on relevant 
prescribing guidelines and the prescription drug monitoring 
program of the State;

(B) a comprehensive prescription drug monitoring program 
to track dispensing of schedule II, III, or IV controlled 
substances, which shall— 

(i) provide for data sharing with other States by statute, 
regulation, or interstate agreement; and

(ii) allow for access to all individuals authorized by the 
State to write prescriptions for schedule II, III, or IV 
controlled substances on the prescription drug monitoring 
program of the State;

(C) developing, implementing, or expanding prescription 
drug and opioid addiction treatment programs by— 

(i) expanding programs for medication assisted 
treatment of prescription drug and opioid addiction, 
including training for treatment and recovery support 
providers;

(ii) developing, implementing, or expanding programs 
for behavioral health therapy for individuals who are in 
treatment for prescription drug and opioid addiction;

(iii) developing, implementing, or expanding programs 
to screen individuals who are in treatment for prescription 
drug and opioid addiction for hepatitis C and HIV, and 
provide treatment for those individuals if clinically 
appropriate; or

(iv) developing, implementing, or expanding programs 
that provide screening, early intervention, and referral to 
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treatment (commonly known as “SBIRT”) to teenagers and 
young adults in primary care, middle schools, high schools, 
universities, school-based health centers, and other 
community-based health care settings frequently accessed 
by teenagers or young adults; and

(D) developing, implementing, and expanding programs to 
prevent overdose death from prescription medications and 
opioids.

(3) PLANNING GRANT APPLICATIONS.— 

(A) APPLICATION.— 

(i) IN GENERAL.—A State seeking a planning grant 
under this section to prepare a comprehensive plan for an 
integrated opioid abuse response initiative shall submit to 
the Attorney General an application in such form, and 
containing such information, as the Attorney General may 
require.

(ii) REQUIREMENTS.—An application for a planning 
grant under this section shall, at a minimum, include— 

(I) a budget and a budget justification for the 
activities to be carried out using the grant;

(II) a description of the activities proposed to be 
carried out using the grant, including a schedule for 
completion of such activities;

(III) outcome measures that will be used to 
measure the effectiveness of the programs and 
initiatives to address opioids; and

(IV) a description of the personnel necessary to 
complete such activities.

(B) PERIOD; NONRENEWABILITY.—A planning grant under 
this section shall be for a period of 1 year. A State may not 
receive more than 1 planning grant under this section.

Page 44 of 76S. 524 (Engrossed-in-Senate)

5/11/2016https://www.congress.gov/114/bills/s524/BILLS-114s524es.xml



(C) STRATEGIC PLAN AND PROGRAM IMPLEMENTATION 
PLAN.—A State receiving a planning grant under this section 
shall develop a strategic plan and a program implementation 
plan.

(4) IMPLEMENTATION GRANTS.— 

(A) APPLICATION.—A State seeking an implementation 
grant under this section to implement a comprehensive strategy 
for addressing opioid abuse shall submit to the Attorney General 
an application in such form, and containing such information, as 
the Attorney General may require.

(B) USE OF FUNDS.—A State that receives an 
implementation grant under this section shall use the grant for the 
cost of carrying out an integrated opioid abuse response program 
in accordance with this section, including for technical 
assistance, training, and administrative expenses.

(C) REQUIREMENTS.—An integrated opioid abuse response 
program carried out using an implementation grant under this 
section shall— 

(i) require that each prescriber of a schedule II, III, or 
IV controlled substance in the State— 

(I) registers with the prescription drug monitoring 
program of the State; and

(II) consults the prescription drug monitoring 
program database of the State before prescribing a 
schedule II, III, or IV controlled substance;

(ii) require that each dispenser of a schedule II, III, or 
IV controlled substance in the State— 

(I) registers with the prescription drug monitoring 
program of the State;

(II) consults the prescription drug monitoring 
program database of the State before dispensing a 
schedule II, III, or IV controlled substance; and
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(III) reports to the prescription drug monitoring 
program of the State, at a minimum, each instance in 
which a schedule II, III, or IV controlled substance is 
dispensed, with limited exceptions, as defined by the 
State, which shall indicate the prescriber by name and 
National Provider Identifier;

(iii) require that, not fewer than 4 times each year, the 
State agency or agencies that administer the prescription 
drug monitoring program of the State prepare and provide to 
each prescriber of a schedule II, III, or IV controlled 
substance an informational report that shows how the 
prescribing patterns of the prescriber compare to prescribing 
practices of the peers of the prescriber and expected norms;

(iv) if informational reports provided to a prescriber 
under clause (iii) indicate that the prescriber is repeatedly 
falling outside of expected norms or standard practices for 
the prescriber's field, direct the prescriber to educational 
resources on appropriate prescribing of controlled 
substances;

(v) ensure that the prescriber licensing board of the 
State receives a report describing any prescribers that 
repeatedly fall outside of expected norms or standard 
practices for the prescriber's field, as described in clause 
(iii);

(vi) require consultation with the Single State 
Authority for Substance Abuse (as defined in section 201(e) 
of the Second Chance Act of 2007 (42 U.S.C. 17521(e))); 
and

(vii) establish requirements for how data will be 
collected and analyzed to determine the effectiveness of the 
program.

(D) PERIOD.—An implementation grant under this section 
shall be for a period of 2 years.

(5) PRIORITY CONSIDERATIONS.—In awarding planning and 
implementation grants under this section, the Attorney General shall 
give priority to a State that— 
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(A) (i) provides civil liability protection for first responders, 
health professionals, and family members who have received 
appropriate training in the administration of naloxone in 
administering naloxone to counteract opioid overdoses; and 

(ii) submits to the Attorney General a certification by the 
attorney general of the State that the attorney general has— 

(I) reviewed any applicable civil liability protection 
law to determine the applicability of the law with respect to 
first responders, health care professionals, family members, 
and other individuals who— 

(aa) have received appropriate training in the 
administration of naloxone; and

(bb) may administer naloxone to individuals 
reasonably believed to be suffering from opioid 
overdose; and

(II) concluded that the law described in subclause (I) 
provides adequate civil liability protection applicable to 
such persons;

(B) has in effect legislation or implements a policy under 
which the State shall not terminate, but may suspend, enrollment 
under the State plan for medical assistance under title XIX of the 
Social Security Act (42 U.S.C. 1396 et seq.) for an individual 
who is incarcerated for a period of fewer than 2 years;

(C) has a process for enrollment in services and benefits 
necessary by criminal justice agencies to initiate or continue 
treatment in the community, under which an individual who is 
incarcerated may, while incarcerated, enroll in services and 
benefits that are necessary for the individual to continue 
treatment upon release from incarceration;

(D) ensures the capability of data sharing with other States, 
such as by making data available to a prescription monitoring 
hub;

Page 47 of 76S. 524 (Engrossed-in-Senate)

5/11/2016https://www.congress.gov/114/bills/s524/BILLS-114s524es.xml



(E) ensures that data recorded in the prescription drug 
monitoring program database of the State is available within 24 
hours, to the extent possible; and

(F) ensures that the prescription drug monitoring program of 
the State notifies prescribers and dispensers of schedule II, III, or 
IV controlled substances when overuse or misuse of such 
controlled substances by patients is suspected.

(c) AUTHORIZATION OF FUNDING.—For each of fiscal years 2016 
through 2020, the Attorney General may use, from any unobligated 
balances made available under the heading “GENERAL 
ADMINISTRATION” to the Department of Justice in an appropriation 
Act, such amounts as are necessary to carry out this section, not to exceed 
$5,000,000 per fiscal year.

TITLE VII—MISCELLANEOUS

SEC. 701. GAO REPORT ON IMD EXCLUSION.

(a) DEFINITION.—In this section, the term “Medicaid Institutions for 
Mental Disease exclusion” means the prohibition on Federal matching 
payments under Medicaid for patients who have attained age 22, but have 
not attained age 65, in an institution for mental diseases under 
subparagraph (B) of the matter following subsection (a) of section 1905 of 
the Social Security Act (42 U.S.C. 1396d) and subsection (i) of such 
section.

(b) REPORT REQUIRED.—Not later than 1 year after the date of 
enactment of this Act, the Comptroller General of the United States shall 
submit to Congress a report on the impact that the Medicaid Institutions for 
Mental Disease exclusion has on access to treatment for individuals with a 
substance use disorder.

(c) ELEMENTS.—The report required under subsection (b) shall 
include a review of what is known regarding— 

(1) Medicaid beneficiary access to substance use disorder 
treatments in institutions for mental disease; and

(2) the quality of care provided to Medicaid beneficiaries treated 
in and outside of institutions for mental disease for substance use 
disorders.
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SEC. 702. FUNDING.

Part II of title I of the Omnibus Crime Control and Safe Streets Act of 
1968 (42 U.S.C. 3797cc et seq.), as amended by section 401, is amended 
by adding at the end the following:

“SEC. 2999E. FUNDING.

“There are authorized to be appropriated to the Attorney General and 
the Secretary of Health and Human Services to carry out this part 
$62,000,000 for each of fiscal years 2016 through 2020.”.

SEC. 703. CONFORMING AMENDMENTS.

Part II of title I of the Omnibus Crime Control and Safe Streets Act of 
1968 (42 U.S.C. 3797cc et seq.) is amended—

(1) in the part heading, by striking “CONFRONTING USE OF 
METHAMPHETAMINE” and inserting “COMPREHENSIVE 
ADDICTION AND RECOVERY”; and

(2) in section 2996(a)(1), by striking “this part” and inserting 
“this section”.

SEC. 704. GRANT ACCOUNTABILITY.

(a) GRANTS UNDER PART II OF TITLE I OF THE OMNIBUS
CRIME CONTROL AND SAFE STREETS ACT OF 1968.—Part II of 
title I of the Omnibus Crime Control and Safe Streets Act of 1968 (42 
U.S.C. 3797cc et seq.); as amended by section 702, is amended by adding 
at the end the following:

“SEC. 2999F. GRANT ACCOUNTABILITY.

“(a) DEFINITIONS.—In this section— 

“(1) the term ‘applicable committees’— 

“(A) with respect to the Attorney General and any other 
official of the Department of Justice, means— 

“(i) the Committee on the Judiciary of the Senate; and
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“(ii) the Committee on the Judiciary of the House of 
Representatives; and

“(B) with respect to the Secretary of Health and Human 
Services and any other official of the Department of Health and 
Human Services, means— 

“(i) the Committee on Health, Education, Labor, and 
Pensions of the Senate; and

“(ii) the Committee on Energy and Commerce of the 
House of Representatives;

“(2) the term ‘covered agency’ means— 

“(A) the Department of Justice; and

“(B) the Department of Health and Human Services; and

“(3) the term ‘covered official’ means— 

“(A) the Attorney General; and

“(B) the Secretary of Health and Human Services.

“(b) ACCOUNTABILITY.—All grants awarded by a covered official 
under this part shall be subject to the following accountability provisions: 

“(1) AUDIT REQUIREMENT.— 

“(A) DEFINITION.—In this paragraph, the term ‘unresolved 
audit finding’ means a finding in the final audit report of the 
Inspector General of a covered agency that the audited grantee 
has utilized grant funds for an unauthorized expenditure or 
otherwise unallowable cost that is not closed or resolved within 
12 months after the date on which the final audit report is issued.

“(B) AUDIT.—Beginning in the first fiscal year beginning 
after the date of enactment of this section, and in each fiscal year 
thereafter, the Inspector General of a covered agency shall 
conduct audits of recipients of grants awarded by the applicable 
covered official under this part to prevent waste, fraud, and abuse 
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of funds by grantees. The Inspector General shall determine the 
appropriate number of grantees to be audited each year.

“(C) MANDATORY EXCLUSION.—A recipient of grant 
funds under this part that is found to have an unresolved audit 
finding shall not be eligible to receive grant funds under this part 
during the first 2 fiscal years beginning after the end of the 12-
month period described in subparagraph (A).

“(D) PRIORITY.—In awarding grants under this part, a 
covered official shall give priority to eligible applicants that did 
not have an unresolved audit finding during the 3 fiscal years 
before submitting an application for a grant under this part.

“(E) REIMBURSEMENT.—If an entity is awarded grant 
funds under this part during the 2-fiscal-year period during which 
the entity is barred from receiving grants under subparagraph 
(C), the covered official that awarded the grant funds shall— 

“(i) deposit an amount equal to the amount of the grant 
funds that were improperly awarded to the grantee into the 
General Fund of the Treasury; and

“(ii) seek to recoup the costs of the repayment to the 
fund from the grant recipient that was erroneously awarded 
grant funds.

“(2) NONPROFIT ORGANIZATION REQUIREMENTS.— 

“(A) DEFINITION.—For purposes of this paragraph and the 
grant programs under this part, the term ‘nonprofit organization’ 
means an organization that is described in section 501(c)(3) of 
the Internal Revenue Code of 1986 and is exempt from taxation 
under section 501(a) of such Code.

“(B) PROHIBITION.—A covered official may not award a 
grant under this part to a nonprofit organization that holds money 
in offshore accounts for the purpose of avoiding paying the tax 
described in section 511(a) of the Internal Revenue Code of 
1986.
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“(C) DISCLOSURE.—Each nonprofit organization that is 
awarded a grant under this part and uses the procedures 
prescribed in regulations to create a rebuttable presumption of 
reasonableness for the compensation of its officers, directors, 
trustees, and key employees, shall disclose to the applicable 
covered official, in the application for the grant, the process for 
determining such compensation, including the independent 
persons involved in reviewing and approving such compensation, 
the comparability data used, and contemporaneous substantiation 
of the deliberation and decision. Upon request, a covered official 
shall make the information disclosed under this subparagraph 
available for public inspection.

“(3) CONFERENCE EXPENDITURES.— 

“(A) LIMITATION.—No amounts made available to a 
covered official under this part may be used by the covered 
official, or by any individual or entity awarded discretionary 
funds through a cooperative agreement under this part, to host or 
support any expenditure for conferences that uses more than 
$20,000 in funds made available by the covered official, unless 
the covered official provides prior written authorization that the 
funds may be expended to host the conference.

“(B) WRITTEN AUTHORIZATION.—Written authorization 
under subparagraph (A) shall include a written estimate of all 
costs associated with the conference, including the cost of all 
food, beverages, audio-visual equipment, honoraria for speakers, 
and entertainment.

“(C) REPORT.— 

“(i) DEPARTMENT OF JUSTICE.—The Deputy Attorney 
General shall submit to the applicable committees an annual 
report on all conference expenditures approved by the 
Attorney General under this paragraph.

“(ii) DEPARTMENT OF HEALTH AND HUMAN 
SERVICES.—The Deputy Secretary of Health and Human 
Services shall submit to the applicable committees an 
annual report on all conference expenditures approved by 
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the Secretary of Health and Human Services under this 
paragraph.

“(4) ANNUAL CERTIFICATION.—Beginning in the first fiscal 
year beginning after the date of enactment of this section, each 
covered official shall submit to the applicable committees an annual 
certification— 

“(A) indicating whether— 

“(i) all audits issued by the Office of the Inspector 
General of the applicable agency under paragraph (1) have 
been completed and reviewed by the appropriate Assistant 
Attorney General or Director, or the appropriate official of 
the Department of Health and Human Services, as 
applicable;

“(ii) all mandatory exclusions required under paragraph 
(1)(C) have been issued; and

“(iii) all reimbursements required under paragraph (1)
(E) have been made; and

“(B) that includes a list of any grant recipients excluded 
under paragraph (1) from the previous year.

“(c) PREVENTING DUPLICATIVE GRANTS.— 

“(1) IN GENERAL.—Before a covered official awards a grant to 
an applicant under this part, the covered official shall compare 
potential grant awards with other grants awarded under this part by 
the covered official to determine if duplicate grant awards are 
awarded for the same purpose.

“(2) REPORT.—If a covered official awards duplicate grants to 
the same applicant for the same purpose, the covered official shall 
submit to the applicable committees a report that includes— 

“(A) a list of all duplicate grants awarded, including the 
total dollar amount of any duplicate grants awarded; and

“(B) the reason the covered official awarded the duplicate 
grants.”.
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(b) OTHER GRANTS.— 

(1) DEFINITIONS.—In this subsection— 

(A) the term “applicable committees”— 

(i) with respect to the Attorney General and any other 
official of the Department of Justice, means— 

(I) the Committee on the Judiciary of the Senate; 
and

(II) the Committee on the Judiciary of the House 
of Representatives; and

(ii) with respect to the Secretary of Health and Human 
Services and any other official of the Department of Health 
and Human Services, means— 

(I) the Committee on Health, Education, Labor, 
and Pensions of the Senate; and

(II) the Committee on Energy and Commerce of 
the House of Representatives;

(B) the term “covered agency” means— 

(i) the Department of Justice; and

(ii) the Department of Health and Human Services;

(C) the term “covered grant” means a grant under section 
201, 302, or 601 of this Act or section 508 of the Public Health 
Service Act (42 U.S.C. 290bb–1) (as amended by section 501 of 
this Act); and

(D) the term “covered official” means— 

(i) the Attorney General; and

(ii) the Secretary of Health and Human Services.
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(2) ACCOUNTABILITY.—All covered grants awarded by a 
covered official shall be subject to the following accountability 
provisions: 

(A) AUDIT REQUIREMENT.— 

(i) DEFINITION.—In this subparagraph, the term 
“unresolved audit finding” means a finding in the final audit 
report of the Inspector General of a covered agency that the 
audited grantee has utilized grant funds for an unauthorized 
expenditure or otherwise unallowable cost that is not closed 
or resolved within 12 months after the date on which the 
final audit report is issued.

(ii) AUDIT.—Beginning in the first fiscal year 
beginning after the date of enactment of this Act, and in 
each fiscal year thereafter, the Inspector General of a 
covered agency shall conduct audits of recipients of covered 
grants awarded by the applicable covered official to prevent 
waste, fraud, and abuse of funds by grantees. The Inspector 
General shall determine the appropriate number of grantees 
to be audited each year.

(iii) MANDATORY EXCLUSION.—A recipient of 
covered grant funds that is found to have an unresolved 
audit finding shall not be eligible to receive covered grant 
funds during the first 2 fiscal years beginning after the end 
of the 12-month period described in clause (i).

(iv) PRIORITY.—In awarding covered grants, a 
covered official shall give priority to eligible applicants that 
did not have an unresolved audit finding during the 3 fiscal 
years before submitting an application for a covered grant.

(v) REIMBURSEMENT.—If an entity is awarded 
covered grant funds during the 2-fiscal-year period during 
which the entity is barred from receiving grants under 
clause (iii), the covered official that awarded the funds 
shall— 
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(I) deposit an amount equal to the amount of the 
grant funds that were improperly awarded to the 
grantee into the General Fund of the Treasury; and

(II) seek to recoup the costs of the repayment to 
the fund from the grant recipient that was erroneously 
awarded grant funds.

(B) NONPROFIT ORGANIZATION REQUIREMENTS.— 

(i) DEFINITION.—For purposes of this subparagraph 
and the covered grant programs, the term “nonprofit 
organization” means an organization that is described in 
section 501(c)(3) of the Internal Revenue Code of 1986 and 
is exempt from taxation under section 501(a) of such Code.

(ii) PROHIBITION.—A covered official may not award 
a covered grant to a nonprofit organization that holds money 
in offshore accounts for the purpose of avoiding paying the 
tax described in section 511(a) of the Internal Revenue 
Code of 1986.

(iii) DISCLOSURE.—Each nonprofit organization that 
is awarded a covered grant and uses the procedures 
prescribed in regulations to create a rebuttable presumption 
of reasonableness for the compensation of its officers, 
directors, trustees, and key employees, shall disclose to the 
applicable covered official, in the application for the grant, 
the process for determining such compensation, including 
the independent persons involved in reviewing and 
approving such compensation, the comparability data used, 
and contemporaneous substantiation of the deliberation and 
decision. Upon request, a covered official shall make the 
information disclosed under this clause available for public 
inspection.

(C) CONFERENCE EXPENDITURES.— 

(i) LIMITATION.—No amounts made available to a 
covered official under a covered grant program may be used 
by the covered official, or by any individual or entity 
awarded discretionary funds through a cooperative 
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agreement under a covered grant program, to host or support 
any expenditure for conferences that uses more than 
$20,000 in funds made available by the covered official, 
unless the covered official provides prior written 
authorization that the funds may be expended to host the 
conference.

(ii) WRITTEN AUTHORIZATION.—Written 
authorization under clause (i) shall include a written 
estimate of all costs associated with the conference, 
including the cost of all food, beverages, audio-visual 
equipment, honoraria for speakers, and entertainment.

(iii) REPORT.— 

(I) DEPARTMENT OF JUSTICE.—The Deputy 
Attorney General shall submit to the applicable 
committees an annual report on all conference 
expenditures approved by the Attorney General under 
this subparagraph.

(II) DEPARTMENT OF HEALTH AND HUMAN 
SERVICES.—The Deputy Secretary of Health and 
Human Services shall submit to the applicable 
committees an annual report on all conference 
expenditures approved by the Secretary of Health and 
Human Services under this subparagraph.

(D) ANNUAL CERTIFICATION.—Beginning in the first 
fiscal year beginning after the date of enactment of this Act, each 
covered official shall submit to the applicable committees an 
annual certification— 

(i) indicating whether— 

(I) all audits issued by the Office of the Inspector 
General of the applicable agency under subparagraph 
(A) have been completed and reviewed by the 
appropriate Assistant Attorney General or Director, or 
the appropriate official of the Department of Health 
and Human Services, as applicable;
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(II) all mandatory exclusions required under 
subparagraph (A)(iii) have been issued; and

(III) all reimbursements required under 
subparagraph (A)(v) have been made; and

(ii) that includes a list of any grant recipients excluded 
under subparagraph (A) from the previous year.

(3) PREVENTING DUPLICATIVE GRANTS.— 

(A) IN GENERAL.—Before a covered official awards a 
covered grant to an applicant, the covered official shall compare 
potential grant awards with other covered grants awarded by the 
covered official to determine if duplicate grant awards are 
awarded for the same purpose.

(B) REPORT.—If a covered official awards duplicate grants 
to the same applicant for the same purpose, the covered official 
shall submit to the applicable committees a report that includes— 

(i) a list of all duplicate grants awarded, including the 
total dollar amount of any duplicate grants awarded; and

(ii) the reason the covered official awarded the 
duplicate grants.

SEC. 705. PROGRAMS TO PREVENT PRESCRIPTION DRUG ABUSE 
UNDER THE MEDICARE PROGRAM.

(a) DRUG MANAGEMENT PROGRAM FOR AT-RISK
BENEFICIARIES.— 

(1) IN GENERAL.—Section 1860D–4(c) of the Social Security 
Act (42 U.S.C. 1395w–104(c)) is amended by adding at the end the 
following:

“(5) DRUG MANAGEMENT PROGRAM FOR AT-RISK 
BENEFICIARIES.— 

“(A) AUTHORITY TO ESTABLISH.—A PDP sponsor may 
establish a drug management program for at-risk beneficiaries 
under which, subject to subparagraph (B), the PDP sponsor may, 
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in the case of an at-risk beneficiary for prescription drug abuse 
who is an enrollee in a prescription drug plan of such PDP 
sponsor, limit such beneficiary’s access to coverage for 
frequently abused drugs under such plan to frequently abused 
drugs that are prescribed for such beneficiary by a prescriber (or 
prescribers) selected under subparagraph (D), and dispensed for 
such beneficiary by a pharmacy (or pharmacies) selected under 
such subparagraph.

“(B) REQUIREMENT FOR NOTICES.— 

“(i) IN GENERAL.—A PDP sponsor may not limit the 
access of an at-risk beneficiary for prescription drug abuse 
to coverage for frequently abused drugs under a prescription 
drug plan until such sponsor— 

“(I) provides to the beneficiary an initial notice 
described in clause (ii) and a second notice described 
in clause (iii); and

“(II) verifies with the providers of the beneficiary 
that the beneficiary is an at-risk beneficiary for 
prescription drug abuse, as described in subparagraph 
(C)(iv).

“(ii) INITIAL NOTICE.—An initial written notice 
described in this clause is a notice that provides to the 
beneficiary— 

“(I) notice that the PDP sponsor has identified the 
beneficiary as potentially being an at-risk beneficiary 
for prescription drug abuse;

“(II) information, when possible, describing State 
and Federal public health resources that are designed to 
address prescription drug abuse to which the 
beneficiary may have access, including substance use 
disorder treatment services, addiction treatment 
services, mental health services, and other counseling 
services;

“(III) a request for the beneficiary to submit to the 
PDP sponsor preferences for which prescribers and 
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pharmacies the beneficiary would prefer the PDP 
sponsor to select under subparagraph (D) in the case 
that the beneficiary is identified as an at-risk 
beneficiary for prescription drug abuse as described in 
clause (iii)(I);

“(IV) an explanation of the meaning and 
consequences of the identification of the beneficiary as 
potentially being an at-risk beneficiary for prescription 
drug abuse, including an explanation of the drug 
management program established by the PDP sponsor 
pursuant to subparagraph (A);

“(V) clear instructions that explain how the 
beneficiary can contact the PDP sponsor in order to 
submit to the PDP sponsor the preferences described in 
subclause (IV) and any other communications relating 
to the drug management program for at-risk 
beneficiaries established by the PDP sponsor;

“(VI) contact information for other organizations 
that can provide the beneficiary with information 
regarding drug management program for at-risk 
beneficiaries (similar to the information provided by 
the Secretary in other standardized notices to part D 
eligible individuals enrolled in prescription drug plans 
under this part); and

“(VII) notice that the beneficiary has a right to an 
appeal pursuant to subparagraph (E).

“(iii) SECOND NOTICE.—A second written notice 
described in this clause is a notice that provides to the 
beneficiary notice— 

“(I) that the PDP sponsor has identified the 
beneficiary as an at-risk beneficiary for prescription 
drug abuse;

“(II) that such beneficiary has been sent, or 
informed of, such identification in the initial notice and 
is now subject to the requirements of the drug 
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management program for at-risk beneficiaries 
established by such PDP sponsor for such plan;

“(III) of the prescriber and pharmacy selected for 
such individual under subparagraph (D);

“(IV) of, and information about, the right of the 
beneficiary to a reconsideration and an appeal under 
subsection (h) of such identification and the prescribers 
and pharmacies selected;

“(V) that the beneficiary can, in the case that the 
beneficiary has not previously submitted to the PDP 
sponsor preferences for which prescribers and 
pharmacies the beneficiary would prefer the PDP 
sponsor select under subparagraph (D), submit such 
preferences to the PDP sponsor; and

“(VI) that includes clear instructions that explain 
how the beneficiary can contact the PDP sponsor in 
order to submit to the PDP sponsor the preferences 
described in subclause (V).

“(iv) TIMING OF NOTICES.— 

“(I) IN GENERAL.—Subject to subclause (II), a 
second written notice described in clause (iii) shall be 
provided to the beneficiary on a date that is not less 
than 30 days after an initial notice described in clause 
(ii) is provided to the beneficiary.

“(II) EXCEPTION.—In the case that the PDP 
sponsor, in conjunction with the Secretary, determines 
that concerns identified through rulemaking by the 
Secretary regarding the health or safety of the 
beneficiary or regarding significant drug diversion 
activities require the PDP sponsor to provide a second 
notice described in clause (iii) to the beneficiary on a 
date that is earlier than the date described in subclause 
(II), the PDP sponsor may provide such second notice 
on such earlier date.
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“(III) FORM OF NOTICE.—The written notices 
under clauses (ii) and (iii) shall be in a format 
determined appropriate by the Secretary, taking into 
account beneficiary preferences.

“(C) AT-RISK BENEFICIARY FOR PRESCRIPTION DRUG 
ABUSE.— 

“(i) IN GENERAL.—For purposes of this paragraph, the 
term ‘at-risk beneficiary for prescription drug abuse’ means 
a part D eligible individual who is not an exempted 
individual described in clause (ii) and— 

“(I) who is identified through criteria developed 
by the Secretary in consultation with PDP sponsors and 
other stakeholders described in subsection section __
(g)(2)(A) of the Comprehensive Addiction and 
Recovery Act of 2016 based on clinical factors 
indicating misuse or abuse of prescription drugs 
described in subparagraph (G), including dosage, 
quantity, duration of use, number of and reasonable 
access to prescribers, and number of and reasonable 
access to pharmacies used to obtain such drug; or

“(II) with respect to whom the PDP sponsor of a 
prescription drug plan, upon enrolling such individual 
in such plan, received notice from the Secretary that 
such individual was identified under this paragraph to 
be an at-risk beneficiary for prescription drug abuse 
under a prescription drug plan in which such individual 
was previously enrolled and such identification has not 
been terminated under subparagraph (F).

“(ii) EXEMPTED INDIVIDUAL DESCRIBED.—An 
exempted individual described in this clause is an individual 
who— 

“(I) receives hospice care under this title;

“(II) resides in a long-term care facility, a facility 
described in section 1905(d), or other facility under 
contract with a single pharmacy; or
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“(III) the Secretary elects to treat as an exempted 
individual for purposes of clause (i).

“(iii) PROGRAM SIZE.—The Secretary shall establish 
policies, including the criteria developed under clause (i)(I) 
and the exemptions under clause (ii)(III), to ensure that the 
population of enrollees in a drug management program for 
at-risk beneficiaries operated by a prescription drug plan can 
be effectively managed by such plans.

“(iv) CLINICAL CONTACT.—With respect to each at-
risk beneficiary for prescription drug abuse enrolled in a 
prescription drug plan offered by a PDP sponsor, the PDP 
sponsor shall contact the beneficiary's providers who have 
prescribed frequently abused drugs regarding whether 
prescribed medications are appropriate for such 
beneficiary’s medical conditions.

“(D) SELECTION OF PRESCRIBERS.— 

“(i) IN GENERAL.—With respect to each at-risk 
beneficiary for prescription drug abuse enrolled in a 
prescription drug plan offered by such sponsor, a PDP 
sponsor shall, based on the preferences submitted to the 
PDP sponsor by the beneficiary pursuant to clauses (ii)(III) 
and (iii)(V) of subparagraph (B) if applicable, select— 

“(I) one, or, if the PDP sponsor reasonably 
determines it necessary to provide the beneficiary with 
reasonable access under clause (ii), more than one, 
individual who is authorized to prescribe frequently 
abused drugs (referred to in this paragraph as a 
‘prescriber’) who may write prescriptions for such 
drugs for such beneficiary; and

“(II) one, or, if the PDP sponsor reasonably 
determines it necessary to provide the beneficiary with 
reasonable access under clause (ii), more than one, 
pharmacy that may dispense such drugs to such 
beneficiary.
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“(ii) REASONABLE ACCESS.—In making the selection 
under this subparagraph, a PDP sponsor shall ensure, taking 
into account geographic location, beneficiary preference, 
impact on cost-sharing, and reasonable travel time, that the 
beneficiary continues to have reasonable access to drugs 
described in subparagraph (G), including— 

“(I) for individuals with multiple residences; and

“(II) in the case of natural disasters and similar 
emergency situations.

“(iii) BENEFICIARY PREFERENCES.— 

“(I) IN GENERAL.—If an at-risk beneficiary for 
prescription drug abuse submits preferences for which 
in-network prescribers and pharmacies the beneficiary 
would prefer the PDP sponsor select in response to a 
notice under subparagraph (B), the PDP sponsor 
shall— 

“(aa) review such preferences;

“(bb) select or change the selection of a 
prescriber or pharmacy for the beneficiary based 
on such preferences; and

“(cc) inform the beneficiary of such selection 
or change of selection.

“(II) EXCEPTION.—In the case that the PDP 
sponsor determines that a change to the selection of a 
prescriber or pharmacy under item (bb) by the PDP 
sponsor is contributing or would contribute to 
prescription drug abuse or drug diversion by the 
beneficiary, the PDP sponsor may change the selection 
of a prescriber or pharmacy for the beneficiary. If the 
PDP sponsor changes the selection pursuant to the 
preceding sentence, the PDP sponsor shall provide the 
beneficiary with— 

“(aa) at least 30 days written notice of the 
change of selection; and
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“(bb) a rationale for the change.

“(III) TIMING.—An at-risk beneficiary for 
prescription drug abuse may choose to express their 
prescriber and pharmacy preference and communicate 
such preference to their PDP sponsor at any date while 
enrolled in the program, including after a second notice 
under subparagraph (B)(iii) has been provided.

“(iv) CONFIRMATION.—Before selecting a prescriber 
or pharmacy under this subparagraph, a PDP sponsor must 
notify the prescriber and pharmacy that the beneficiary 
involved has been identified for inclusion in the drug 
management program for at-risk beneficiaries and that the 
prescriber and pharmacy has been selected as the 
beneficiary’s designated prescriber and pharmacy.

“(E) APPEALS.—The identification of an individual as an 
at-risk beneficiary for prescription drug abuse under this 
paragraph, a coverage determination made under a drug 
management program for at-risk beneficiaries, and the selection 
of a prescriber or pharmacy under subparagraph (D) with respect 
to such individual shall be subject to an expedited 
reconsideration and appeal pursuant to subsection (h).

“(F) TERMINATION OF IDENTIFICATION.— 

“(i) IN GENERAL.—The Secretary shall develop 
standards for the termination of identification of an 
individual as an at-risk beneficiary for prescription drug 
abuse under this paragraph. Under such standards such 
identification shall terminate as of the earlier of— 

“(I) the date the individual demonstrates that the 
individual is no longer likely, in the absence of the 
restrictions under this paragraph, to be an at-risk 
beneficiary for prescription drug abuse described in 
subparagraph (C)(i); or

“(II) the end of such maximum period of 
identification as the Secretary may specify.
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“(ii) RULE OF CONSTRUCTION.—Nothing in clause (i) 
shall be construed as preventing a plan from identifying an 
individual as an at-risk beneficiary for prescription drug 
abuse under subparagraph (C)(i) after such termination on 
the basis of additional information on drug use occurring 
after the date of notice of such termination.

“(G) FREQUENTLY ABUSED DRUG.—For purposes of this 
subsection, the term ‘frequently abused drug’ means a drug that 
is determined by the Secretary to be frequently abused or 
diverted and that is— 

“(i) a Controlled Drug Substance in Schedule CII; or

“(ii) within the same class or category of drugs as a 
Controlled Drug Substance in Schedule CII, as determined 
through notice and comment rulemaking.

“(H) DATA DISCLOSURE.— 

“(i) DATA ON DECISION TO IMPOSE LIMITATION.—In 
the case of an at-risk beneficiary for prescription drug abuse 
(or an individual who is a potentially at-risk beneficiary for 
prescription drug abuse) whose access to coverage for 
frequently abused drugs under a prescription drug plan has 
been limited by a PDP sponsor under this paragraph, the 
Secretary shall establish rules and procedures to require 
such PDP sponsor to disclose data, including necessary 
individually identifiable health information, about the 
decision to impose such limitations and the limitations 
imposed by the PDP sponsor under this part.

“(ii) DATA TO REDUCE FRAUD, ABUSE, AND WASTE.
—The Secretary shall establish rules and procedures to 
require PDP sponsors operating a drug management 
program for at-risk beneficiaries under this paragraph to 
provide the Secretary with such data as the Secretary 
determines appropriate for purposes of identifying patterns 
of prescription drug utilization for plan enrollees that are 
outside normal patterns and that may indicate fraudulent, 
medically unnecessary, or unsafe use.
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“(I) SHARING OF INFORMATION FOR SUBSEQUENT PLAN 
ENROLLMENTS.—The Secretary shall establish procedures under 
which PDP sponsors who offer prescription drug plans shall 
share information with respect to individuals who are at-risk 
beneficiaries for prescription drug abuse (or individuals who are 
potentially at-risk beneficiaries for prescription drug abuse) and 
enrolled in a prescription drug plan and who subsequently 
disenroll from such plan and enroll in another prescription drug 
plan offered by another PDP sponsor.

“(J) PRIVACY ISSUES.—Prior to the implementation of the 
rules and procedures under this paragraph, the Secretary shall 
clarify privacy requirements, including requirements under the 
regulations promulgated pursuant to section 264(c) of the Health 
Insurance Portability and Accountability Act of 1996 (42 U.S.C. 
1320d–2 note), related to the sharing of data under subparagraphs 
(H) and (I) by PDP sponsors. Such clarification shall provide that 
the sharing of such data shall be considered to be protected 
health information in accordance with the requirements of the 
regulations promulgated pursuant to such section 264(c).

“(K) EDUCATION.—The Secretary shall provide education 
to enrollees in prescription drug plans of PDP sponsors and 
providers regarding the drug management program for at-risk 
beneficiaries described in this paragraph, including education— 

“(i) provided through the improper payment outreach 
and education program described in section 1874A(h); and

“(ii) through current education efforts (such as State 
health insurance assistance programs described in 
subsection (a)(1)(A) of section 119 of the Medicare 
Improvements for Patients and Providers Act of 2008 (42 
U.S.C. 1395b–3 note)) and materials directed toward such 
enrollees.

“(L) CMS COMPLIANCE REVIEW.—The Secretary shall 
ensure that existing plan sponsor compliance reviews and audit 
processes include the drug management programs for at-risk 
beneficiaries under this paragraph, including appeals processes 
under such programs.”.
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(2) INFORMATION FOR CONSUMERS.—Section 1860D–4(a)(1)
(B) of the Social Security Act (42 U.S.C. 1395w–104(a)(1)(B)) is 
amended by adding at the end the following:

“(v) The drug management program for at-risk 
beneficiaries under subsection (c)(5).”.

(3) DUAL ELIGIBLES.—Section 1860D–1(b)(3)(D) of the Social 
Security Act (42 U.S.C. 1395w–101(b)(3)(D)) is amended by 
inserting “, subject to such limits as the Secretary may establish for 
individuals identified pursuant to section 1860D–4(c)(5)” after “the 
Secretary”.

(b) UTILIZATION MANAGEMENT PROGRAMS.—Section 1860D–4
(c) of the Social Security Act (42 U.S.C. 1395w–104(c)), as amended by 
subsection (a)(1), is amended— 

(1) in paragraph (1), by inserting after subparagraph (D) the 
following new subparagraph:

“(E) A utilization management tool to prevent drug abuse 
(as described in paragraph (5)(A)).”; and

(2) by adding at the end the following new paragraph:

“(6) UTILIZATION MANAGEMENT TOOL TO PREVENT DRUG 
ABUSE.— 

“(A) IN GENERAL.—A tool described in this paragraph is 
any of the following: 

“(i) A utilization tool designed to prevent the abuse of 
frequently abused drugs by individuals and to prevent the 
diversion of such drugs at pharmacies.

“(ii) Retrospective utilization review to identify— 

“(I) individuals that receive frequently abused 
drugs at a frequency or in amounts that are not 
clinically appropriate; and
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“(II) providers of services or suppliers that may 
facilitate the abuse or diversion of frequently abused 
drugs by beneficiaries.

“(iii) Consultation with the contractor described in 
subparagraph (B) to verify if an individual enrolling in a 
prescription drug plan offered by a PDP sponsor has been 
previously identified by another PDP sponsor as an 
individual described in clause (ii)(I).

“(B) REPORTING.—A PDP sponsor offering a prescription 
drug plan in a State shall submit to the Secretary and the 
Medicare drug integrity contractor with which the Secretary has 
entered into a contract under section 1893 with respect to such 
State a report, on a monthly basis, containing information on— 

“(i) any provider of services or supplier described in 
subparagraph (A)(ii)(II) that is identified by such plan 
sponsor during the 30-day period before such report is 
submitted; and

“(ii) the name and prescription records of individuals 
described in paragraph (5)(C).

“(C) CMS COMPLIANCE REVIEW.—The Secretary shall 
ensure that plan sponsor annual compliance reviews and program 
audits include a certification that utilization management tools 
under this paragraph are in compliance with the requirements for 
such tools.”.

(c) TREATMENT OF CERTAIN COMPLAINTS FOR PURPOSES
OF QUALITY OR PERFORMANCE ASSESSMENT.—Section 1860D–42 
of the Social Security Act (42 U.S.C. 1395w–152) is amended by adding at 
the end the following new subsection:

“(d) TREATMENT OF CERTAIN COMPLAINTS FOR PURPOSES
OF QUALITY OR PERFORMANCE ASSESSMENT.—In conducting a 
quality or performance assessment of a PDP sponsor, the Secretary shall 
develop or utilize existing screening methods for reviewing and 
considering complaints that are received from enrollees in a prescription 
drug plan offered by such PDP sponsor and that are complaints regarding 
the lack of access by the individual to prescription drugs due to a drug 
management program for at-risk beneficiaries.”.
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(d) SENSE OF CONGRESS REGARDING USE OF TECHNOLOGY
TOOLS TO COMBAT FRAUD.—It is the sense of Congress that MA 
organizations and PDP sponsors should consider using e-prescribing and 
other health information technology tools to support combating fraud under 
MA–PD plans and prescription drug plans under parts C and D of the 
Medicare Program.

(e) GAO STUDY AND REPORT.— 

(1) STUDY.—The Comptroller General of the United States shall 
conduct a study on the implementation of the amendments made by 
this section, including the effectiveness of the at-risk beneficiaries for 
prescription drug abuse drug management programs authorized by 
section 1860D–4(c)(5) of the Social Security Act (42 U.S.C. 1395w
–10(c)(5)), as added by subsection (a)(1). Such study shall include an 
analysis of— 

(A) the impediments, if any, that impair the ability of 
individuals described in subparagraph (C) of such section 1860D
–4(c)(5) to access clinically appropriate levels of prescription 
drugs;

(B) the effectiveness of the reasonable access protections 
under subparagraph (D)(ii) of such section 1860D–4(c)(5), 
including the impact on beneficiary access and health;

(C) how best to define the term “designated pharmacy”, 
including whether the definition of such term should include an 
entity that is comprised of a number of locations that are under 
common ownership and that electronically share a real-time, 
online database and whether such a definition would help to 
protect and improve beneficiary access;

(D) the types of— 

(i) individuals who, in the implementation of such 
section, are determined to be individuals described in such 
subparagraph; and

(ii) prescribers and pharmacies that are selected under 
subparagraph (D) of such section;
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(E) the extent of prescription drug abuse beyond Controlled 
Drug Substances in Schedule CII in parts C and D of the 
Medicare program; and

(F) other areas determined appropriate by the Comptroller 
General.

(2) REPORT.—Not later than July 1, 2019, the Comptroller 
General of the United States shall submit to the appropriate 
committees of jurisdiction of Congress a report on the study 
conducted under paragraph (1), together with recommendations for 
such legislation and administrative action as the Comptroller General 
determines to be appropriate.

(f) REPORT BY SECRETARY.— 

(1) IN GENERAL.—Not later than 12 months after the date of the 
enactment of this Act, the Secretary of Health and Human Services 
shall submit to the appropriate committees of jurisdiction of Congress 
a report on ways to improve upon the appeals process for Medicare 
beneficiaries with respect to prescription drug coverage under part D 
of title XVIII of the Social Security Act. Such report shall include an 
analysis comparing appeals processes under parts C and D of such 
title XVIII.

(2) FEEDBACK.—In development of the report described in 
paragraph (1), the Secretary of Health and Human Services shall 
solicit feedback on the current appeals process from stakeholders, 
such as beneficiaries, consumer advocates, plan sponsors, pharmacy 
benefit managers, pharmacists, providers, independent review entity 
evaluators, and pharmaceutical manufacturers.

(g) EFFECTIVE DATE.— 

(1) IN GENERAL.—Except as provided in subsection (d)(2), the 
amendments made by this section shall apply to prescription drug 
plans for plan years beginning on or after January 1, 2018.

(2) STAKEHOLDER MEETINGS PRIOR TO EFFECTIVE DATE.— 

(A) IN GENERAL.—Not later than January 1, 2017, the 
Secretary of Health and Human Services shall convene 
stakeholders, including individuals entitled to benefits under part 
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A of title XVIII of the Social Security Act or enrolled under part 
B of such title of such Act, advocacy groups representing such 
individuals, clinicians, plan sponsors, pharmacists, retail 
pharmacies, entities delegated by plan sponsors, and 
biopharmaceutical manufacturers for input regarding the topics 
described in subparagraph (B). The input described in the 
preceding sentence shall be provided to the Secretary in 
sufficient time in order for the Secretary to take such input into 
account in promulgating the regulations pursuant to 
subparagraph (C).

(B) TOPICS DESCRIBED.—The topics described in this 
subparagraph are the topics of— 

(i) the impact on cost-sharing and ensuring 
accessibility to prescription drugs for enrollees in 
prescription drug plans of PDP sponsors who are at-risk 
beneficiaries for prescription drug abuse (as defined in 
paragraph (5)(C) of section 1860D–4(c) of the Social 
Security Act (42 U.S.C. 1395w–10(c)));

(ii) the use of an expedited appeals process under 
which such an enrollee may appeal an identification of such 
enrollee as an at-risk beneficiary for prescription drug abuse 
under such paragraph (similar to the processes established 
under the Medicare Advantage program under part C of title 
XVIII of the Social Security Act);

(iii) the types of enrollees that should be treated as 
exempted individuals, as described in clause (ii) of such 
paragraph;

(iv) the manner in which terms and definitions in 
paragraph (5) of such section 1860D–4(c) should be 
applied, such as the use of clinical appropriateness in 
determining whether an enrollee is an at-risk beneficiary for 
prescription drug abuse as defined in subparagraph (C) of 
such paragraph (5);

(v) the information to be included in the notices 
described in subparagraph (B) of such section and the 
standardization of such notices;

Page 72 of 76S. 524 (Engrossed-in-Senate)

5/11/2016https://www.congress.gov/114/bills/s524/BILLS-114s524es.xml



(vi) with respect to a PDP sponsor that establishes a 
drug management program for at-risk beneficiaries under 
such paragraph (5), the responsibilities of such PDP sponsor 
with respect to the implementation of such program;

(vii) notices for plan enrollees at the point of sale that 
would explain why an at-risk beneficiary has been 
prohibited from receiving a prescription at a location outside 
of the designated pharmacy;

(viii) evidence-based prescribing guidelines for 
opiates; and

(ix) the sharing of claims data under parts A and B 
with PDP sponsors.

(C) RULEMAKING.—The Secretary of Health and Human 
Services shall, taking into account the input gathered pursuant to 
subparagraph (A) and after providing notice and an opportunity 
to comment, promulgate regulations to carry out the provisions 
of, and amendments made by subsections (a) and (b).

TITLE VIII—TRANSNATIONAL DRUG 
TRAFFICKING ACT

SEC. 801. SHORT TITLE.

This title may be cited as the “Transnational Drug Trafficking Act of 
2015”.

SEC. 802. POSSESSION, MANUFACTURE OR DISTRIBUTION FOR 
PURPOSES OF UNLAWFUL IMPORTATIONS.

Section 1009 of the Controlled Substances Import and Export Act (21 
U.S.C. 959) is amended—

(1) by redesignating subsections (b) and (c) as subsections (c) 
and (d), respectively; and

(2) in subsection (a), by striking “It shall” and all that follows 
and inserting the following: “It shall be unlawful for any person to 
manufacture or distribute a controlled substance in schedule I or II or 
flunitrazepam or a listed chemical intending, knowing, or having 
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reasonable cause to believe that such substance or chemical will be 
unlawfully imported into the United States or into waters within a 
distance of 12 miles of the coast of the United States.

“(b) It shall be unlawful for any person to manufacture or distribute a 
listed chemical— 

“(1) intending or knowing that the listed chemical will be used to 
manufacture a controlled substance; and

“(2) intending, knowing, or having reasonable cause to believe 
that the controlled substance will be unlawfully imported into the 
United States.”.

SEC. 803. TRAFFICKING IN COUNTERFEIT GOODS OR SERVICES.

Chapter 113 of title 18, United States Code, is amended—

(1) in section 2318(b)(2), by striking “section 2320(e)” and 
inserting “section 2320(f)”; and

(2) in section 2320— 

(A) in subsection (a), by striking paragraph (4) and inserting 
the following:

“(4) traffics in a drug and knowingly uses a counterfeit mark on 
or in connection with such drug,”; 

(B) in subsection (b)(3), in the matter preceding 
subparagraph (A), by striking “counterfeit drug” and inserting 
“drug that uses a counterfeit mark on or in connection with the 
drug”; and

(C) in subsection (f), by striking paragraph (6) and inserting 
the following:

“(6) the term ‘drug’ means a drug, as defined in section 201 of 
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321).”.

Passed the Senate March 10, 2016.

Attest:
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State of California

BUSINESS AND PROFESSIONS CODE

Section  4003

4003. (a)  The board, with the approval of the director, may appoint a person exempt
from civil service who shall be designated as an executive officer and who shall
exercise the powers and perform the duties delegated by the board and vested in him
or her by this chapter. The executive officer may or may not be a member of the board
as the board may determine.

(b)  The executive officer shall receive the compensation as established by the
board with the approval of the Director of Finance. The executive officer shall also
be entitled to travel and other expenses necessary in the performance of his or her
duties.

(c)  The executive officer shall maintain and update in a timely fashion records
containing the names, titles, qualifications, and places of business of all persons
subject to this chapter.

(d)  The executive officer shall give receipts for all money received by him or her
and pay it to the department, taking its receipt therefor. Besides the duties required
by this chapter, the executive officer shall perform other duties pertaining to the office
as may be required of him or her by the board.

(e)  This section shall remain in effect only until January 1, 2017, and as of that
date is repealed, unless a later enacted statute, that is enacted before January 1, 2017,
deletes or extends that date.

(Amended by Stats. 2012, Ch. 332, Sec. 84.  (SB 1236)  Effective January 1, 2013.  Repealed as of
January 1, 2017, by its own provisions.)
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Each person holding a certificate, license, permit, registration or exemption to practice or engage in any activity in the State of 
California under any and all laws administered by the Board shall file a proper and current residence address with the Board at its 
office in Sacramento and shall within 30 days notify the Board at its said office of any and all changes of residence address, giving 
both the old and new address.
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Code.
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State of California

BUSINESS AND PROFESSIONS CODE

Section  4013

4013. (a)  Any facility licensed by the board shall join the board’s e-mail notification
list within 60 days of obtaining a license or at the time of license renewal.

(b)  Any facility licensed by the board shall update its e-mail address with the
board’s e-mail notification list within 30 days of a change in the facility’s e-mail
address.

(c)  An owner of two or more facilities licensed by the board may comply with
subdivisions (a) and (b) by subscribing a single e-mail address to the board’s e-mail
notification list, where the owner maintains an electronic notice system within all of
its licensed facilities that, upon receipt of an e-mail notification from the board,
immediately transmits electronic notice of the same notification to all of its licensed
facilities. If an owner chooses to comply with this section by using such an electronic
notice system, the owner shall register the electronic notice system with the board by
July 1, 2011, or within 60 days of initial licensure, whichever is later, informing the
board of the single e-mail address to be utilized by the owner, describing the electronic
notice system, and listing all facilities to which immediate notice will be provided.
The owner shall update its e-mail address with the board’s e-mail notification list
within 30 days of any change in the owner’s e-mail address.

(d)  This section shall become operative on July 1, 2010.
(Amended by Stats. 2010, Ch. 653, Sec. 19.  (SB 1489)  Effective January 1, 2011.)
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Fatal drug overdoses reach 10-year high in Orange County
By JENNA CHANDLER 
2016-05-15 22:30:18

The number of people dying of drug overdoses in Orange County has 
soared to the highest levels in at least a decade.

According to preliminary coroner data, fatal drug overdoses climbed to 
at least 400 last year, a 6 percent increase from 2014 – and a nearly 63 
percent jump compared with 2005, when the number stood at 246.

The latest figures punctuate a problem that has rapidly multiplied in
Orange County and the U.S. In the past five years, drug overdoses have 
killed 1,769 people in the county.

The coroner’s office has cases awaiting toxicology results, so the 400 figure could rise.

More than two-thirds of last year’s cases – 286 – involved opioids, a class of drug that includes heroin and 
prescription painkillers such as Percocet, OxyContin and Vicodin.

That’s not unusual: A 2014 report from the county Health Care Agency found that from 2011 to 2013, 70 
percent of all drug and alcohol overdose deaths investigated by the coroner involved opioids.

The Centers for Disease Control and Prevention considers the spike in opioid abuse and death a national 
epidemic, claiming 78 lives daily in the U.S.

“Frankly, we’re still under-resourced. I think the public doesn’t fully appreciate yet the scope of the problem,” 
President Barack Obama said in March at the National Rx Drug Abuse & Heroin Summit in Atlanta, where his 
administration announced it would spend $11 million to expand access to naloxone, a fast-acting opioid 
overdose-reversal medicine.

Obama also is asking Congress to spend an extra $1.1 billion to expand treatment and programs to prevent 
prescription drug and heroin overdoses.

It’s been only within the past few months that such efforts have escalated to curb the death toll.

“We have a community at risk,” said Dr. Padma Gulur, a pain specialist at UC Irvine Health. “It’s so 
concerning.”

Gulur is leading a new coalition of health insurance companies, law enforcement agencies, hospitals and 
public health agencies that has collected drug overdose data from 2013 on every California county.

The numbers show Orange County has one of the higher rates of prescription opioid deaths in the state, 17th 
out of 58 counties.

The coalition is encouraging physicians to scale back the amount of opioids they prescribe and to know the 
signs of addiction. It’s also coming up with ways to expand access to naloxone.

“Naloxone saves lives; it just does,” Gulur sad. “Looking at the data from the coroner’s office, these are 
preventable deaths.”

Page 1 of 2Print Article: Fatal drug overdoses reach 10-year high in Orange County
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Two local mothers whose children died of overdoses are on a mission to distribute naloxone, also known 
under the brand name Narcan. It can be sprayed into the nose or jabbed into arm or leg muscles to kick-start 
the lungs of someone who has stopped breathing after overdosing on opioids.

The mothers, Aimee Dunkle and Margie Fleitman, are taking the antidote to sober-living homes and putting it 
in the hands of users and their families.

The mothers also are working with UCI medical students who in February won approval from the state health 
department to hand out clean needles to users on Saturdays in downtown Santa Ana.

They’ve given out hundreds of vials of naloxone, and 48 clients have reported successfully using it to revive a 
person who overdosed, Orange County Needle Exchange Program founder Kyle Barbour said.

A proposal in the Legislature would take the needle exchange concept a step further by making it legal for 
local public health departments to set up clean, safe places for users to inject and ride out their highs under 
medical supervision.

Drug use via needles is so pervasive in Orange County that in 2½ months, Barbour’s group distributed 
40,000 clean needles and collected 23,928 dirty ones – numbers they anticipated hitting over a full year.

“There’s a huge need – much greater than we initially expected,” he said.

But, he added, “As large as we feel our statistics are, there are surely people in Anaheim, Fullerton, 
Huntington Beach that need access to these services but can’t get to us or haven’t heard about us. That 
demonstrates the urgent need for more of these services.”

Contact the writer: jchandler@ocregister.com and @jennakchandler on Twitter

© Copyright 2016 Freedom Communications. All Rights Reserved. 
Privacy Policy & Terms of Service | Copyright | Site Map
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Consumers Advised to Not Use 
Weight Loss Product Propell 
Platinum Due to Hidden 
Ingredients 

Food and Drug Administration (FDA) is advising 
consumers not to purchase or use Propell Platinum, a 
product promoted for weight loss, because FDA 
laboratory analysis confirmed it contains sibutramine 
and phenolphthalein. Propell Platinum is sold on the 
Internet and possibly in some retail stores. Sibutramine 
is a controlled substance that was removed from the 
market in October 2010 for safety reasons, indicates 
the FDA public notification. The product poses a threat 
because sibutramine is known to substantially increase 
blood pressure and/or pulse rate in some patients and 
may present a significant risk for patients with a history 
of coronary artery disease, congestive heart failure, 
arrhythmias, or stroke. This product may also interact 
in life-threatening ways with other medications a 
consumer may be taking. Phenolphthalein is a 
chemical that is not an active ingredient in any 
approved drug in the United States. Studies have 
indicated that it presents a cancer-causing risk. 
Adverse events or side effects may be reported to 
FDA’s MedWatch Safety Information and Adverse 
Event Reporting Program. 
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or Use ENVY BP  

FDA is advising consumers not to purchase or use 
ENVY BP, a product promoted for weight loss, 
because FDA laboratory analysis confirmed that ENVY 
BP contains sibutramine. ENVY BP is sold on various 
websites and possibly in some retail stores. 
Sibutramine is a controlled substance that was 
removed from the market in October 2010 for safety 
reasons, indicates the FDA public notification. The 
product poses a threat because sibutramine is known 
to substantially increase blood pressure and/or pulse 
rate in some patients and may present a significant 
risk for patients with a history of coronary artery 
disease, congestive heart failure, arrhythmias, or 
stroke. This product may also interact in life-
threatening ways with other medications a consumer 
may be taking. Adverse events or side effects may be 
reported to FDA’s MedWatch Safety Information and 
Adverse Event Reporting Program. 

Seattle City Council Resolution 
Urges Prescription Drug Disposal 
Sites Be Installed at Pharmacies 
and Police Precincts 

The Seattle City Council passed a resolution that 
requests pharmacies and the Seattle Police 
Department install drug disposal drop boxes across 
the city to reduce the risk of nonmedical use of unused 
prescription drugs. The countywide safe prescription 
drug disposal program will accept prescription 
medicines, including controlled substances, and 
nonprescription (over-the-counter) medicines for safe 
disposal, according to Resolution 31654. The 
resolution does not require pharmacies and police 
precincts to install a drop box, notes KUOW.org. 

Prescription Opioid Abuse 
Common in Workplace, New 
Report Offers Alternatives to Help 
Prevent Misuse and Abuse  

Almost a third of opioid painkiller prescriptions funded 
by employer plans are being abused, indicates a 
recent report. The authors of the report suggest that 
companies should provide employees with a thorough 
explanation of their benefit programs to help prevent 
misuse and abuse. For example, using physical 
therapy benefits may be a good option for some 
patients suffering from lower back pain, rather than 
opioid medications. Data for the study is based on 
nearly 1 million employees who used a benefit platform 
from Castlight Health between 2011 and 2015. 
Companies may also want to consider offering 
programs that provide access to opioid abuse 
treatment, notes Partnership for Drug-Free Kids. 
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AWARXE Prescription Drug Safety News is a 
publication prepared by the NABP Foundation®.  
 
Please send any comments, questions, or suggestions 
about the e-newsletter to info@AWARErx.pharmacy. 
We look forward to receiving your feedback.  
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DEA Prescription Drug Take-Back 
Day Collection Site Locator Now 
Available 

The Drug Enforcement Administration (DEA) National 
Prescription Drug Take-Back Day collection site 
locator is now available, allowing consumers to search 
for nearby locations to dispose of unneeded, 
unwanted, or expired medications on Saturday, April 
30, 2016. On this day from 10 AM to 2 PM, thousands 
of DEA-coordinated collection sites will be available 
across the United States. Consumers are encouraged 
to use this unique opportunity to safely and legally 
dispose of any unneeded medications, including 
prescription painkillers and other controlled substance 
medicines.  
 
The take-back service is free and anonymous with no 
questions asked, DEA reminds consumers. 
Participating sites will accept tablets, capsules, and all 
other solid dosage forms of unwanted medication. 
Personal information should be blacked out on 
prescription bottles, or medications may be emptied 
from the bottles into bins provided at the locations. 
Check the DEA collection site locator often, as new 
locations will be added until April 30, 2016.  
 
Consumers have disposed of at least 5.5 million 
pounds of unwanted medication during previous DEA 
Take-Back Days. The 10th national DEA take-back 
event was held on September 26, 2015, and more 
than 5,000 locations provided take-back services. 
More information and a link to the DEA Take-Back Day 
collection site locator are available on the AWARXE® 
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website. 

Super Herbs Weight Loss Dietary 
Supplement Recalled Due to 
Presence of Undeclared 
Ingredients  

Super Herbs is recalling all bottles of Super Herbs to 
the consumer level because Food and Drug 
Administration (FDA) laboratory testing determined 
that the weight loss dietary supplement contains 
sibutramine, desmethylsibutramine, and/or 
phenolphthalein. These undeclared ingredients make 
this product an unapproved new drug for which safety 
and efficacy have not been established.  
 
Sibutramine is an appetite suppressant that was 
withdrawn from the US market in October 2010, as 
indicated in the press release posted on the FDA 
website. Desmethylsibutramine is an active metabolite 
of sibutramine. Sibutramine and its active metabolites 
substantially increase blood pressure and/or pulse rate 
in some patients and may present a significant risk for 
patients with a history of coronary artery disease, 
congestive heart failure, arrhythmias, or stroke, states 
FDA. Phenolphthalein was previously used in over-the-
counter laxatives, but because of concerns of 
carcinogenicity, it is no longer marketed in the US.  
 
Super Herbs was distributed nationwide to consumers 
via the Internet. It is packaged in a clear bottle with 
light green and dark green capsules. Consumers who 
have the recalled product should stop using it. 
Consumers should contact their health care provider if 
they have experienced any problems that may be 
related to using this drug product. Adverse reactions or 
quality problems may be reported to FDA’s MedWatch 
Safety Information and Adverse Event Reporting 
Program. 

Recalled Dietary Supplement 
LGD-Xtreme Contains 
Investigational Drug Not 
Approved for Use 

Invisiblu International, LLC, is recalling one lot of 
Continuum Labs LGD-Xtreme, 3 mg, to the retail and 
consumer levels because the product has been found 
to contain LGD-4033 (Ligandrol), an investigational 
drug not approved for use. LGD-Xtreme is marketed 
as a dietary supplement to promote gains of lean 
muscle mass. The recalled product was sold to 
consumers in the US via the Internet and was exported 
to wholesalers in Brazil, indicates the press release 
posted to FDA’s website.  
 
The affected lot number is 21511166 with the 
expiration date of November 2018. LGD-Xtreme is 
packaged in a dark amber plastic bottle with 90 
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capsules and can be identified by its black label with 
gold trim and the Continuum Labs logo. Consumers 
who have this product in their possession should stop 
using it and discard any unused capsules. Consumers 
are advised to contact their health care provider if they 
have experienced any problems that may be related to 
using this drug product. Adverse reactions or quality 
problems may be reported to FDA’s MedWatch Safety 
Information and Adverse Event Reporting Program. 

Consumers Are Unable to Identify 
Common NSAIDs, Unaware of 
Associated Risks  

Consumers who use pain medications, such as non-
steroidal anti-inflammatory drugs (NSAIDs), are 
unaware about the related risks, according to a new 
survey. Almost half of the respondents (47%) said they 
do not know what NSAIDs are. Examples of the most 
commonly used NSAIDs include over-the-counter 
medications ibuprofen (brand names Advil® and 
Motrin®) and naproxen (Aleve®) as well as prescription 
medications diclofenac and celecoxib. Of those who 
said they are aware of NSAIDs, 42% do not realize 
that ibuprofen is part of the NSAID class of medicine.  
 
About 58% of those surveyed recognize that there are 
risks associated with taking NSAIDs, but only 27% of 
people surveyed are aware of FDA’s recommendation 
to use the lowest effective NSAID dose for the shortest 
duration possible. The survey also found that 62% of 
those people experienced at least one NSAID side 
effect.  
 
More than 1,000 adults in the US participated in the 
“Understanding America’s Pain: Identifying How 
Americans Experience and Manage Pain” survey. 
Consumers should consult with their health care 
provider to become more informed about how to safely 
take pain medications, note the preparers of the 
survey. 
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DEA to Hold Next National 
Prescription Drug Take-Back Day 
in April 

Drug Enforcement Administration (DEA) has 
announced another opportunity for consumers to 
dispose of unneeded and expired prescription drugs 
during the 11th DEA National Prescription Drug Take-
Back Day, which will be held April 30, 2016. On this 
day, from 10 AM to 2 PM, thousands of collection sites 
will be available across the country to accept 
unneeded prescription drugs, including controlled 
substances, for safe and legal disposal. To date, 
DEA’s Take-Back Day initiative has collected a 
combined total of more than 5.5 million pounds (over 
2,750 tons) of unneeded medications, helping to 
prevent diversion, misuse, and abuse of the drugs. 
More information about safely disposing of 
medications at home and finding a permanent local 
drug disposal program is available in the Dispose 
Safely section of the AWARXE Prescription Drug 
Safety website. 

FDA Warns Consumers About 
Fraudulent Drug and Supplement 
Products Sold at Nontraditional 
Venues  

Food and Drug Administration (FDA) warns consumers 
about fraudulent dietary supplements and 
nonprescription drug products imported and sold at 
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ethnic or international stores, flea markets, swap 
meets, or online. People who prefer to shop at 
nontraditional places are targeted by health scammers, 
indicates Cariny Nunez, MPH, a public health advisor 
in the Office of Minority Health at FDA. Advertisers use 
the word “natural” to attract certain groups of people, 
but that word does not indicate a product is safe or that 
it is free of hidden drug ingredients, indicates the FDA 
Consumer Update. Many products may be 
contaminated or contain potentially harmful chemicals 
or drug ingredients not listed on the label, according to 
FDA.  
 
Under the law, companies that make dietary 
supplements are not required to obtain FDA approval 
before marketing their products. FDA’s national health 
fraud coordinator, Gary Coody, RPh, indicates dietary 
supplements are “not substitutes for the drugs your 
health care professional prescribes.” Coody suggests 
keeping your health care provider informed about what 
supplements you are taking, because they may 
interact in harmful ways with prescribed medicines or 
prevent a prescribed drug from working. Before buying 
an unproven product that has questionable claims, 
verify it is safe with your health care provider first. 
Consumers can visit FDA’s website to see if action has 
already been taken against a company. Consumers 
can also inform FDA about bad reactions to a product 
so that they can be investigated and, if a product is 
deemed harmful, FDA can take appropriate action. To 
report a bad reaction or product defect, call the 
Consumer Complaint Coordinator in your state or 
report online to FDA’s MedWatch program. 

Over 200 Health Centers Awarded 
Funding to Treat Opioid Abuse in 
Underserved Communities 

United States Department of Health & Human Services 
(HHS) has announced that 271 health centers in 45 
states, the District of Columbia, and Puerto Rico have 
been granted $94 million in Affordable Care Act 
funding to improve and expand substance abuse 
services, with a specific focus on treatment of opioid 
use disorders in underserved populations. The 
funding, administered by the HHS Health Resources 
and Services Administration (HRSA), will support 
efforts to screen more patients for substance use 
disorders, connect more patients to treatment, and 
expand patient access to medication-assisted 
treatment for opioid use and other substance use 
disorder treatment, notes the HHS news release. The 
funding will also offer health professionals training and 
educational resources to make informed prescribing 
decisions.  
 
Visit the HRSA website for a list of each state’s 
grantees and award amounts. 

National Poison Prevention Week 
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Storage  

The Poison Prevention Week Council aims to educate 
both children and adults about the prevention of 
unintentional poisonings and accidental exposures 
around the home. This year’s National Poison 
Prevention Week, which runs through March 26, 2016, 
focuses on preventing accidental medicine ingestions 
by young children. The Up and Away and Out of Sight 
campaign reminds adults that storing medicines safely 
is an important part of preventing poisonings in the 
home.  
 
The AWARXE website has advice on properly storing 
medications to prevent accidental ingestion by young 
children in the Secure Storage section. The AWARXE 
website also has a Drug Disposal Locator Tool that 
provides locations of permanent drug disposal sites in 
the US. Safely disposing of unwanted medications can 
help prevent exposing young children to accidental 
ingestion. 
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Opioid painkillers to carry new boxed label warning
It's part of an effort to stem rising deaths from abuse and overdose

03/23/2016 | ConsumerAffairs |  Health (https://www.consumeraffairs.com/news_index/health.html)

By Mark Huffman
Mark Huffman has been a consumer news reporter for ConsumerAffairs since 2004. He covers real 
estate, gas prices and the economy and has reported extensively on negative-option sales. He was 

previously an Associated Press reporter and editor in Washington, D.C., a correspondent for Westwoood One 
Radio Networks and Marketwatch.   Read Full Bio→ (https://www.consumeraffairs.com/about/staff/mark-
huffman/)

Email Mark Huffman (mailto:mark.huffman@consumeraffairs.com) Phone: 866-773-0221

The Food and Drug Administration (FDA) has 
moved to stem the tide of opioid painkiller 
misuse, announcing

(http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm491739.htm) class-wide safety 
label changes for immediate-release opioid drugs.

The new regulations call for a boxed warning that outlines the potential dangers – misuse, abuse, 
addiction, and overdose, which can be fatal.

The agency said the move is an attempt to thread the needle – dealing with the mounting misuse of 
these powerful drugs while leaving physicians enough leeway to provide patients with needed relief from 
pain.

The action comes on the heels of new guidelines (https://www.consumeraffairs.com/news/cdc-releases-
guidelines-in-hopes-of-curbing-opioid-prescriptions-031616.html) from the Centers for Disease Control 
and Prevention (CDC) that ask doctors to limit the prescribing of opioid painkillers. Dr. Tom Frieden, 
director of the CDC, said it is hoped that the recommendations for doctors will bring about “a culture shift 
for patients and doctors.”
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The FDA's new plan requires a number of additional safety labeling changes, to include information 
about the risks the medications pose.

Epidemic levels
“Opioid addiction and overdose have reached epidemic levels over the past decade, and the FDA 
remains steadfast in our commitment to do our part to help reverse the devastating impact of the misuse 
and abuse of prescription opioids,” FDA Commissioner Robert Califf said in a statement. “Today’s 
actions are one of the largest undertakings for informing prescribers of risks across opioid products, and 
one of many steps the FDA intends to take this year as part of our comprehensive action plan to reverse 
this epidemic.”

Opioid drugs include many widely-prescribed painkillers, including oxycodone, hydrocodone, and 
morphine. They are generally divided into two categories – immediate-release products that are effective 
over a shorter time frame, and extended-release products, intended to be taken once or twice a day.

Warning for pregnant women
The new boxed warning on immediate release opioid analgesics will include a precaution that chronic 
maternal use of opioids during pregnancy can result in neonatal opioid withdrawal syndrome (NOWS), a 
potentially life-threatening condition in newborns.

Some illegal drugs, such as heroin and fentanyl, are also classified as opioid drugs. Some rural states, 
such as Maine and Indiana, where drug abuse has not been a problem in the past, have recently 
grappled with the misuse of these drugs, both legal and illegal. Overdoes deaths
(https://www.consumeraffairs.com/news/more-than-47000-drug-overdose-deaths-last-year-122115.html)
from these drugs spiked 14% in 2014.
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Summary

This guideline 

provides 

recommendations for 

primary care clinicians 

who are prescribing 

opioids for chronic 

pain outside of active 

cancer treatment, 

palliative care, and 

end-of-life care. The 

guideline addresses 1) 

when to initiate or 

continue opioids for chronic pain; 2) opioid selection, dosage, duration, follow-up, and discontinuation; and 3) assessing risk and addressing harms of opioid use. 

CDC developed the guideline using the Grading of Recommendations Assessment, Development, and Evaluation (GRADE) framework, and recommendations are 

made on the basis of a systematic review of the scientific evidence while considering benefits and harms, values and preferences, and resource allocation. CDC 

obtained input from experts, stakeholders, the public, peer reviewers, and a federally chartered advisory committee. It is important that patients receive 

appropriate pain treatment with careful consideration of the benefits and risks of treatment options. This guideline is intended to improve communication 

between clinicians and patients about the risks and benefits of opioid therapy for chronic pain, improve the safety and effectiveness of pain treatment, and reduce 

the risks associated with long-term opioid therapy, including opioid use disorder, overdose, and death. CDC has provided a checklist for prescribing opioids for 

chronic pain (http://stacks.cdc.gov/view/cdc/38025 (http://stacks.cdc.gov/view/cdc/38025)) as well as a website 

(http://www.cdc.gov/drugoverdose/prescribingresources.html (http://www.cdc.gov/drugoverdose/prescribing/resources.html)) with additional tools to guide 

clinicians in implementing the recommendations.

Introduction

Background

Opioids are commonly prescribed for pain. An estimated 20% of patients presenting to physician offices with noncancer pain symptoms or pain-related diagnoses 

(including acute and chronic pain) receive an opioid prescription (1). In 2012, health care providers wrote 259 million prescriptions for opioid pain medication, 

enough for every adult in the United States to have a bottle of pills (2). Opioid prescriptions per capita increased 7.3% from 2007 to 2012, with opioid prescribing 

rates increasing more for family practice, general practice, and internal medicine compared with other specialties (3). Rates of opioid prescribing vary greatly 

across states in ways that cannot be explained by the underlying health status of the population, highlighting the lack of consensus among clinicians on how to use 

opioid pain medication (2).

Prevention, assessment, and treatment of chronic pain are challenges for health providers and systems. Pain might go unrecognized, and patients, particularly 

members of racial and ethnic minority groups, women, the elderly, persons with cognitive impairment, and those with cancer and at the end of life, can be at risk 

for inadequate pain treatment (4). Patients can experience persistent pain that is not well controlled. There are clinical, psychological, and social consequences 

associated with chronic pain including limitations in complex activities, lost work productivity, reduced quality of life, and stigma, emphasizing the importance of 

appropriate and compassionate patient care (4). Patients should receive appropriate pain treatment based on a careful consideration of the benefits and risks of 

treatment options.

Chronic pain has been variably defined but is defined within this guideline as pain that typically lasts >3 months or past the time of normal tissue healing (5). 

Chronic pain can be the result of an underlying medical disease or condition, injury, medical treatment, inflammation, or an unknown cause (4). Estimates of the 

prevalence of chronic pain vary, but it is clear that the number of persons experiencing chronic pain in the United States is substantial. The 1999–2002 National 

Health and Nutrition Examination Survey estimated that 14.6% of adults have current widespread or localized pain lasting at least 3 months (6). Based on a survey 

conducted during 2001–2003 (7), the overall prevalence of common, predominantly musculoskeletal pain conditions (e.g., arthritis, rheumatism, chronic back or 

neck problems, and frequent severe headaches) was estimated at 43% among adults in the United States, although minimum duration of symptoms was not 

specified. Most recently, analysis of data from the 2012 National Health Interview Study showed that 11.2% of adults report having daily pain (8). Clinicians 

should consider the full range of therapeutic options for the treatment of chronic pain. However, it is hard to estimate the number of persons who could 

potentially benefit from opioid pain medication long term. Evidence supports short-term efficacy of opioids for reducing pain and improving function in noncancer 

nociceptive and neuropathic pain in randomized clinical trials lasting primarily ≤12 weeks (9,10), and patients receiving opioid therapy for chronic pain report 
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some pain relief when surveyed (11–13). However, few studies have been conducted to rigorously assess the long-term benefits of opioids for chronic pain (pain 

lasting >3 months) with outcomes examined at least 1 year later (14). On the basis of data available from health systems, researchers estimate that 9.6–11.5 

million adults, or approximately 3%–4% of the adult U.S. population, were prescribed long-term opioid therapy in 2005 (15).

Opioid pain medication use presents serious risks, including overdose and opioid use disorder. From 1999 to 2014, more than 165,000 persons died from 

overdose related to opioid pain medication in the United States (16). In the past decade, while the death rates for the top leading causes of death such as heart 

disease and cancer have decreased substantially, the death rate associated with opioid pain medication has increased markedly (17). Sales of opioid pain 

medication have increased in parallel with opioid-related overdose deaths (18). The Drug Abuse Warning Network estimated that >420,000 emergency 

department visits were related to the misuse or abuse of narcotic pain relievers in 2011, the most recent year for which data are available (19). Although clinical 

criteria have varied over time, opioid use disorder is a problematic pattern of opioid use leading to clinically significant impairment or distress. This disorder is 

manifested by specific criteria such as unsuccessful efforts to cut down or control use and use resulting in social problems and a failure to fulfill major role 

obligations at work, school, or home (20). This diagnosis has also been referred to as “abuse or dependence” and “addiction” in the literature, and is different from 

tolerance (diminished response to a drug with repeated use) and physical dependence (adaptation to a drug that produces symptoms of withdrawal when the drug 

is stopped), both of which can exist without a diagnosed disorder. In 2013, on the basis of DSM-IV diagnosis criteria, an estimated 1.9 million persons abused or 

were dependent on prescription opioid pain medication (21). Having a history of a prescription for an opioid pain medication increases the risk for overdose and 

opioid use disorder (22–24), highlighting the value of guidance on safer prescribing practices for clinicians. For example, a recent study of patients aged 15–64 

years receiving opioids for chronic noncancer pain and followed for up to 13 years revealed that one in 550 patients died from opioid-related overdose at a 

median of 2.6 years from their first opioid prescription, and one in 32 patients who escalated to opioid dosages >200 morphine milligram equivalents (MME) died 

from opioid-related overdose (25).

This guideline provides recommendations for the prescribing of opioid pain medication by primary care clinicians for chronic pain (i.e., pain conditions that 

typically last >3 months or past the time of normal tissue healing) in outpatient settings outside of active cancer treatment, palliative care, and end-of-life care. 

Although the guideline does not focus broadly on pain management, appropriate use of long-term opioid therapy must be considered within the context of all pain 

management strategies (including nonopioid pain medications and nonpharmacologic treatments). CDC’s recommendations are made on the basis of a systematic 

review of the best available evidence, along with input from experts, and further review and deliberation by a federally chartered advisory committee. The 

guideline is intended to ensure that clinicians and patients consider safer and more effective treatment, improve patient outcomes such as reduced pain and 

improved function, and reduce the number of persons who develop opioid use disorder, overdose, or experience other adverse events related to these drugs. 

Clinical decision making should be based on a relationship between the clinician and patient, and an understanding of the patient’s clinical situation, functioning, 

and life context. The recommendations in the guideline are voluntary, rather than prescriptive standards. They are based on emerging evidence, including 

observational studies or randomized clinical trials with notable limitations. Clinicians should consider the circumstances and unique needs of each patient when 

providing care.

Rationale

Primary care clinicians report having concerns about opioid pain medication misuse, find managing patients with chronic pain stressful, express concern about 

patient addiction, and report insufficient training in prescribing opioids (26). Across specialties, physicians believe that opioid pain medication can be effective in 

controlling pain, that addiction is a common consequence of prolonged use, and that long-term opioid therapy often is overprescribed for patients with chronic 

noncancer pain (27). These attitudes and beliefs, combined with increasing trends in opioid-related overdose, underscore the need for better clinician guidance on 

opioid prescribing. Clinical practice guidelines focused on prescribing can improve clinician knowledge, change prescribing practices (28), and ultimately benefit 

patient health.

Professional organizations, states, and federal agencies (e.g., the American Pain Society/American Academy of Pain Medicine, 2009; the Washington Agency 

Medical Directors Group, 2015; and the U.S. Department of Veterans Affairs/Department of Defense, 2010) have developed guidelines for opioid prescribing (29

–31). Existing guidelines share some common elements, including dosing thresholds, cautious titration, and risk mitigation strategies such as using risk assessment 

tools, treatment agreements, and urine drug testing. However, there is considerable variability in the specific recommendations (e.g., range of dosing thresholds of

90 MME/day to 200 MME/day), audience (e.g., primary care clinicians versus specialists), use of evidence (e.g., systematic review, grading of evidence and 

recommendations, and role of expert opinion), and rigor of methods for addressing conflict of interest (32). Most guidelines, especially those that are not based on 

evidence from scientific studies published in 2010 or later, also do not reflect the most recent scientific evidence about risks related to opioid dosage.

This CDC guideline offers clarity on recommendations based on the most recent scientific evidence, informed by expert opinion and stakeholder and public input. 

Scientific research has identified high-risk prescribing practices that have contributed to the overdose epidemic (e.g., high-dose prescribing, overlapping opioid 

and benzodiazepine prescriptions, and extended-release/long-acting [ER/LA] opioids for acute pain) (24,33,34). Using guidelines to address problematic 

prescribing has the potential to optimize care and improve patient safety based on evidence-based practice (28), as well as reverse the cycle of opioid pain 

medication misuse that contributes to the opioid overdose epidemic.

Scope and Audience

This guideline is intended for primary care clinicians (e.g., family physicians and internists) who are treating patients with chronic pain (i.e., pain lasting >3 months 

or past the time of normal tissue healing) in outpatient settings. Prescriptions by primary care clinicians account for nearly half of all dispensed opioid 

prescriptions, and the growth in prescribing rates among these clinicians has been above average (3). Primary care clinicians include physicians as well as nurse 

practitioners and physician assistants. Although the focus is on primary care clinicians, because clinicians work within team-based care, the recommendations 

refer to and promote integrated pain management and collaborative working relationships with other providers (e.g., behavioral health providers, pharmacists, 

and pain management specialists). Although the transition from use of opioid therapy for acute pain to use for chronic pain is hard to predict and identify, the 

guideline is intended to inform clinicians who are considering prescribing opioid pain medication for painful conditions that can or have become chronic.
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This guideline is intended to apply to patients aged ≥18 years with chronic pain outside of palliative and end-of-life care. For this guideline, palliative care is 

defined in a manner consistent with that of the Institute of Medicine as care that provides relief from pain and other symptoms, supports quality of life, and is 

focused on patients with serious advanced illness. Palliative care can begin early in the course of treatment for any serious illness that requires excellent 

management of pain or other distressing symptoms (35). End-of-life care is defined as care for persons with a terminal illness or at high risk for dying in the near 

future in hospice care, hospitals, long-term care settings, or at home. Patients within the scope of this guideline include cancer survivors with chronic pain who 

have completed cancer treatment, are in clinical remission, and are under cancer surveillance only. The guideline is not intended for patients undergoing active 

cancer treatment, palliative care, or end-of-life care because of the unique therapeutic goals, ethical considerations, opportunities for medical supervision, and 

balance of risks and benefits with opioid therapy in such care.

The recommendations address the use of opioid pain medication in certain special populations (e.g., older adults and pregnant women) and in populations with 

conditions posing special risks (e.g., a history of substance use disorder). The recommendations do not address the use of opioid pain medication in children or 

adolescents aged <18 years. The available evidence concerning the benefits and harms of long-term opioid therapy in children and adolescents is limited, and few 

opioid medications provide information on the label regarding safety and effectiveness in pediatric patients. However, observational research shows significant 

increases in opioid prescriptions for pediatric populations from 2001 to 2010 (36), and a large proportion of adolescents are commonly prescribed opioid pain 

medications for conditions such as headache and sports injuries (e.g., in one study, 50% of adolescents presenting with headache received a prescription for an 

opioid pain medication) (37,38). Adolescents who misuse opioid pain medication often misuse medications from their own previous prescriptions (39), with an 

estimated 20% of adolescents with currently prescribed opioid medications reporting using them intentionally to get high or increase the effects of alcohol or 

other drugs (40). Use of prescribed opioid pain medication before high school graduation is associated with a 33% increase in the risk of later opioid misuse (41). 

Misuse of opioid pain medications in adolescence strongly predicts later onset of heroin use (42). Thus, risk of opioid medication use in pediatric populations is of 

great concern. Additional clinical trial and observational research is needed, and encouraged, to inform development of future guidelines for this critical 

population.

The recommendations are not intended to provide guidance on use of opioids as part of medication-assisted treatment for opioid use disorder. Some of the 

recommendations might be relevant for acute care settings or other specialists, such as emergency physicians or dentists, but use in these settings or by other 

specialists is not the focus of this guideline. Readers are referred to other sources for prescribing recommendations within acute care settings and in dental 

practice, such as the American College of Emergency Physicians’ guideline for prescribing of opioids in the emergency department (43); the American Society of 

Anesthesiologists’ guideline for acute pain management in the perioperative setting (44); the Washington Agency Medical Directors’ Group Interagency 

Guideline on Prescribing Opioids for Pain, Part II: Prescribing Opioids in the Acute and Subacute Phase (30); and the Pennsylvania Guidelines on the Use of 

Opioids in Dental Practice (45). In addition, given the challenges of managing the painful complications of sickle cell disease, readers are referred to the NIH 

National Heart, Lung, and Blood Institute’s Evidence Based Management of Sickle Cell Disease Expert Panel Report for management of sickle cell disease (46).

Guideline Development Methods

Guideline Development Using the Grading of Recommendations Assessment, Development, and Evaluation Method

CDC developed this guideline using the Grading of Recommendations Assessment, Development, and Evaluation (GRADE) method 

(http://www.gradeworkinggroup.org (http://www.gradeworkinggroup.org) ). This method specifies the systematic review of scientific evidence and offers a 

transparent approach to grading quality of evidence and strength of recommendations. The method has been adapted by the CDC Advisory Committee on 

Immunization Practices (ACIP) (47). CDC has applied the ACIP translation of the GRADE framework in this guideline. Within the ACIP GRADE framework, the 

body of evidence is categorized in a hierarchy. This hierarchy reflects degree of confidence in the effect of a clinical action on health outcomes. The categories 

include type 1 evidence (randomized clinical trials or overwhelming evidence from observational studies), type 2 evidence (randomized clinical trials with 

important limitations, or exceptionally strong evidence from observational studies), type 3 evidence (observational studies or randomized clinical trials with 

notable limitations), and type 4 evidence (clinical experience and observations, observational studies with important limitations, or randomized clinical trials with 

several major limitations). Type of evidence is categorized by study design as well as limitations in study design or implementation, imprecision of estimates, 

variability in findings, indirectness of evidence, publication bias, magnitude of treatment effects, dose-response gradient, and a constellation of plausible biases 

that could change observations of effects. Type 1 evidence indicates that one can be very confident that the true effect lies close to that of the estimate of the 

effect; type 2 evidence means that the true effect is likely to be close to the estimate of the effect, but there is a possibility that it is substantially different; type 3 

evidence means that confidence in the effect estimate is limited and the true effect might be substantially different from the estimate of the effect; and type 4 

evidence indicates that one has very little confidence in the effect estimate, and the true effect is likely to be substantially different from the estimate of the effect 

(47,48). When no studies are present, evidence is considered to be insufficient. The ACIP GRADE framework places recommendations in two categories, 

Category A and Category B. Four major factors determine the category of the recommendation: the quality of evidence, the balance between desirable and 

undesirable effects, values and preferences, and resource allocation (cost). Category A recommendations apply to all persons in a specified group and indicate 

that most patients should receive the recommended course of action. Category B recommendations indicate that there should be individual decision making; 

different choices will be appropriate for different patients, so clinicians must help patients arrive at a decision consistent with patient values and preferences, and 

specific clinical situations (47). According to the GRADE methodology, a particular quality of evidence does not necessarily imply a particular strength of 

recommendation (48–50). Category A recommendations can be made based on type 3 or type 4 evidence when the advantages of a clinical action greatly 

outweigh the disadvantages based on a consideration of benefits and harms, values and preferences, and costs. Category B recommendations are made when the 

advantages and disadvantages of a clinical action are more balanced. GRADE methodology is discussed extensively elsewhere (47,51). The U.S. Preventive 

Services Task Force (USPSTF) follows different methods for developing and categorizing recommendations (http://www.uspreventiveservicestaskforce.org

(http://www.uspreventiveservicestaskforce.org) ). USPSTF recommendations focus on preventive services and are categorized as A, B, C, D, and I. Under the 

Affordable Care Act, all “nongrandfathered” health plans (that is, those health plans not in existence prior to March 23, 2010 or those with significant changes to 
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their coverage) and expanded Medicaid plans are required to cover preventive services recommended by USPSTF with a category A or B rating with no cost 

sharing. The coverage requirements went into effect September 23, 2010. Similar requirements are in place for vaccinations recommended by ACIP, but do not 

exist for other recommendations made by CDC, including recommendations within this guideline.

A previously published systematic review sponsored by the Agency for Healthcare Research and Quality (AHRQ) on the effectiveness and risks of long-term 

opioid treatment of chronic pain (14,52) initially served to directly inform the recommendation statements. This systematic clinical evidence review addressed 

the effectiveness of long-term opioid therapy for outcomes related to pain, function, and quality of life; the comparative effectiveness of different methods for 

initiating and titrating opioids; the harms and adverse events associated with opioids; and the accuracy of risk-prediction instruments and effectiveness of risk 

mitigation strategies on outcomes related to overdose, addiction, abuse, or misuse. For the current guideline development, CDC conducted additional literature 

searches to update the evidence review to include more recently available publications and to answer an additional clinical question about the effect of opioid 

therapy for acute pain on long-term use. More details about the literature search strategies and GRADE methods applied are provided in the Clinical Evidence 

Review (http://stacks.cdc.gov/view/cdc/38026 (http://stacks.cdc.gov/view/cdc/38026)). CDC developed GRADE evidence tables to illustrate the quality of the 

evidence for each clinical question.

As identified in the AHRQ-sponsored clinical evidence review, the overall evidence base for the effectiveness and risks of long-term opioid therapy is low in 

quality per the GRADE criteria. Thus, contextual evidence is needed to provide information about the benefits and harms of nonpharmacologic and nonopioid 

pharmacologic therapy and the epidemiology of opioid pain medication overdose and inform the recommendations. Further, as elucidated by the GRADE 

Working Group, supplemental information on clinician and patient values and preferences and resource allocation can inform judgments of benefits and harms 

and be helpful for translating the evidence into recommendations. CDC conducted a contextual evidence review to supplement the clinical evidence review based 

on systematic searches of the literature. The review focused on the following four areas: effectiveness of nonpharmacologic and nonopioid pharmacologic 

treatments; benefits and harms related to opioid therapy (including additional studies not included in the clinical evidence review such as studies that evaluated 

outcomes at any duration or used observational study designs related to specific opioid pain medications, high-dose opioid therapy, co-prescription of opioids 

with other controlled substances, duration of opioid use, special populations, risk stratification/mitigation approaches, and effectiveness of treatments for 

addressing potential harms of opioid therapy); clinician and patient values and preferences; and resource allocation. CDC constructed narrative summaries of this 

contextual evidence and used the information to support the clinical recommendations. More details on methods for the contextual evidence review are provided 

in the Contextual Evidence Review (http://stacks.cdc.gov/view/cdc/38027 (http://stacks.cdc.gov/view/cdc/38027)).

On the basis of a review of the clinical and contextual evidence (review methods are described in more detail in subsequent sections of this report), CDC drafted 

recommendation statements focused on determining when to initiate or continue opioids for chronic pain; opioid selection, dosage, duration, follow-up, and 

discontinuation; and assessing risk and addressing harms of opioid use. To help assure the draft guideline’s integrity and credibility, CDC then began a multistep 

review process to obtain input from experts, stakeholders, and the public to help refine the recommendations.

Solicitation of Expert Opinion

CDC sought the input of experts to assist in reviewing the evidence and providing perspective on how CDC used the evidence to develop the draft 

recommendations. These experts, referred to as the “Core Expert Group” (CEG) included subject matter experts, representatives of primary care professional 

societies and state agencies, and an expert in guideline development methodology.* CDC identified subject matter experts with high scientific standing; 

appropriate academic and clinical training and relevant clinical experience; and proven scientific excellence in opioid prescribing, substance use disorder 

treatment, and pain management. CDC identified representatives from leading primary care professional organizations to represent the audience for this 

guideline. Finally, CDC identified state agency officials and representatives based on their experience with state guidelines for opioid prescribing that were 

developed with multiple agency stakeholders and informed by scientific literature and existing evidence-based guidelines.

Prior to their participation, CDC asked potential experts to reveal possible conflicts of interest such as financial relationships with industry, intellectual 

preconceptions, or previously stated public positions. Experts could not serve if they had conflicts that might have a direct and predictable effect on the 

recommendations. CDC excluded experts who had a financial or promotional relationship with a company that makes a product that might be affected by the 

guideline. CDC reviewed potential nonfinancial conflicts carefully (e.g., intellectual property, travel, public statements or positions such as congressional 

testimony) to determine if the activities would have a direct and predictable effect on the recommendations. CDC determined the risk of these types of activities 

to be minimal for the identified experts. All experts completed a statement certifying that there was no potential or actual conflict of interest. Activities that did 

not pose a conflict (e.g., participation in Food and Drug Administration [FDA] activities or other guideline efforts) are disclosed.

CDC provided to each expert written summaries of the scientific evidence (both the clinical and contextual evidence reviews conducted for this guideline) and 

CDC’s draft recommendation statements. Experts provided individual ratings for each draft recommendation statement based on the balance of benefits and 

harms, evidence strength, certainty of values and preferences, cost, recommendation strength, rationale, importance, clarity, and ease of implementation. CDC 

hosted an in-person meeting of the experts that was held on June 23–24, 2015, in Atlanta, Georgia, to seek their views on the evidence and draft 

recommendations and to better understand their premeeting ratings. CDC sought the experts’ individual opinions at the meeting. Although there was widespread 

agreement on some of the recommendations, there was disagreement on others. Experts did not vote on the recommendations or seek to come to a consensus. 

Decisions about recommendations to be included in the guideline, and their rationale, were made by CDC. After revising the guideline, CDC sent written copies of 

it to each of the experts for review and asked for any additional comments; CDC reviewed these written comments and considered them when making further 

revisions to the draft guideline. The experts have not reviewed the final version of the guideline.

Federal Partner Engagement

Given the scope of this guideline and the interest of agencies across the federal government in appropriate pain management, opioid prescribing, and related 

outcomes, CDC invited its National Institute of Occupational Safety and Health and CDC’s federal partners to observe the expert meeting, provide written 

comments on the full draft guideline after the meeting, and review the guideline through an agency clearance process; CDC reviewed comments and incorporated 
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changes. Interagency collaboration will be critical for translating these recommendations into clinical practice. Federal partners included representatives from 

the Substance Abuse and Mental Health Services Administration, the National Institute on Drug Abuse, FDA, the U.S. Department of Veterans Affairs, the U.S. 

Department of Defense, the Office of the National Coordinator for Health Information Technology, the Centers for Medicare and Medicaid Services, the Health 

Resources and Services Administration, AHRQ, and the Office of National Drug Control Policy.

Stakeholder Comment

Given the importance of the guideline for a wide variety of stakeholders, CDC also invited review from a Stakeholder Review Group (SRG) to provide comment so 

that CDC could consider modifications that would improve the recommendations’ specificity, applicability, and ease of implementation. The SRG included 

representatives from professional organizations that represent specialties that commonly prescribe opioids (e.g., pain medicine, physical medicine and 

rehabilitation), delivery systems within which opioid prescribing occurs (e.g., hospitals), and representation from community organizations with interests in pain 

management and opioid prescribing.* Representatives from each of the SRG organizations were provided a copy of the guideline for comment. Each of these 

representatives provided written comments. Once input was received from the full SRG, CDC reviewed all comments and carefully considered them when 

revising the draft guideline.

Constituent Engagement

To obtain initial perspectives from constituents on the recommendation statements, including clinicians and prospective patients, CDC convened a constituent 

engagement webinar and circulated information about the webinar in advance through announcements to partners. CDC hosted the webinar on September 16 

and 17, 2015, provided information about the methodology for developing the guideline, and presented the key recommendations. A fact sheet was posted on the 

CDC Injury Center website (http://www.cdc.gov/injury (http://www.cdc.gov/injury)) summarizing the guideline development process and clinical practice areas 

addressed in the guideline; instructions were included on how to submit comments via email. CDC received comments during and for 2 days following the first 

webinar. Over 1,200 constituent comments were received. Comments were reviewed and carefully considered when revising the draft guideline.

Peer Review

Per the final information quality bulletin for peer review (https://www.whitehouse.gov/sites/default/files/omb/memoranda/fy2005/m05-03.pdf

(https://www.whitehouse.gov/sites/default/files/omb/memoranda/fy2005/m05-03.pdf) ), peer review requirements applied to this guideline because it 

provides influential scientific information that could have a clear and substantial impact on public- and private-sector decisions. Three experts independently 

reviewed the guideline to determine the reasonableness and strength of recommendations; the clarity with which scientific uncertainties were clearly identified; 

and the rationale, importance, clarity, and ease of implementation of the recommendations.* CDC selected peer reviewers based on expertise, diversity of 

scientific viewpoints, and independence from the guideline development process. CDC assessed and managed potential conflicts of interest using a process 

similar to the one as described for solicitation of expert opinion. No financial interests were identified in the disclosure and review process, and nonfinancial 

activities were determined to be of minimal risk; thus, no significant conflict of interest concerns were identified. CDC placed the names of peer reviewers on the 

CDC and the National Center for Injury Prevention and Control Peer Review Agenda websites that are used to provide information about the peer review of 

influential documents. CDC reviewed peer review comments and revised the draft guideline accordingly.

Public Comment

To obtain comments from the public on the full guideline, CDC published a notice in the Federal Register (80 FR 77351) announcing the availability of the 

guideline and the supporting clinical and contextual evidence reviews for public comment. The comment period closed January 13, 2016. CDC received more than 

4,350 comments from the general public, including patients with chronic pain, clinicians, families who have lost loved ones to overdose, medical associations, 

professional organizations, academic institutions, state and local governments, and industry. CDC reviewed each of the comments and carefully considered them 

when revising the draft guideline.

Federal Advisory Committee Review and Recommendation

The National Center for Injury Prevention and Control (NCIPC) Board of Scientific Counselors (BSC) is a federal advisory committee that advises and makes 

recommendations to the Secretary of the Department of Health and Human Services, the Director of CDC, and the Director of NCIPC.* The BSC makes 

recommendations regarding policies, strategies, objectives, and priorities, and reviews progress toward injury and violence prevention. CDC sought the BSC’s 

advice on the draft guideline. BSC members are special government employees appointed as CDC advisory committee members; as such, all members completed 

an OGE Form 450 to disclose relevant interests. BSC members also reported on their disclosures during meetings. Disclosures for the BSC are reported in the 

guideline.

To assist in guideline review, on December 14, 2015, via Federal Register notice, CDC announced the intent to form an Opioid Guideline Workgroup (OGW) to 

provide observations on the draft guideline to the BSC. CDC provided the BSC with the draft guideline as well as summaries of comments provided to CDC by 

stakeholders, constituents, and peer reviewers, and edits made to the draft guideline in response. During an open meeting held on January 7, 2016, the BSC 

recommended the formation of the OGW. The OGW included a balance of perspectives from audiences directly affected by the guideline, audiences that would 

be directly involved with implementing the recommendations, and audiences qualified to provide representation. The OGW comprised clinicians, subject matter 

experts, and a patient representative, with the following perspectives represented: primary care, pain medicine, public health, behavioral health, substance abuse 

treatment, pharmacy, patients, and research.* Additional sought-after attributes were appropriate academic and clinical training and relevant clinical experience; 

high scientific standing; and knowledge of the patient, clinician, and caregiver perspectives. In accordance with CDC policy, two BSC committee members also 

served as OGW members, with one serving as the OGW Chair. The professional credentials and interests of OGW members were carefully reviewed to identify 

possible conflicts of interest such as financial relationships with industry, intellectual preconceptions, or previously stated public positions. Only OGW members 

whose interests were determined to be minimal were selected. When an activity was perceived as having the potential to affect a specific aspect of the 

recommendations, the activity was disclosed, and the OGW member was recused from discussions related to that specific aspect of the recommendations (e.g., 
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urine drug testing and abuse-deterrent formulations). Disclosures for the OGW are reported. CDC and the OGW identified ad-hoc consultants to supplement the 

workgroup expertise, when needed, in the areas of pediatrics, occupational medicine, obstetrics and gynecology, medical ethics, addiction psychiatry, physical 

medicine and rehabilitation, guideline development methodology, and the perspective of a family member who lost a loved one to opioid use disorder or overdose.

The BSC charged the OGW with reviewing the quality of the clinical and contextual evidence reviews and reviewing each of the recommendation statements and 

accompanying rationales. For each recommendation statement, the OGW considered the quality of the evidence, the balance of benefits and risks, the values and 

preferences of clinicians and patients, the cost feasibility, and the category designation of the recommendation (A or B). The OGW also reviewed supplementary 

documents, including input provided by the CEG, SRG, peer reviewers, and the public. OGW members discussed the guideline accordingly during virtual meetings 

and drafted a summary report of members’ observations, including points of agreement and disagreement, and delivered the report to the BSC.

NCIPC announced an open meeting of the NCIPC BSC in the Federal Register on January 11, 2015. The BSC met on January 28, 2016, to discuss the OGW report 

and deliberate on the draft guideline itself. Members of the public provided comments at this meeting. After discussing the OGW report, deliberating on specific 

issues about the draft guideline identified at the meeting, and hearing public comment, the BSC voted unanimously: to support the observations made by the 

OGW; that CDC adopt the guideline recommendations that, according to the workgroup’s report, had unanimous or majority support; and that CDC further 

consider the guideline recommendations for which the group had mixed opinions. CDC carefully considered the OGW observations, public comments, and BSC 

recommendations, and revised the guideline in response.

Summary of the Clinical Evidence Review

Primary Clinical Questions

CDC conducted a clinical systematic review of the scientific evidence to identify the effectiveness, benefits, and harms of long-term opioid therapy for chronic 

pain, consistent with the GRADE approach (47,48). Long-term opioid therapy is defined as use of opioids on most days for >3 months. A previously published 

AHRQ-funded systematic review on the effectiveness and risks of long-term opioid therapy for chronic pain comprehensively addressed four clinical questions 

(14,52). CDC, with the assistance of a methodology expert, searched the literature to identify newly published studies on these four original questions. Because 

long-term opioid use might be affected by use of opioids for acute pain, CDC subsequently developed a fifth clinical question (last in the series below), and in 

collaboration with a methodologist conducted a systematic review of the scientific evidence to address it. In brief, five clinical questions were addressed:

• The effectiveness of long-term opioid therapy versus placebo, no opioid therapy, or nonopioid therapy for long term (≥1 year) outcomes related to pain, 

function, and quality of life, and how effectiveness varies according to the type/cause of pain, patient demographics, and patient comorbidities (Key Question 

[KQ] 1).

• The risks of opioids versus placebo or no opioids on abuse, addiction, overdose, and other harms, and how harms vary according to the type/cause of pain, 

patient demographics, patient comorbidities, and dose (KQ2).

• The comparative effectiveness of opioid dosing strategies (different methods for initiating and titrating opioids; immediate-release versus ER/LA opioids; 

different ER/LA opioids; immediate- release plus ER/LA opioids versus ER/LA opioids alone; scheduled, continuous versus as-needed dosing; dose escalation 

versus dose maintenance; opioid rotation versus maintenance; different strategies for treating acute exacerbations of chronic pain; decreasing opioid doses or 

tapering off versus continuation; and different tapering protocols and strategies) (KQ3).

• The accuracy of instruments for predicting risk for opioid overdose, addiction, abuse, or misuse; the effectiveness of risk mitigation strategies (use of risk 

prediction instruments); effectiveness of risk mitigation strategies including opioid management plans, patient education, urine drug testing, prescription drug 

monitoring program (PDMP) data, monitoring instruments, monitoring intervals, pill counts, and abuse-deterrent formulations for reducing risk for opioid 

overdose, addiction, abuse, or misuse; and the comparative effectiveness of treatment strategies for managing patients with addiction (KQ4).

• The effects of prescribing opioid therapy versus not prescribing opioid therapy for acute pain on long-term use (KQ5).

The review was focused on the effectiveness of long-term opioid therapy on long-term (>1 year) outcomes related to pain, function, and quality of life to ensure 

that findings are relevant to patients with chronic pain and long-term opioid prescribing. The effectiveness of short-term opioid therapy has already been 

established (10). However, opioids have unique effects such as tolerance and physical dependence that might influence assessments of benefit over time. These 

effects raise questions about whether findings on short-term effectiveness of opioid therapy can be extrapolated to estimate benefits of long-term therapy for 

chronic pain. Thus, it is important to consider studies that provide data on long-term benefit. For certain opioid-related harms (overdose, fractures, falls, motor 

vehicle crashes), observational studies were included with outcomes measured at shorter intervals because such outcomes can occur early during opioid therapy, 

and such harms are not captured well in short-term clinical trials. A detailed listing of the key questions is provided in the Clinical Evidence Review 

(http://stacks.cdc.gov/view/cdc/38026 (http://stacks.cdc.gov/view/cdc/38026)).

Clinical Evidence Systematic Review Methods

Complete methods and data for the 2014 AHRQ report, upon which this updated systematic review is based, have been published previously (14,52). Study 

authors developed the protocol using a standardized process (53) with input from experts and the public and registered the protocol in the PROSPERO database 

(54). For the 2014 AHRQ report, a research librarian searched MEDLINE, the Cochrane Central Register of Controlled Trials, the Cochrane Database of 

Systematic Reviews, PsycINFO, and CINAHL for English-language articles published January 2008 through August 2014, using search terms for opioid therapy, 

specific opioids, chronic pain, and comparative study designs. Also included were relevant studies from an earlier review (10) in which searches were conducted 

without a date restriction, reference lists were reviewed, and ClinicalTrials.gov was searched. CDC updated the AHRQ literature search using the same search 

strategies as in the original review including studies published before April, 2015. Seven additional studies met inclusion criteria and were added to the review. 

CDC used the GRADE approach outlined in the ACIP Handbook for Developing Evidence-Based Recommendations (47) to rate the quality of evidence for the full 

body of evidence (evidence from the 2014 AHRQ review plus the update) for each clinical question. Evidence was categorized into the following types: type 1 

(randomized clinical trials or overwhelming evidence from observational studies), type 2 (randomized clinical trials with important limitations, or exceptionally 

strong evidence from observational studies), type 3 (observational studies, or randomized clinical trials with notable limitations), or type 4 (clinical experience and 
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observations, observational studies with important limitations, or randomized clinical trials with several major limitations). When no studies were present, 

evidence was considered to be insufficient. Per GRADE methods, type of evidence was categorized by study design as well as a function of limitations in study 

design or implementation, imprecision of estimates, variability in findings, indirectness of evidence, publication bias, magnitude of treatment effects, dose-

response gradient, and constellation of plausible biases that could change effects. Results were synthesized qualitatively, highlighting new evidence identified 

during the update process. Meta-analysis was not attempted due to the small numbers of studies, variability in study designs and clinical heterogeneity, and 

methodological shortcomings of the studies. More detailed information about data sources and searches, study selection, data extraction and quality assessment, 

data synthesis, and update search yield and new evidence for the current review is provided in the Clinical Evidence Review 

(http://stacks.cdc.gov/view/cdc/38026 (http://stacks.cdc.gov/view/cdc/38026)).

Summary of Findings for Clinical Questions

The main findings of this updated review are consistent with the findings of the 2014 AHRQ report (14). In summary, evidence on long-term opioid therapy for 

chronic pain outside of end-of-life care remains limited, with insufficient evidence to determine long-term benefits versus no opioid therapy, though evidence 

suggests risk for serious harms that appears to be dose-dependent. These findings supplement findings from a previous review of the effectiveness of opioids for 

adults with chronic noncancer pain. In this previous review, based on randomized trials predominantly ≤12 weeks in duration, opioids were found to be 

moderately effective for pain relief, with small benefits for functional outcomes; although estimates vary, based on uncontrolled studies, a high percentage of 

patients discontinued long-term opioid use because of lack of efficacy and because of adverse events (10).

The GRADE evidence summary with type of evidence ratings for the five clinical questions for the current evidence review are outlined ( Table 1). This summary is 

based on studies included in the AHRQ 2014 review (35 studies) plus additional studies identified in the updated search (seven studies). Additional details on 

findings from the original review are provided in the full 2014 AHRQ report (14,52). Full details on the clinical evidence review findings supporting this guideline 

are provided in the Clinical Evidence Review (http://stacks.cdc.gov/view/cdc/38026 (http://stacks.cdc.gov/view/cdc/38026)).

Effectiveness

For KQ1, no study of opioid therapy versus placebo, no opioid therapy, or nonopioid therapy for chronic pain evaluated long-term (≥1 year) outcomes related to 

pain, function, or quality of life. Most placebo-controlled randomized clinical trials were ≤6 weeks in duration. Thus, the body of evidence for KQ1 is rated as 

insufficient (0 studies contributing) (14).

Harms

For KQ2, the body of evidence is rated as type 3 (12 studies contributing; 11 from the original review plus one new study). One fair-quality cohort study found 

that long-term opioid therapy is associated with increased risk for an opioid abuse or dependence diagnosis (as defined by ICD-9-CM codes) versus no opioid 

prescription (22). Rates of opioid abuse or dependence diagnosis ranged from 0.7% with lower-dose (≤36 MME) chronic therapy to 6.1% with higher-dose (≥120 

MME) chronic therapy, versus 0.004% with no opioids prescribed. Ten fair-quality uncontrolled studies reported estimates of opioid abuse, addiction, and related 

outcomes (55–65). In primary care settings, prevalence of opioid dependence (using DSM-IV criteria) ranged from 3% to 26% (55,56,59). In pain clinic settings, 

prevalence of addiction ranged from 2% to 14% (57,58,60,61,63–65).

Factors associated with increased risk for misuse included history of substance use disorder, younger age, major depression, and use of psychotropic medications 

(55,62). Two studies reported on the association between opioid use and risk for overdose (66,67). One large fair-quality retrospective cohort study found that 

recent opioid use was associated with increased risk for any overdose events and serious overdose events versus nonuse (66). It also found higher doses 

associated with increased risk. Relative to 1–19 MME/day, the adjusted hazard ratio (HR) for any overdose event (consisting of mostly nonfatal overdose) was 

1.44 for 20 to 49 MME/day, 3.73 for 50–99 MME/day, and 8.87 for ≥100 MME/day. A similar pattern was observed for serious overdose. A good-quality 

population-based, nested case-control study also found a dose-dependent association with risk for overdose death (67). Relative to 1–19 MME/day, the adjusted 

odds ratio (OR) was 1.32 for 20–49 MME/day, 1.92 for 50–99 MME/day, 2.04 for 100–199 MME/day, and 2.88 for ≥200 MME/day.

Findings of increased fracture risk for current opioid use, versus nonuse, were mixed in two studies (68,69). Two studies found an association between opioid use 

and increased risk for cardiovascular events (70,71). Indirect evidence was found for endocrinologic harms (increased use of medications for erectile dysfunction 

or testosterone from one previously included study; laboratory-defined androgen deficiency from one newly reviewed study) (72,73). One study found that opioid 

dosages ≥20 MME/day were associated with increased odds of road trauma among drivers (74).

Opioid Dosing Strategies

For KQ3, the body of evidence is rated as type 4 (14 studies contributing; 12 from the original review plus two new studies). For initiation and titration of opioids, 

the 2014 AHRQ report found insufficient evidence from three fair-quality, open-label trials to determine comparative effectiveness of ER/LA versus immediate-

release opioids for titrating patients to stable pain control (75,76). One new fair-quality cohort study of Veterans Affairs patients found initiation of therapy with 

an ER/LA opioid associated with greater risk for nonfatal overdose than initiation with an immediate-release opioid, with risk greatest in the first 2 weeks after 

initiation of treatment (77).

For comparative effectiveness and harms of ER/LA opioids, the 2014 AHRQ report included three randomized, head-to-head trials of various ER/LA opioids that 

found no clear differences in 1-year outcomes related to pain or function (78–80) but had methodological shortcomings. A fair-quality retrospective cohort study 

based on national Veterans Health Administration system pharmacy data found that methadone was associated with lower overall risk for all-cause mortality 

versus morphine (81), and a fair-quality retrospective cohort study based on Oregon Medicaid data found no statistically significant differences between 

methadone and long-acting morphine in risk for death or overdose symptoms (82). However, a new observational study (83) found methadone associated with 

increased risk for overdose versus sustained-release morphine among Tennessee Medicaid patients. The observed inconsistency in study findings suggests that 

risks of methadone might vary in different settings as a function of different monitoring and management protocols, though more research is needed to 

understand factors associated with safer methadone prescribing.
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For dose escalation, the 2014 AHRQ report included one fair-quality randomized trial that found no differences between more liberal dose escalation and 

maintenance of current doses after 12 months in pain, function, all-cause withdrawals, or withdrawals due to opioid misuse (84). However, the difference in opioid 

dosages prescribed at the end of the trial was relatively small (mean 52 MME/day with more liberal dosing versus 40 MME/day). Evidence on other comparisons 

related to opioid dosing strategies (ER/LA versus immediate-release opioids; immediate-release plus ER/LA opioids versus ER/LA opioids alone; scheduled 

continuous dosing versus as-needed dosing; or opioid rotation versus maintenance of current therapy; long-term effects of strategies for treating acute 

exacerbations of chronic pain) was not available or too limited to determine effects on long-term clinical outcomes. For example, evidence on the comparative 

effectiveness of opioid tapering or discontinuation versus maintenance, and of different opioid tapering strategies, was limited to small, poor-quality studies (85

–87).

Risk Assessment and Mitigation

For KQ4, the body of evidence is rated as type 3 for the accuracy of risk assessment tools and insufficient for the effectiveness of use of risk assessment tools and 

mitigation strategies in reducing harms (six studies contributing; four from the original review plus two new studies). The 2014 AHRQ report included four studies 

(88–91) on the accuracy of risk assessment instruments, administered prior to opioid therapy initiation, for predicting opioid abuse or misuse. Results for the 

Opioid Risk Tool (ORT) (89–91) were extremely inconsistent; evidence for other risk assessment instruments was very sparse, and studies had serious 

methodological shortcomings. One additional fair-quality (92) and one poor-quality (93) study identified for this update compared the predictive accuracy of the 

ORT, the Screener and Opioid Assessment for Patients with Pain-Revised (SOAPP-R), and the Brief Risk Interview. For the ORT, sensitivity was 0.58 and 0.75 and 

specificity 0.54 and 0.86; for the SOAPP-R, sensitivity was 0.53 and 0.25 and specificity 0.62 and 0.73; and for the Brief Risk Interview, sensitivity was 0.73 and 

0.83 and specificity 0.43 and 0.88. For the ORT, positive likelihood ratios ranged from noninformative (positive likelihood ratio close to 1) to moderately useful 

(positive likelihood ratio >5). The SOAPP-R was associated with noninformative likelihood ratios (estimates close to 1) in both studies.

No study evaluated the effectiveness of risk mitigation strategies (use of risk assessment instruments, opioid management plans, patient education, urine drug 

testing, use of PDMP data, use of monitoring instruments, more frequent monitoring intervals, pill counts, or use of abuse-deterrent formulations) for improving 

outcomes related to overdose, addiction, abuse, or misuse.

Effects of Opioid Therapy for Acute Pain on Long-Term Use

For KQ5, the body of evidence is rated as type 3 (two new studies contributing). Two fair-quality retrospective cohort studies found opioid therapy prescribed for 

acute pain associated with greater likelihood of long-term use. One study evaluated opioid-naïve patients who had undergone low-risk surgery, such as cataract 

surgery and varicose vein stripping (94). Use of opioids within 7 days of surgery was associated with increased risk for use at 1 year. The other study found that 

among patients with a workers’ compensation claim for acute low back pain, compared to patients who did not receive opioids early after injury (defined as use 

within 15 days following onset of pain), patients who did receive early opioids had an increased likelihood of receiving five or more opioid prescriptions 30–730 

days following onset that increased with greater early exposure. Versus no early opioid use, the adjusted OR was 2.08 (95% CI = 1.55–2.78) for 1-140 MME/day 

and increased to 6.14 (95% confidence interval [CI] = 4.92–7.66) for ≥450 MME/day (95).

Summary of the Contextual Evidence Review

Primary Areas of Focus

Contextual evidence is complementary information that assists in translating the clinical research findings into recommendations. CDC conducted contextual 

evidence reviews on four topics to supplement the clinical evidence review findings:

• Effectiveness of nonpharmacologic (e.g., cognitive behavioral therapy [CBT], exercise therapy, interventional treatments, and multimodal pain treatment) and 

nonopioid pharmacologic treatments (e.g., acetaminophen, nonsteroidal anti-inflammatory drugs [NSAIDs], antidepressants, and anticonvulsants), including 

studies of any duration.

• Benefits and harms of opioid therapy (including additional studies not included in the clinical evidence review, such as studies that were not restricted to 

patients with chronic pain, evaluated outcomes at any duration, performed ecological analyses, or used observational study designs other than cohort and 

case-cohort control studies) related to specific opioids, high-dose therapy, co-prescription with other controlled substances, duration of use, special 

populations, and potential usefulness of risk stratification/mitigation approaches, in addition to effectiveness of treatments associated with addressing 

potential harms of opioid therapy (opioid use disorder).

• Clinician and patient values and preferences related to opioids and medication risks, benefits, and use.

• Resource allocation including costs and economic efficiency of opioid therapy and risk mitigation strategies.

CDC also reviewed clinical guidelines that were relevant to opioid prescribing and could inform or complement the CDC recommendations under development 

(e.g., guidelines on nonpharmacologic and nonopioid pharmacologic treatments and guidelines with recommendations related to specific clinician actions such as 

urine drug testing or opioid tapering protocols).

Contextual Evidence Review Methods

CDC conducted a contextual evidence review to assist in developing the recommendations by providing an assessment of the balance of benefits and harms, 

values and preferences, and cost, consistent with the GRADE approach. Given the public health urgency for developing opioid prescribing recommendations, a 

rapid review was required for the contextual evidence review for the current guideline. Rapid reviews are used when there is a need to streamline the systematic 

review process to obtain evidence quickly (96). Methods used to streamline the process include limiting searches by databases, years, and languages considered, 

and truncating quality assessment and data abstraction protocols. CDC conducted “rapid reviews” of the contextual evidence on nonpharmacologic and 

nonopioid pharmacologic treatments, benefits and harms, values and preferences, and resource allocation.
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Detailed information about contextual evidence data sources and searches, inclusion criteria, study selection, and data extraction and synthesis are provided in 

the Contextual Evidence Review (http://stacks.cdc.gov/view/cdc/38027 (http://stacks.cdc.gov/view/cdc/38027)). In brief, CDC conducted systematic literature 

searches to identify original studies, systematic reviews, and clinical guidelines, depending on the topic being searched. CDC also solicited publication referrals 

from subject matter experts. Given the need for a rapid review process, grey literature (e.g., literature by academia, organizations, or government in the forms of 

reports, documents, or proceedings not published by commercial publishers) was not systematically searched. Database sources, including MEDLINE, PsycINFO, 

the Cochrane Central Register of Controlled Trials, and the Cochrane Database of Systematic Reviews, varied by topic. Multiple reviewers scanned study 

abstracts identified through the database searches and extracted relevant studies for review. CDC constructed narrative summaries and tables based on relevant 

articles that met inclusion criteria, which are provided in the Contextual Evidence Review (http://stacks.cdc.gov/view/cdc/38027

(http://stacks.cdc.gov/view/cdc/38027)).

Findings from the contextual reviews provide indirect evidence and should be interpreted accordingly. CDC did not formally rate the quality of evidence for the 

studies included in the contextual evidence review using the GRADE method. The studies that addressed benefits and harms, values and preferences, and 

resource allocation most often employed observational methods, used short follow-up periods, and evaluated selected samples. Therefore the strength of the 

evidence from these contextual review areas was considered to be low, comparable to type 3 or type 4 evidence. The quality of evidence for nonopioid 

pharmacologic and nonpharmacologic pain treatments was generally rated as moderate, comparable to type 2 evidence, in systematic reviews and clinical 

guidelines (e.g., for treatment of chronic neuropathic pain, low back pain, osteoarthritis, and fibromyalgia). Similarly, the quality of evidence on pharmacologic and 

psychosocial opioid use disorder treatment was generally rated as moderate, comparable to type 2 evidence, in systematic reviews and clinical guidelines.

Summary of Findings for Contextual Areas

Full narrative reviews and tables that summarize key findings from the contextual evidence review are provided in the Contextual Evidence Review 

(http://stacks.cdc.gov/view/cdc/38027 (http://stacks.cdc.gov/view/cdc/38027)).

Effectiveness of Nonpharmacologic and Nonopioid Pharmacologic Treatments

Several nonpharmacologic and nonopioid pharmacologic treatments have been shown to be effective in managing chronic pain in studies ranging in duration from 

2 weeks to 6 months. For example, CBT that trains patients in behavioral techniques and helps patients modify situational factors and cognitive processes that 

exacerbate pain has small positive effects on disability and catastrophic thinking (97). Exercise therapy can help reduce pain and improve function in chronic low 

back pain (98), improve function and reduce pain in osteoarthritis of the knee (99) and hip (100), and improve well-being, fibromyalgia symptoms, and physical 

function in fibromyalgia (101). Multimodal and multidisciplinary therapies (e.g., therapies that combine exercise and related therapies with psychologically based 

approaches) can help reduce pain and improve function more effectively than single modalities (102,103). Nonopioid pharmacologic approaches used for pain 

include analgesics such as acetaminophen, NSAIDs, and cyclooxygenase 2 (COX-2) inhibitors; selected anticonvulsants; and selected antidepressants (particularly 

tricyclics and serotonin and norepinephrine reuptake inhibitors [SNRIs]). Multiple guidelines recommend acetaminophen as first-line pharmacotherapy for 

osteoarthritis (104–109) or for low back pain (110) but note that it should be avoided in liver failure and that dosage should be reduced in patients with hepatic 

insufficiency or a history of alcohol abuse (109). Although guidelines also recommend NSAIDs as first-line treatment for osteoarthritis or low back pain (106,110), 

NSAIDs and COX-2 inhibitors do have risks, including gastrointestinal bleeding or perforation as well as renal and cardiovascular risks (111). FDA has recently 

strengthened existing label warnings that NSAIDs increase risks for heart attack and stroke, including that these risks might increase with longer use or at higher 

doses (112). Several guidelines agree that first- and second-line drugs for neuropathic pain include anticonvulsants (gabapentin or pregabalin), tricyclic 

antidepressants, and SNRIs (113–116). Interventional approaches such as epidural injection for certain conditions (e.g., lumbar radiculopathy) can provide short-

term improvement in pain (117–119). Epidural injection has been associated with rare but serious adverse events, including loss of vision, stroke, paralysis, and 

death (120).

Benefits and Harms of Opioid Therapy

Balance between benefits and harms is a critical factor influencing the strength of clinical recommendations. In particular, CDC considered what is known from 

the epidemiology research about benefits and harms related to specific opioids and formulations, high dose therapy, co-prescription with other controlled 

substances, duration of use, special populations, and risk stratification and mitigation approaches. Additional information on benefits and harms of long-term 

opioid therapy from studies meeting rigorous selection criteria is provided in the clinical evidence review (e.g., see KQ2). CDC also considered the number of 

persons experiencing chronic pain, numbers potentially benefiting from opioids, and numbers affected by opioid-related harms. A review of these data is 

presented in the background section of this document, with detailed information provided in the Contextual Evidence Review 

(http://stacks.cdc.gov/view/cdc/38027 (http://stacks.cdc.gov/view/cdc/38027)). Finally, CDC considered the effectiveness of treatments that addressed 

potential harms of opioid therapy (opioid use disorder).

Regarding specific opioids and formulations, as noted by FDA, there are serious risks of ER/LA opioids, and the indication for this class of medications is for 

management of pain severe enough to require daily, around-the-clock, long-term opioid treatment in patients for whom other treatment options (e.g., nonopioid 

analgesics or immediate-release opioids) are ineffective, not tolerated, or would be otherwise inadequate to provide sufficient management of pain (121). Time-

scheduled opioid use was associated with substantially higher average daily opioid dosage than as-needed opioid use in one study (122). Methadone has been 

associated with disproportionate numbers of overdose deaths relative to the frequency with which it is prescribed for pain. Methadone has been found to account 

for as much as a third of opioid-related overdose deaths involving single or multiple drugs in states that participated in the Drug Abuse Warning Network, which 

was more than any opioid other than oxycodone, despite representing <2% of opioid prescriptions outside of opioid treatment programs in the United States; 

further, methadone was involved in twice as many single-drug deaths as any other prescription opioid (123).

Regarding high-dose therapy, several epidemiologic studies that were excluded from the clinical evidence review because patient samples were not restricted to 

patients with chronic pain also examined the association between opioid dosage and overdose risk (23,24,124–126). Consistent with the clinical evidence review, 

the contextual review found that opioid-related overdose risk is dose-dependent, with higher opioid dosages associated with increased overdose risk. Two of 
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these studies (23,24), as well as the two studies in the clinical evidence review (66,67), evaluated similar MME/day dose ranges for association with overdose risk. 

In these four studies, compared with opioids prescribed at <20 MME/day, the odds of overdose among patients prescribed opioids for chronic nonmalignant pain 

were between 1.3 (67) and 1.9 (24) for dosages of 20 to <50 MME/day, between 1.9 (67) and 4.6 (24) for dosages of 50 to <100 MME/day, and between 2.0 (67) 

and 8.9 (66) for dosages of ≥100 MME/day. Compared with dosages of 1-<20 MME/day, absolute risk difference approximation for 50-<100 MME/day was 0.15% 

for fatal overdose (24) and 1.40% for any overdose (66), and for ≥100 MME/day was 0.25% for fatal overdose (24) and 4.04% for any overdose (66). A recent 

study of Veterans Health Administration patients with chronic pain found that patients who died of overdoses related to opioids were prescribed higher opioid 

dosages (mean: 98 MME/day; median: 60 MME/day) than controls (mean: 48 MME/day, median: 25 MME/day) (127). Finally, another recent study of overdose 

deaths among state residents with and without opioid prescriptions revealed that prescription opioid-related overdose mortality rates rose rapidly up to 

prescribed doses of 200 MME/day, after which the mortality rates continued to increase but grew more gradually (128). A listing of common opioid medications 

and their MME equivalents is provided ( Table 2).

Regarding coprescription of opioids with benzodiazepines, epidemiologic studies suggest that concurrent use of benzodiazepines and opioids might put patients 

at greater risk for potentially fatal overdose. Three studies of fatal overdose deaths found evidence of concurrent benzodiazepine use in 31%–61% of decedents 

(67,128,129). In one of these studies (67), among decedents who received an opioid prescription, those whose deaths were related to opioids were more likely to 

have obtained opioids from multiple physicians and pharmacies than decedents whose deaths were not related to opioids.

Regarding duration of use, patients can experience tolerance and loss of effectiveness of opioids over time (130). Patients who do not experience clinically 

meaningful pain relief early in treatment (i.e., within 1 month) are unlikely to experience pain relief with longer-term use (131).

Regarding populations potentially at greater risk for harm, risk is greater for patients with sleep apnea or other causes of sleep-disordered breathing, patients 

with renal or hepatic insufficiency, older adults, pregnant women, patients with depression or other mental health conditions, and patients with alcohol or other 

substance use disorders. Interpretation of clinical data on the effects of opioids on sleep-disordered breathing is difficult because of the types of study designs and 

methods employed, and there is no clear consensus regarding association with risk for developing obstructive sleep apnea syndrome (132). However, opioid 

therapy can decrease respiratory drive, a high percentage of patients on long-term opioid therapy have been reported to have an abnormal apnea-hypopnea 

index (133), opioid therapy can worsen central sleep apnea in obstructive sleep apnea patients, and it can cause further desaturation in obstructive sleep apnea 

patients not on continuous positive airway pressure (CPAP) (31). Reduced renal or hepatic function can result in greater peak effect and longer duration of action 

and reduce the dose at which respiratory depression and overdose occurs (134). Age-related changes in patients aged ≥65 years, such as reduced renal function 

and medication clearance, even in the absence of renal disease (135), result in a smaller therapeutic window between safe dosages and dosages associated with 

respiratory depression and overdose. Older adults might also be at increased risk for falls and fractures related to opioids (136–138). Opioids used in pregnancy 

can be associated with additional risks to both mother and fetus. Some studies have shown an association of opioid use in pregnancy with birth defects, including 

neural tube defects (139,140), congenital heart defects (140), and gastroschisis (140); preterm delivery (141), poor fetal growth (141), and stillbirth (141). 

Importantly, in some cases, opioid use during pregnancy leads to neonatal opioid withdrawal syndrome (142). Patients with mental health comorbidities and 

patients with histories of substance use disorders might be at higher risk than other patients for opioid use disorder (62,143,144). Recent analyses found that 

depressed patients were at higher risk for drug overdose than patients without depression, particularly at higher opioid dosages, although investigators were 

unable to distinguish unintentional overdose from suicide attempts (145). In case-control and case-cohort studies, substance abuse/dependence was more 

prevalent among patients experiencing overdose than among patients not experiencing overdose (12% versus 6% [66], 40% versus 10% [24], and 26% versus 9% 

[23]).

Regarding risk stratification approaches, limited evidence was found regarding benefits and harms. Potential benefits of PDMPs and urine drug testing include the

ability to identify patients who might be at higher risk for opioid overdose or opioid use disorder, and help determine which patients will benefit from greater 

caution and increased monitoring or interventions when risk factors are present. For example, one study found that most fatal overdoses could be identified 

retrospectively on the basis of two pieces of information, multiple prescribers and high total daily opioid dosage, both important risk factors for overdose 

(124,146) that are available to prescribers in the PDMP (124). However, limited evaluation of PDMPs at the state level has revealed mixed effects on changes in 

prescribing and mortality outcomes (28). Potential harms of risk stratification include underestimation of risks of opioid therapy when screening tools are not 

adequately sensitive, as well as potential overestimation of risk, which could lead to inappropriate clinical decisions.

Regarding risk mitigation approaches, limited evidence was found regarding benefits and harms. Although no studies were found to examine prescribing of 

naloxone with opioid pain medication in primary care settings, naloxone distribution through community-based programs providing prevention services for 

substance users has been demonstrated to be associated with decreased risk for opioid overdose death at the community level (147).

Concerns have been raised that prescribing changes such as dose reduction might be associated with unintended negative consequences, such as patients seeking 

heroin or other illicitly obtained opioids (148) or interference with appropriate pain treatment (149). With the exception of a study noting an association between 

an abuse-deterrent formulation of OxyContin and heroin use, showing that some patients in qualitative interviews reported switching to another opioid, including 

heroin, for many reasons, including cost and availability as well as ease of use (150), CDC did not identify studies evaluating these potential outcomes.

Finally, regarding the effectiveness of opioid use disorder treatments, methadone and buprenorphine for opioid use disorder have been found to increase 

retention in treatment and to decrease illicit opioid use among patients with opioid use disorder involving heroin (151–153). Although findings are mixed, some 

studies suggest that effectiveness is enhanced when psychosocial treatments (e.g., contingency management, community reinforcement, psychotherapeutic 

counseling, and family therapy) are used in conjunction with medication-assisted therapy; for example, by reducing opioid misuse and increasing retention during 

maintenance therapy, and improving compliance after detoxification (154,155).

Clinician and Patient Values and Preferences

Clinician and patient values and preferences can inform how benefits and harms of long-term opioid therapy are weighted and estimate the effort and resources 

required to effectively provide implementation support. Many physicians lack confidence in their ability to prescribe opioids safely (156), to predict (157) or 

detect (158) prescription drug abuse, and to discuss abuse with their patients (158). Although clinicians have reported favorable beliefs and attitudes about 
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improvements in pain and quality of life attributed to opioids (159), most consider prescription drug abuse to be a “moderate” or “big” problem in their community, 

and large proportions are “very” concerned about opioid addiction (55%) and death (48%) (160). Clinicians do not consistently use practices intended to decrease 

the risk for misuse, such as PDMPs (161,162), urine drug testing (163), and opioid treatment agreements (164). This is likely due in part to challenges related to 

registering for PDMP access and logging into the PDMP (which can interrupt normal clinical workflow if data are not integrated into electronic health record 

systems) (165), competing clinical demands, perceived inadequate time to discuss the rationale for urine drug testing and to order confirmatory testing, and 

feeling unprepared to interpret and address results (166).

Many patients do not have an opinion about “opioids” or know what this term means (167). Most are familiar with the term “narcotics.” About a third associated 

“narcotics” with addiction or abuse, and about half feared “addiction” from long-term “narcotic” use (168). Most patients taking opioids experience side effects 

(73% of patients taking hydrocodone for noncancer pain [11], 96% of patients taking opioids for chronic pain [12]), and side effects, rather than pain relief, have 

been found to explain most of the variation in patients’ preferences related to taking opioids (12). For example, patients taking hydrocodone for noncancer pain 

commonly reported side effects including dizziness, headache, fatigue, drowsiness, nausea, vomiting, and constipation (11). Patients with chronic pain in focus 

groups emphasized effectiveness of goal setting for increasing motivation and functioning (168). Patients taking high dosages report reliance on opioids despite 

ambivalence about their benefits (169) and regardless of pain reduction, reported problems, concerns, side effects, or perceived helpfulness (13).

Resource Allocation

Resource allocation (cost) is an important consideration in understanding the feasibility of clinical recommendations. CDC searched for evidence on opioid 

therapy compared with other treatments; costs of misuse, abuse, and overdose from prescription opioids; and costs of specific risk mitigation strategies (e.g., 

urine drug testing). Yearly direct and indirect costs related to prescription opioids have been estimated (based on studies published since 2010) to be $53.4 billion 

for nonmedical use of prescription opioids (170); $55.7 billion for abuse, dependence (i.e., opioid use disorder), and misuse of prescription opioids (171); and $20.4 

billion for direct and indirect costs related to opioid-related overdose alone (172). In 2012, total expenses for outpatient prescription opioids were estimated at 

$9.0 billion, an increase of 120% from 2002 (173). Although there are perceptions that opioid therapy for chronic pain is less expensive than more time-intensive 

nonpharmacologic management approaches, many pain treatments, including acetaminophen, NSAIDs, tricyclic antidepressants, and massage therapy, are 

associated with lower mean and median annual costs compared with opioid therapy (174). COX-2 inhibitors, SNRIs, anticonvulsants, topical analgesics, physical 

therapy, and CBT are also associated with lower median annual costs compared with opioid therapy (174). Limited information was found on costs of strategies to 

decrease risks associated with opioid therapy; however, urine drug testing, including screening and confirmatory tests, has been estimated to cost $211–$363 per 

test (175).

Recommendations

The recommendations are grouped into three areas for consideration:

• Determining when to initiate or continue opioids for chronic pain.

• Opioid selection, dosage, duration, follow-up, and discontinuation.

• Assessing risk and addressing harms of opioid use.

There are 12 recommendations ( Box 1). Each recommendation is followed by a rationale for the recommendation, with considerations for implementation noted. 

In accordance with the ACIP GRADE process, CDC based the recommendations on consideration of the clinical evidence, contextual evidence (including benefits 

and harms, values and preferences, resource allocation), and expert opinion. For each recommendation statement, CDC notes the recommendation category (A or 

B) and the type of the evidence (1, 2, 3, or 4) supporting the statement ( Box 2). Expert opinion is reflected within each of the recommendation rationales. While 

there was not an attempt to reach consensus among experts, experts from the Core Expert Group and from the Opioid Guideline Workgroup (“experts”) 

expressed overall, general support for all recommendations. Where differences in expert opinion emerged for detailed actions within the clinical 

recommendations or for implementation considerations, CDC notes the differences of opinion in the supporting rationale statements.

Category A recommendations indicate that most patients should receive the recommended course of action; category B recommendations indicate that different 

choices will be appropriate for different patients, requiring clinicians to help patients arrive at a decision consistent with patient values and preferences and 

specific clinical situations. Consistent with the ACIP (47) and GRADE process (48), category A recommendations were made, even with type 3 and 4 evidence, 

when there was broad agreement that the advantages of a clinical action greatly outweighed the disadvantages based on a consideration of benefits and harms, 

values and preferences, and resource allocation. Category B recommendations were made when there was broad agreement that the advantages and 

disadvantages of a clinical action were more balanced, but advantages were significant enough to warrant a recommendation. All recommendations are category 

A recommendations, with the exception of recommendation 10, which is rated as category B. Recommendations were associated with a range of evidence types, 

from type 2 to type 4.

In summary, the categorization of recommendations was based on the following assessment:

• No evidence shows a long-term benefit of opioids in pain and function versus no opioids for chronic pain with outcomes examined at least 1 year later (with 

most placebo-controlled randomized trials ≤6 weeks in duration).

• Extensive evidence shows the possible harms of opioids (including opioid use disorder, overdose, and motor vehicle injury).

• Extensive evidence suggests some benefits of nonpharmacologic and nonopioid pharmacologic treatments compared with long-term opioid therapy, with less 

harm.

Determining When to Initiate or Continue Opioids for Chronic Pain

1. Nonpharmacologic therapy and nonopioid pharmacologic therapy are preferred for chronic pain. Clinicians should consider opioid therapy only if 

expected benefits for both pain and function are anticipated to outweigh risks to the patient. If opioids are used, they should be combined with 

nonpharmacologic therapy and nonopioid pharmacologic therapy, as appropriate (recommendation category: A, evidence type: 3).

Top
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Patients with pain should receive treatment that provides the greatest benefits relative to risks. The contextual evidence review found that many 

nonpharmacologic therapies, including physical therapy, weight loss for knee osteoarthritis, psychological therapies such as CBT, and certain interventional 

procedures can ameliorate chronic pain. There is high-quality evidence that exercise therapy (a prominent modality in physical therapy) for hip (100) or knee (99) 

osteoarthritis reduces pain and improves function immediately after treatment and that the improvements are sustained for at least 2–6 months. Previous 

guidelines have strongly recommended aerobic, aquatic, and/or resistance exercises for patients with osteoarthritis of the knee or hip (176). Exercise therapy also 

can help reduce pain and improve function in low back pain and can improve global well-being and physical function in fibromyalgia (98,101). Multimodal 

therapies and multidisciplinary biopsychosocial rehabilitation-combining approaches (e.g., psychological therapies with exercise) can reduce long-term pain and 

disability compared with usual care and compared with physical treatments (e.g., exercise) alone. Multimodal therapies are not always available or reimbursed by 

insurance and can be time-consuming and costly for patients. Interventional approaches such as arthrocentesis and intraarticular glucocorticoid injection for pain 

associated with rheumatoid arthritis (117) or osteoarthritis (118) and subacromial corticosteroid injection for rotator cuff disease (119) can provide short-term 

improvement in pain and function. Evidence is insufficient to determine the extent to which repeated glucocorticoid injection increases potential risks such as 

articular cartilage changes (in osteoarthritis) and sepsis (118). Serious adverse events are rare but have been reported with epidural injection (120).

Several nonopioid pharmacologic therapies (including acetaminophen, NSAIDs, and selected antidepressants and anticonvulsants) are effective for chronic pain. 

In particular, acetaminophen and NSAIDs can be useful for arthritis and low back pain. Selected anticonvulsants such as pregabalin and gabapentin can improve 

pain in diabetic neuropathy and post-herpetic neuralgia (contextual evidence review). Pregabalin, gabapentin, and carbamazepine are FDA-approved for 

treatment of certain neuropathic pain conditions, and pregabalin is FDA approved for fibromyalgia management. In patients with or without depression, tricyclic 

antidepressants and SNRIs provide effective analgesia for neuropathic pain conditions including diabetic neuropathy and post-herpetic neuralgia, often at lower 

dosages and with a shorter time to onset of effect than for treatment of depression (see contextual evidence review). Tricyclics and SNRIs can also relieve 

fibromyalgia symptoms. The SNRI duloxetine is FDA-approved for the treatment of diabetic neuropathy and fibromyalgia. Because patients with chronic pain 

often suffer from concurrent depression (144), and depression can exacerbate physical symptoms including pain (177), patients with co-occurring pain and 

depression are especially likely to benefit from antidepressant medication (see Recommendation 8). Nonopioid pharmacologic therapies are not generally 

associated with substance use disorder, and the numbers of fatal overdoses associated with nonopioid medications are a fraction of those associated with opioid 

medications (contextual evidence review). For example, acetaminophen, NSAIDs, and opioid pain medication were involved in 881, 228, and 16,651 

pharmaceutical overdose deaths in the United States in 2010 (178). However, nonopioid pharmacologic therapies are associated with certain risks, particularly in 

older patients, pregnant patients, and patients with certain co-morbidities such as cardiovascular, renal, gastrointestinal, and liver disease (see contextual 

evidence review). For example, acetaminophen can be hepatotoxic at dosages of > 3-4 grams/day and at lower dosages in patients with chronic alcohol use or liver 

disease (109). NSAID use has been associated with gastritis, peptic ulcer disease, cardiovascular events (111,112), and fluid retention, and most NSAIDs (choline 

magnesium trilisate and selective COX-2 inhibitors are exceptions) interfere with platelet aggregation (179). Clinicians should review FDA-approved labeling 

including boxed warnings before initiating treatment with any pharmacologic therapy.

Although opioids can reduce pain during short-term use, the clinical evidence review found insufficient evidence to determine whether pain relief is sustained and 

whether function or quality of life improves with long-term opioid therapy (KQ1). While benefits for pain relief, function, and quality of life with long-term opioid 

use for chronic pain are uncertain, risks associated with long-term opioid use are clearer and significant. Based on the clinical evidence review, long-term opioid 

use for chronic pain is associated with serious risks including increased risk for opioid use disorder, overdose, myocardial infarction, and motor vehicle injury 

(KQ2). At a population level, more than 165,000 persons in the United States have died from opioid pain-medication-related overdoses since 1999 (see 

Contextual Evidence Review).

Integrated pain management requires coordination of medical, psychological, and social aspects of health care and includes primary care, mental health care, and 

specialist services when needed (180). Nonpharmacologic physical and psychological treatments such as exercise and CBT are approaches that encourage active 

patient participation in the care plan, address the effects of pain in the patient’s life, and can result in sustained improvements in pain and function without 

apparent risks. Despite this, these therapies are not always or fully covered by insurance, and access and cost can be barriers for patients. For many patients, 

aspects of these approaches can be used even when there is limited access to specialty care. For example, previous guidelines have strongly recommended 

aerobic, aquatic, and/or resistance exercises for patients with osteoarthritis of the knee or hip (176) and maintenance of activity for patients with low back pain 

(110). A randomized trial found no difference in reduced chronic low back pain intensity, frequency or disability between patients assigned to relatively low-cost 

group aerobics and individual physiotherapy or muscle reconditioning sessions (181). Low-cost options to integrate exercise include brisk walking in public spaces 

or use of public recreation facilities for group exercise. CBT addresses psychosocial contributors to pain and improves function (97). Primary care clinicians can 

integrate elements of a cognitive behavioral approach into their practice by encouraging patients to take an active role in the care plan, by supporting patients in 

engaging in beneficial but potentially anxiety-provoking activities, such as exercise (179), or by providing education in relaxation techniques and coping strategies. 

In many locations, there are free or low-cost patient support, self-help, and educational community-based programs that can provide stress reduction and other 

mental health benefits. Patients with more entrenched anxiety or fear related to pain, or other significant psychological distress, can be referred for formal 

therapy with a mental health specialist (e.g., psychologist, psychiatrist, clinical social worker). Multimodal therapies should be considered for patients not 

responding to single-modality therapy, and combinations should be tailored depending on patient needs, cost, and convenience.

To guide patient-specific selection of therapy, clinicians should evaluate patients and establish or confirm the diagnosis. Detailed recommendations on diagnosis 

are provided in other guidelines (110,179), but evaluation should generally include a focused history, including history and characteristics of pain and potentially 

contributing factors (e.g., function, psychosocial stressors, sleep) and physical exam, with imaging or other diagnostic testing only if indicated (e.g., if severe or 

progressive neurologic deficits are present or if serious underlying conditions are suspected) (110,179). For complex pain syndromes, pain specialty consultation 

can be considered to assist with diagnosis as well as management. Diagnosis can help identify disease-specific interventions to reverse or ameliorate pain; for 

example, improving glucose control to prevent progression of diabetic neuropathy; immune-modulating agents for rheumatoid arthritis; physical or occupational 

therapy to address posture, muscle weakness, or repetitive occupational motions that contribute to musculoskeletal pain; or surgical intervention to relieve 

mechanical/compressive pain (179). The underlying mechanism for most pain syndromes can be categorized as neuropathic (e.g., diabetic neuropathy, 

postherpetic neuralgia, fibromyalgia), or nociceptive (e.g., osteoarthritis, muscular back pain). The diagnosis and pathophysiologic mechanism of pain have 
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implications for symptomatic pain treatment with medication. For example, evidence is limited or insufficient for improved pain or function with long-term use of 

opioids for several chronic pain conditions for which opioids are commonly prescribed, such as low back pain (182), headache (183), and fibromyalgia (184). 

Although NSAIDs can be used for exacerbations of nociceptive pain, other medications (e.g., tricyclics, selected anticonvulsants, or transdermal lidocaine) 

generally are recommended for neuropathic pain. In addition, improvement of neuropathic pain can begin weeks or longer after symptomatic treatment is 

initiated (179). Medications should be used only after assessment and determination that expected benefits outweigh risks given patient-specific factors. For 

example, clinicians should consider falls risk when selecting and dosing potentially sedating medications such as tricyclics, anticonvulsants, or opioids, and should 

weigh risks and benefits of use, dose, and duration of NSAIDs when treating older adults as well as patients with hypertension, renal insufficiency, or heart failure, 

or those with risk for peptic ulcer disease or cardiovascular disease. Some guidelines recommend topical NSAIDs for localized osteoarthritis (e.g., knee 

osteoarthritis) over oral NSAIDs in patients aged ≥ 75 years to minimize systemic effects (176).

Experts agreed that opioids should not be considered first-line or routine therapy for chronic pain (i.e., pain continuing or expected to continue >3 months or past 

the time of normal tissue healing) outside of active cancer, palliative, and end-of-life care, given small to moderate short-term benefits, uncertain long-term 

benefits, and potential for serious harms; although evidence on long-term benefits of nonopioid therapies is also limited, these therapies are also associated with 

short-term benefits, and risks are much lower. This does not mean that patients should be required to sequentially “fail” nonpharmacologic and nonopioid 

pharmacologic therapy before proceeding to opioid therapy. Rather, expected benefits specific to the clinical context should be weighed against risks before 

initiating therapy. In some clinical contexts (e.g., headache or fibromyalgia), expected benefits of initiating opioids are unlikely to outweigh risks regardless of 

previous nonpharmacologic and nonopioid pharmacologic therapies used. In other situations (e.g., serious illness in a patient with poor prognosis for return to 

previous level of function, contraindications to other therapies, and clinician and patient agreement that the overriding goal is patient comfort), opioids might be 

appropriate regardless of previous therapies used. In addition, when opioid pain medication is used, it is more likely to be effective if integrated with 

nonpharmacologic therapy. Nonpharmacologic approaches such as exercise and CBT should be used to reduce pain and improve function in patients with chronic 

pain. Nonopioid pharmacologic therapy should be used when benefits outweigh risks and should be combined with nonpharmacologic therapy to reduce pain and 

improve function. If opioids are used, they should be combined with nonpharmacologic therapy and nonopioid pharmacologic therapy, as appropriate, to provide 

greater benefits to patients in improving pain and function.

2. Before starting opioid therapy for chronic pain, clinicians should establish treatment goals with all patients, including realistic goals for pain and function, 

and should consider how opioid therapy will be discontinued if benefits do not outweigh risks. Clinicians should continue opioid therapy only if there is 

clinically meaningful improvement in pain and function that outweighs risks to patient safety (recommendation category: A, evidence type: 4).

The clinical evidence review found insufficient evidence to determine long-term benefits of opioid therapy for chronic pain and found an increased risk for serious 

harms related to long-term opioid therapy that appears to be dose-dependent. In addition, studies on currently available risk assessment instruments were sparse 

and showed inconsistent results (KQ4). The clinical evidence review for the current guideline considered studies with outcomes examined at ≥1 year that 

compared opioid use versus nonuse or placebo. Studies of opioid therapy for chronic pain that did not have a nonopioid control group have found that although 

many patients discontinue opioid therapy for chronic noncancer pain due to adverse effects or insufficient pain relief, there is weak evidence that patients who 

are able to continue opioid therapy for at least 6 months can experience clinically significant pain relief and insufficient evidence that function or quality of life 

improves (185). These findings suggest that it is very difficult for clinicians to predict whether benefits of opioids for chronic pain will outweigh risks of ongoing 

treatment for individual patients. Opioid therapy should not be initiated without consideration of an “exit strategy” to be used if the therapy is unsuccessful.

Experts agreed that before opioid therapy is initiated for chronic pain outside of active cancer, palliative, and end-of-life care, clinicians should determine how 

effectiveness will be evaluated and should establish treatment goals with patients. Because the line between acute pain and initial chronic pain is not always clear, 

it might be difficult for clinicians to determine when they are initiating opioids for chronic pain rather than treating acute pain. Pain lasting longer than 3 months 

or past the time of normal tissue healing (which could be substantially shorter than 3 months, depending on the condition) is generally no longer considered acute. 

However, establishing treatment goals with a patient who has already received opioid therapy for 3 months would defer this discussion well past the point of 

initiation of opioid therapy for chronic pain. Clinicians often write prescriptions for long-term use in 30-day increments, and opioid prescriptions written for ≥30 

days are likely to represent initiation or continuation of long-term opioid therapy. Before writing an opioid prescription for ≥30 days, clinicians should establish 

treatment goals with patients. Clinicians seeing new patients already receiving opioids should establish treatment goals for continued opioid therapy. Although 

the clinical evidence review did not find studies evaluating the effectiveness of written agreements or treatment plans (KQ4), clinicians and patients who set a 

plan in advance will clarify expectations regarding how opioids will be prescribed and monitored, as well as situations in which opioids will be discontinued or 

doses tapered (e.g., if treatment goals are not met, opioids are no longer needed, or adverse events put the patient at risk) to improve patient safety.

Experts thought that goals should include improvement in both pain relief and function (and therefore in quality of life). However, there are some clinical 

circumstances under which reductions in pain without improvement in physical function might be a more realistic goal (e.g., diseases typically associated with 

progressive functional impairment or catastrophic injuries such as spinal cord trauma). Experts noted that function can include emotional and social as well as 

physical dimensions. In addition, experts emphasized that mood has important interactions with pain and function. Experts agreed that clinicians may use 

validated instruments such as the three-item “Pain average, interference with Enjoyment of life, and interference with General activity” (PEG) Assessment Scale 

(186) to track patient outcomes. Clinically meaningful improvement has been defined as a 30% improvement in scores for both pain and function (187). 

Monitoring progress toward patient-centered functional goals (e.g., walking the dog or walking around the block, returning to part-time work, attending family 

sports or recreational activities) can also contribute to the assessment of functional improvement. Clinicians should use these goals in assessing benefits of opioid 

therapy for individual patients and in weighing benefits against risks of continued opioid therapy (see Recommendation 7, including recommended intervals for 

follow-up). Because depression, anxiety, and other psychological co-morbidities often coexist with and can interfere with resolution of pain, clinicians should use 

validated instruments to assess for these conditions (see Recommendation 8) and ensure that treatment for these conditions is optimized. If patients receiving 

opioid therapy for chronic pain do not experience meaningful improvements in both pain and function compared with prior to initiation of opioid therapy, 

clinicians should consider working with patients to taper and discontinue opioids (see Recommendation 7) and should use nonpharmacologic and nonopioid 

pharmacologic approaches to pain management (see Recommendation 1).
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3. Before starting and periodically during opioid therapy, clinicians should discuss with patients known risks and realistic benefits of opioid therapy and 

patient and clinician responsibilities for managing therapy (recommendation category: A, evidence type: 3).

The clinical evidence review did not find studies evaluating effectiveness of patient education or opioid treatment plans as risk-mitigation strategies (KQ4). 

However, the contextual evidence review found that many patients lack information about opioids and identified concerns that some clinicians miss opportunities 

to effectively communicate about safety. Given the substantial evidence gaps on opioids, uncertain benefits of long-term use, and potential for serious harms, 

patient education and discussion before starting opioid therapy are critical so that patient preferences and values can be understood and used to inform clinical 

decisions. Experts agreed that essential elements to communicate to patients before starting and periodically during opioid therapy include realistic expected 

benefits, common and serious harms, and expectations for clinician and patient responsibilities to mitigate risks of opioid therapy.

Clinicians should involve patients in decisions about whether to start or continue opioid therapy. Given potentially serious risks of long-term opioid therapy, 

clinicians should ensure that patients are aware of potential benefits of, harms of, and alternatives to opioids before starting or continuing opioid therapy. 

Clinicians are encouraged to have open and honest discussions with patients to inform mutual decisions about whether to start or continue opioid therapy. 

Important considerations include the following:

• Be explicit and realistic about expected benefits of opioids, explaining that while opioids can reduce pain during short-term use, there is no good evidence that 

opioids improve pain or function with long-term use, and that complete relief of pain is unlikely (clinical evidence review, KQ1).

• Emphasize improvement in function as a primary goal and that function can improve even when pain is still present.

• Advise patients about serious adverse effects of opioids, including potentially fatal respiratory depression and development of a potentially serious lifelong 

opioid use disorder that can cause distress and inability to fulfill major role obligations.

• Advise patients about common effects of opioids, such as constipation, dry mouth, nausea, vomiting, drowsiness, confusion, tolerance, physical dependence, 

and withdrawal symptoms when stopping opioids. To prevent constipation associated with opioid use, advise patients to increase hydration and fiber intake 

and to maintain or increase physical activity. Stool softeners or laxatives might be needed.

• Discuss effects that opioids might have on ability to safely operate a vehicle, particularly when opioids are initiated, when dosages are increased, or when 

other central nervous system depressants, such as benzodiazepines or alcohol, are used concurrently.

• Discuss increased risks for opioid use disorder, respiratory depression, and death at higher dosages, along with the importance of taking only the amount of 

opioids prescribed, i.e., not taking more opioids or taking them more often.

• Review increased risks for respiratory depression when opioids are taken with benzodiazepines, other sedatives, alcohol, illicit drugs such as heroin, or other 

opioids.

• Discuss risks to household members and other individuals if opioids are intentionally or unintentionally shared with others for whom they are not prescribed, 

including the possibility that others might experience overdose at the same or at lower dosage than prescribed for the patient, and that young children are 

susceptible to unintentional ingestion. Discuss storage of opioids in a secure, preferably locked location and options for safe disposal of unused opioids (188).

• Discuss the importance of periodic reassessment to ensure that opioids are helping to meet patient goals and to allow opportunities for opioid discontinuation 

and consideration of additional nonpharmacologic or nonopioid pharmacologic treatment options if opioids are not effective or are harmful.

• Discuss planned use of precautions to reduce risks, including use of prescription drug monitoring program information (see Recommendation 9) and urine 

drug testing (see Recommendation 10). Consider including discussion of naloxone use for overdose reversal (see Recommendation 8).

• Consider whether cognitive limitations might interfere with management of opioid therapy (for older adults in particular) and, if so, determine whether a 

caregiver can responsibly co-manage medication therapy. Discuss the importance of reassessing safer medication use with both the patient and caregiver.

Given the possibility that benefits of opioid therapy might diminish or that risks might become more prominent over time, it is important that clinicians review 

expected benefits and risks of continued opioid therapy with patients periodically, at least every 3 months (see Recommendation 7).

Opioid Selection, Dosage, Duration, Follow-Up, and Discontinuation

4. When starting opioid therapy for chronic pain, clinicians should prescribe immediate-release opioids instead of extended-release/long-acting (ER/LA) 

opioids (recommendation category: A, evidence type: 4).

ER/LA opioids include methadone, transdermal fentanyl, and extended-release versions of opioids such as oxycodone, oxymorphone, hydrocodone, and 

morphine. The clinical evidence review found a fair-quality study showing a higher risk for overdose among patients initiating treatment with ER/LA opioids than 

among those initiating treatment with immediate-release opioids (77). The clinical evidence review did not find evidence that continuous, time-scheduled use of 

ER/LA opioids is more effective or safer than intermittent use of immediate-release opioids or that time-scheduled use of ER/LA opioids reduces risks for opioid 

misuse or addiction (KQ3).

In 2014, the FDA modified the labeling for ER/LA opioid pain medications, noting serious risks and recommending that ER/LA opioids be reserved for 

“management of pain severe enough to require daily, around-the-clock, long-term opioid treatment” when “alternative treatment options (e.g., nonopioid 

analgesics or immediate-release opioids) are ineffective, not tolerated, or would be otherwise inadequate to provide sufficient management of pain” and not used 

as “as needed” pain relievers (121). FDA has also noted that some ER/LA opioids are only appropriate for opioid-tolerant patients, defined as patients who have 

received certain dosages of opioids (e.g., 60 mg daily of oral morphine, 30 mg daily of oral oxycodone, or equianalgesic dosages of other opioids) for at least 1 week 

(189). Time-scheduled opioid use can be associated with greater total average daily opioid dosage compared with intermittent, as-needed opioid use (contextual 

evidence review). In addition, experts indicated that there was not enough evidence to determine the safety of using immediate-release opioids for breakthrough 

pain when ER/LA opioids are used for chronic pain outside of active cancer pain, palliative care, or end-of-life care, and that this practice might be associated with 

dose escalation.

Abuse-deterrent technologies have been employed to prevent manipulation intended to defeat extended-release properties of ER/LA opioids and to prevent 

opioid use by unintended routes of administration, such as injection of oral opioids. As indicated in FDA guidance for industry on evaluation and labeling of abuse-

deterrent opioids (190), although abuse-deterrent technologies are expected to make manipulation of opioids more difficult or less rewarding, they do not 
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prevent opioid abuse through oral intake, the most common route of opioid abuse, and can still be abused by nonoral routes. The “abuse-deterrent” label does not 

indicate that there is no risk for abuse. No studies were found in the clinical evidence review assessing the effectiveness of abuse-deterrent technologies as a risk 

mitigation strategy for deterring or preventing abuse. In addition, abuse-deterrent technologies do not prevent unintentional overdose through oral intake. 

Experts agreed that recommendations could not be offered at this time related to use of abuse-deterrent formulations.

In comparing different ER/LA formulations, the clinical evidence review found inconsistent results for overdose risk with methadone versus other ER/LA opioids 

used for chronic pain (KQ3). The contextual evidence review found that methadone has been associated with disproportionate numbers of overdose deaths 

relative to the frequency with which it is prescribed for chronic pain. In addition, methadone is associated with cardiac arrhythmias along with QT prolongation on 

the electrocardiogram, and it has complicated pharmacokinetics and pharmacodynamics, including a long and variable half-life and peak respiratory depressant 

effect occurring later and lasting longer than peak analgesic effect. Experts noted that the pharmacodynamics of methadone are subject to more inter-individual 

variability than other opioids. In regard to other ER/LA opioid formulations, experts noted that the absorption and pharmacodynamics of transdermal fentanyl are 

complex, with gradually increasing serum concentration during the first part of the 72-hour dosing interval, as well as variable absorption based on factors such as 

external heat. In addition, the dosing of transdermal fentanyl in mcg/hour, which is not typical for a drug used by outpatients, can be confusing. Experts thought 

that these complexities might increase the risk for fatal overdose when methadone or transdermal fentanyl is prescribed to a patient who has not used it 

previously or by clinicians who are not familiar with its effects.

Experts agreed that for patients not already receiving opioids, clinicians should not initiate opioid treatment with ER/LA opioids and should not prescribe ER/LA 

opioids for intermittent use. ER/LA opioids should be reserved for severe, continuous pain and should be considered only for patients who have received 

immediate-release opioids daily for at least 1 week. When changing to an ER/LA opioid for a patient previously receiving a different immediate-release opioid, 

clinicians should consult product labeling and reduce total daily dosage to account for incomplete opioid cross-tolerance. Clinicians should use additional caution 

with ER/LA opioids and consider a longer dosing interval when prescribing to patients with renal or hepatic dysfunction because decreased clearance of drugs 

among these patients can lead to accumulation of drugs to toxic levels and persistence in the body for longer durations. Although there might be situations in 

which clinicians need to prescribe immediate-release and ER/LA opioids together (e.g., transitioning patients from ER/LA opioids to immediate-release opioids by 

temporarily using lower dosages of both), in general, avoiding the use of immediate-release opioids in combination with ER/LA opioids is preferable, given 

potentially increased risk and diminishing returns of such an approach for chronic pain.

When an ER/LA opioid is prescribed, using one with predictable pharmacokinetics and pharmacodynamics is preferred to minimize unintentional overdose risk. In 

particular, unusual characteristics of methadone and of transdermal fentanyl make safe prescribing of these medications for pain especially challenging.

• Methadone should not be the first choice for an ER/LA opioid. Only clinicians who are familiar with methadone’s unique risk profile and who are prepared to 

educate and closely monitor their patients, including risk assessment for QT prolongation and consideration of electrocardiographic monitoring, should 

consider prescribing methadone for pain. A clinical practice guideline that contains further guidance regarding methadone prescribing for pain has been 

published previously (191).

• Because dosing effects of transdermal fentanyl are often misunderstood by both clinicians and patients, only clinicians who are familiar with the dosing and 

absorption properties of transdermal fentanyl and are prepared to educate their patients about its use should consider prescribing it.

5. When opioids are started, clinicians should prescribe the lowest effective dosage. Clinicians should use caution when prescribing opioids at any dosage, 

should carefully reassess evidence of individual benefits and risks when considering increasing dosage to ≥50 morphine milligram equivalents (MME)/day, 

and should avoid increasing dosage to ≥90 MME/day or carefully justify a decision to titrate dosage to ≥90 MME/day (recommendation category: A, 

evidence type: 3).

Benefits of high-dose opioids for chronic pain are not established. The clinical evidence review found only one study (84) addressing effectiveness of dose titration 

for outcomes related to pain control, function, and quality of life (KQ3). This randomized trial found no difference in pain or function between a more liberal opioid 

dose escalation strategy and maintenance of current dosage. (These groups were prescribed average dosages of 52 and 40 MME/day, respectively, at the end of 

the trial.) At the same time, risks for serious harms related to opioid therapy increase at higher opioid dosage. The clinical evidence review found that higher 

opioid dosages are associated with increased risks for motor vehicle injury, opioid use disorder, and overdose (KQ2). The clinical and contextual evidence reviews 

found that opioid overdose risk increases in a dose-response manner, that dosages of 50–<100 MME/day have been found to increase risks for opioid overdose 

by factors of 1.9 to 4.6 compared with dosages of 1–<20 MME/day, and that dosages ≥100 MME/day are associated with increased risks of overdose 2.0–8.9 

times the risk at 1–<20 MME/day. In a national sample of Veterans Health Administration patients with chronic pain who were prescribed opioids, mean 

prescribed opioid dosage among patients who died from opioid overdose was 98 MME (median 60 MME) compared with mean prescribed opioid dosage of 48 

MME (median 25 MME) among patients not experiencing fatal overdose (127).

The contextual evidence review found that although there is not a single dosage threshold below which overdose risk is eliminated, holding dosages <50 

MME/day would likely reduce risk among a large proportion of patients who would experience fatal overdose at higher prescribed dosages. Experts agreed that 

lower dosages of opioids reduce the risk for overdose, but that a single dosage threshold for safe opioid use could not be identified. Experts noted that daily opioid 

dosages close to or greater than 100 MME/day are associated with significant risks, that dosages <50 MME/day are safer than dosages of 50–100 MME/day, and 

that dosages <20 MME/day are safer than dosages of 20–50 MME/day. One expert thought that a specific dosage at which the benefit/risk ratio of opioid therapy 

decreases could not be identified. Most experts agreed that, in general, increasing dosages to 50 or more MME/day increases overdose risk without necessarily 

adding benefits for pain control or function and that clinicians should carefully reassess evidence of individual benefits and risks when considering increasing 

opioid dosages to ≥50 MME/day. Most experts also agreed that opioid dosages should not be increased to ≥90 MME/day without careful justification based on 

diagnosis and on individualized assessment of benefits and risks.

When opioids are used for chronic pain outside of active cancer, palliative, and end-of-life care, clinicians should start opioids at the lowest possible effective 

dosage (the lowest starting dosage on product labeling for patients not already taking opioids and according to product labeling guidance regarding tolerance for 

patients already taking opioids). Clinicians should use additional caution when initiating opioids for patients aged ≥65 years and for patients with renal or hepatic 
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insufficiency because decreased clearance of drugs in these patients can result in accumulation of drugs to toxic levels. Clinicians should use caution when 

increasing opioid dosages and increase dosage by the smallest practical amount because overdose risk increases with increases in opioid dosage. Although there is 

limited evidence to recommend specific intervals for dosage titration, a previous guideline recommended waiting at least five half-lives before increasing dosage 

and waiting at least a week before increasing dosage of methadone to make sure that full effects of the previous dosage are evident (31). Clinicians should re-

evaluate patients after increasing dosage for changes in pain, function, and risk for harm (see Recommendation 7). Before increasing total opioid dosage to ≥50 

MME/day, clinicians should reassess whether opioid treatment is meeting the patient’s treatment goals (see Recommendation 2). If a patient’s opioid dosage for 

all sources of opioids combined reaches or exceeds 50 MME/day, clinicians should implement additional precautions, including increased frequency of follow-up 

(see Recommendation 7) and considering offering naloxone and overdose prevention education to both patients and the patients’ household members (see 

Recommendation 8). Clinicians should avoid increasing opioid dosages to ≥90 MME/day or should carefully justify a decision to increase dosage to ≥90 MME/day 

based on individualized assessment of benefits and risks and weighing factors such as diagnosis, incremental benefits for pain and function relative to harms as 

dosages approach 90 MME/day, other treatments and effectiveness, and recommendations based on consultation with pain specialists. If patients do not 

experience improvement in pain and function at ≥90 MME/day, or if there are escalating dosage requirements, clinicians should discuss other approaches to pain 

management with the patient, consider working with patients to taper opioids to a lower dosage or to taper and discontinue opioids (see Recommendation 7), and 

consider consulting a pain specialist. Some states require clinicians to implement clinical protocols at specific dosage levels. For example, before increasing long-

term opioid therapy dosage to >120 MME/day, clinicians in Washington state must obtain consultation from a pain specialist who agrees that this is indicated and 

appropriate (30). Clinicians should be aware of rules related to MME thresholds and associated clinical protocols established by their states.

Established patients already taking high dosages of opioids, as well as patients transferring from other clinicians, might consider the possibility of opioid dosage 

reduction to be anxiety-provoking, and tapering opioids can be especially challenging after years on high dosages because of physical and psychological 

dependence. However, these patients should be offered the opportunity to re-evaluate their continued use of opioids at high dosages in light of recent evidence 

regarding the association of opioid dosage and overdose risk. Clinicians should explain in a nonjudgmental manner to patients already taking high opioid dosages 

(≥90 MME/day) that there is now an established body of scientific evidence showing that overdose risk is increased at higher opioid dosages. Clinicians should 

empathically review benefits and risks of continued high-dosage opioid therapy and should offer to work with the patient to taper opioids to safer dosages. For 

patients who agree to taper opioids to lower dosages, clinicians should collaborate with the patient on a tapering plan (see Recommendation 7). Experts noted 

that patients tapering opioids after taking them for years might require very slow opioid tapers as well as pauses in the taper to allow gradual accommodation to 

lower opioid dosages. Clinicians should remain alert to signs of anxiety, depression, and opioid use disorder (see Recommendations 8 and 12) that might be 

unmasked by an opioid taper and arrange for management of these co-morbidities. For patients agreeing to taper to lower opioid dosages as well as for those 

remaining on high opioid dosages, clinicians should establish goals with the patient for continued opioid therapy (see Recommendation 2), maximize pain 

treatment with nonpharmacologic and nonopioid pharmacologic treatments as appropriate (see Recommendation 1), and consider consulting a pain specialist as 

needed to assist with pain management.

6. Long-term opioid use often begins with treatment of acute pain. When opioids are used for acute pain, clinicians should prescribe the lowest effective 

dose of immediate-release opioids and should prescribe no greater quantity than needed for the expected duration of pain severe enough to require 

opioids. Three days or less will often be sufficient; more than seven days will rarely be needed (recommendation category: A, evidence type: 4).

The clinical evidence review found that opioid use for acute pain (i.e., pain with abrupt onset and caused by an injury or other process that is not ongoing) is 

associated with long-term opioid use, and that a greater amount of early opioid exposure is associated with greater risk for long-term use (KQ5). Several 

guidelines on opioid prescribing for acute pain from emergency departments (192–194) and other settings (195,196) have recommended prescribing ≤3 days of 

opioids in most cases, whereas others have recommended ≤7 days (197) or <14 days (30). Because physical dependence on opioids is an expected physiologic 

response in patients exposed to opioids for more than a few days (contextual evidence review), limiting days of opioids prescribed also should minimize the need 

to taper opioids to prevent distressing or unpleasant withdrawal symptoms. Experts noted that more than a few days of exposure to opioids significantly 

increases hazards, that each day of unnecessary opioid use increases likelihood of physical dependence without adding benefit, and that prescriptions with fewer 

days’ supply will minimize the number of pills available for unintentional or intentional diversion.

Experts agreed that when opioids are needed for acute pain, clinicians should prescribe opioids at the lowest effective dose and for no longer than the expected 

duration of pain severe enough to require opioids to minimize unintentional initiation of long-term opioid use. The lowest effective dose can be determined using 

product labeling as a starting point with calibration as needed based on the severity of pain and on other clinical factors such as renal or hepatic insufficiency (see 

Recommendation 8). Experts thought, based on clinical experience regarding anticipated duration of pain severe enough to require an opioid, that in most cases of 

acute pain not related to surgery or trauma, a ≤3 days’ supply of opioids will be sufficient. For example, in one study of the course of acute low back pain (not 

associated with malignancies, infections, spondylarthropathies, fractures, or neurological signs) in a primary care setting, there was a large decrease in pain until 

the fourth day after treatment with paracetamol, with smaller decreases thereafter (198). Some experts thought that because some types of acute pain might 

require more than 3 days of opioid treatment, it would be appropriate to recommend a range of ≤3–5 days or ≤3–7 days when opioids are needed. Some experts 

thought that a range including 7 days was too long given the expected course of severe acute pain for most acute pain syndromes seen in primary care.

Acute pain can often be managed without opioids. It is important to evaluate the patient for reversible causes of pain, for underlying etiologies with potentially 

serious sequelae, and to determine appropriate treatment. When the diagnosis and severity of nontraumatic, nonsurgical acute pain are reasonably assumed to 

warrant the use of opioids, clinicians should prescribe no greater quantity than needed for the expected duration of pain severe enough to require opioids, often 3 

days or less, unless circumstances clearly warrant additional opioid therapy. More than 7 days will rarely be needed. Opioid treatment for post-surgical pain is 

outside the scope of this guideline but has been addressed elsewhere (30). Clinicians should not prescribe additional opioids to patients “just in case” pain 

continues longer than expected. Clinicians should re-evaluate the subset of patients who experience severe acute pain that continues longer than the expected 

duration to confirm or revise the initial diagnosis and to adjust management accordingly. Given longer half-lives and longer duration of effects (e.g., respiratory 

depression) with ER/LA opioids such as methadone, fentanyl patches, or extended release versions of opioids such as oxycodone, oxymorphone, or morphine, 

clinicians should not prescribe ER/LA opioids for the treatment of acute pain.
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7. Clinicians should evaluate benefits and harms with patients within 1 to 4 weeks of starting opioid therapy for chronic pain or of dose escalation. Clinicians 

should evaluate benefits and harms of continued therapy with patients every 3 months or more frequently. If benefits do not outweigh harms of continued 

opioid therapy, clinicians should optimize other therapies and work with patients to taper opioids to lower dosages or to taper and discontinue opioids 

(recommendation category: A, evidence type: 4).

Although the clinical evidence review did not find studies evaluating the effectiveness of more frequent monitoring intervals (KQ4), it did find that continuing 

opioid therapy for 3 months substantially increases risk for opioid use disorder (KQ2); therefore, follow-up earlier than 3 months might be necessary to provide 

the greatest opportunity to prevent the development of opioid use disorder. In addition, risk for overdose associated with ER/LA opioids might be particularly 

high during the first 2 weeks of treatment (KQ3). The contextual evidence review found that patients who do not have pain relief with opioids at 1 month are 

unlikely to experience pain relief with opioids at 6 months. Although evidence is insufficient to determine at what point within the first 3 months of opioid therapy 

the risks for opioid use disorder increase, reassessment of pain and function within 1 month of initiating opioids provides an opportunity to minimize risks of long-

term opioid use by discontinuing opioids among patients not receiving a clear benefit from these medications. Experts noted that risks for opioid overdose are 

greatest during the first 3–7 days after opioid initiation or increase in dosage, particularly when methadone or transdermal fentanyl are prescribed; that follow-up 

within 3 days is appropriate when initiating or increasing the dosage of methadone; and that follow-up within 1 week might be appropriate when initiating or 

increasing the dosage of other ER/LA opioids.

Clinicians should evaluate patients to assess benefits and harms of opioids within 1 to 4 weeks of starting long-term opioid therapy or of dose escalation. 

Clinicians should consider follow-up intervals within the lower end of this range when ER/LA opioids are started or increased or when total daily opioid dosage is 

≥50 MME/day. Shorter follow-up intervals (within 3 days) should be strongly considered when starting or increasing the dosage of methadone. At follow up, 

clinicians should assess benefits in function, pain control, and quality of life using tools such as the three-item “Pain average, interference with Enjoyment of life, 

and interference with General activity” (PEG) Assessment Scale (186) and/or asking patients about progress toward functional goals that have meaning for them 

(see Recommendation 2). Clinicians should also ask patients about common adverse effects such as constipation and drowsiness (see Recommendation 3), as well 

as asking about and assessing for effects that might be early warning signs for more serious problems such as overdose (e.g., sedation or slurred speech) or opioid 

use disorder (e.g., craving, wanting to take opioids in greater quantities or more frequently than prescribed, or difficulty controlling use). Clinicians should ask 

patients about their preferences for continuing opioids, given their effects on pain and function relative to any adverse effects experienced.

Because of potential changes in the balance of benefits and risks of opioid therapy over time, clinicians should regularly reassess all patients receiving long-term 

opioid therapy, including patients who are new to the clinician but on long-term opioid therapy, at least every 3 months. At reassessment, clinicians should 

determine whether opioids continue to meet treatment goals, including sustained improvement in pain and function, whether the patient has experienced 

common or serious adverse events or early warning signs of serious adverse events, signs of opioid use disorder (e.g., difficulty controlling use, work or family 

problems related to opioid use), whether benefits of opioids continue to outweigh risks, and whether opioid dosage can be reduced or opioids can be discontinued. 

Ideally, these reassessments would take place in person and be conducted by the prescribing clinician. In practice contexts where virtual visits are part of 

standard care (e.g., in remote areas where distance or other issues make follow-up visits challenging), follow-up assessments that allow the clinician to 

communicate with and observe the patient through video and audio could be conducted, with in-person visits occurring at least once per year. Clinicians should 

re-evaluate patients who are exposed to greater risk of opioid use disorder or overdose (e.g., patients with depression or other mental health conditions, a history 

of substance use disorder, a history of overdose, taking ≥50 MME/day, or taking other central nervous system depressants with opioids) more frequently than 

every 3 months. If clinically meaningful improvements in pain and function are not sustained, if patients are taking high-risk regimens (e.g., dosages ≥50 MME/day 

or opioids combined with benzodiazepines) without evidence of benefit, if patients believe benefits no longer outweigh risks or if they request dosage reduction 

or discontinuation, or if patients experience overdose or other serious adverse events (e.g., an event leading to hospitalization or disability) or warning signs of 

serious adverse events, clinicians should work with patients to reduce opioid dosage or to discontinue opioids when possible. Clinicians should maximize pain 

treatment with nonpharmacologic and nonopioid pharmacologic treatments as appropriate (see Recommendation 1) and consider consulting a pain specialist as 

needed to assist with pain management.

Considerations for Tapering Opioids

Although the clinical evidence review did not find high-quality studies comparing the effectiveness of different tapering protocols for use when opioid dosage is 

reduced or opioids are discontinued (KQ3), tapers reducing weekly dosage by 10%–50% of the original dosage have been recommended by other clinical 

guidelines (199), and a rapid taper over 2–3 weeks has been recommended in the case of a severe adverse event such as overdose (30). Experts noted that tapers 

slower than 10% per week (e.g., 10% per month) also might be appropriate and better tolerated than more rapid tapers, particularly when patients have been 

taking opioids for longer durations (e.g., for years). Opioid withdrawal during pregnancy has been associated with spontaneous abortion and premature labor.

When opioids are reduced or discontinued, a taper slow enough to minimize symptoms and signs of opioid withdrawal (e.g., drug craving, anxiety, insomnia, 

abdominal pain, vomiting, diarrhea, diaphoresis, mydriasis, tremor, tachycardia, or piloerection) should be used. A decrease of 10% of the original dose per week is 

a reasonable starting point; experts agreed that tapering plans may be individualized based on patient goals and concerns. Experts noted that at times, tapers 

might have to be paused and restarted again when the patient is ready and might have to be slowed once patients reach low dosages. Tapers may be considered 

successful as long as the patient is making progress. Once the smallest available dose is reached, the interval between doses can be extended. Opioids may be 

stopped when taken less frequently than once a day. More rapid tapers might be needed for patient safety under certain circumstances (e.g., for patients who 

have experienced overdose on their current dosage). Ultrarapid detoxification under anesthesia is associated with substantial risks, including death, and should 

not be used (200). Clinicians should access appropriate expertise if considering tapering opioids during pregnancy because of possible risk to the pregnant patient 

and to the fetus if the patient goes into withdrawal. Patients who are not taking opioids (including patients who are diverting all opioids they obtain) do not 

require tapers. Clinicians should discuss with patients undergoing tapering the increased risk for overdose on abrupt return to a previously prescribed higher 

dose. Primary care clinicians should collaborate with mental health providers and with other specialists as needed to optimize nonopioid pain management (see 

Page 17 of 41CDC Guideline for Prescribing Opioids for Chronic Pain — United States, 2016 | MM...

5/13/2016http://www.cdc.gov/mmwr/volumes/65/rr/rr6501e1.htm



Recommendation 1), as well as psychosocial support for anxiety related to the taper. More detailed guidance on tapering, including management of withdrawal 

symptoms has been published previously (30,201). If a patient exhibits signs of opioid use disorder, clinicians should offer or arrange for treatment of opioid use 

disorder (see Recommendation 12) and consider offering naloxone for overdose prevention (see Recommendation 8).

Assessing Risk and Addressing Harms of Opioid Use

8. Before starting and periodically during continuation of opioid therapy, clinicians should evaluate risk factors for opioid-related harms. Clinicians should 

incorporate into the management plan strategies to mitigate risk, including considering offering naloxone when factors that increase risk for opioid 

overdose, such as history of overdose, history of substance use disorder, higher opioid dosages (≥50 MME/day), or concurrent benzodiazepine use, are 

present (recommendation category: A, evidence type: 4).

The clinical evidence review found insufficient evidence to determine how harms of opioids differ depending on patient demographics or patient comorbidities 

(KQ2). However, based on the contextual evidence review and expert opinion, certain risk factors are likely to increase susceptibility to opioid-associated harms 

and warrant incorporation of additional strategies into the management plan to mitigate risk. Clinicians should assess these risk factors periodically, with 

frequency varying by risk factor and patient characteristics. For example, factors that vary more frequently over time, such as alcohol use, require more frequent 

follow up. In addition, clinicians should consider offering naloxone, re-evaluating patients more frequently (see Recommendation 7), and referring to pain and/or 

behavioral health specialists when factors that increase risk for harm, such as history of overdose, history of substance use disorder, higher dosages of opioids 

(≥50 MME/day), and concurrent use of benzodiazepines with opioids, are present.

Patients with Sleep-Disordered Breathing, Including Sleep Apnea

Risk factors for sleep-disordered breathing include congestive heart failure, and obesity. Experts noted that careful monitoring and cautious dose titration should 

be used if opioids are prescribed for patients with mild sleep-disordered breathing. Clinicians should avoid prescribing opioids to patients with moderate or 

severe sleep-disordered breathing whenever possible to minimize risks for opioid overdose (contextual evidence review).

Pregnant Women

Opioids used in pregnancy might be associated with additional risks to both mother and fetus. Some studies have shown an association of opioid use in pregnancy 

with stillbirth, poor fetal growth, pre-term delivery, and birth defects (contextual evidence review). Importantly, in some cases, opioid use during pregnancy leads 

to neonatal opioid withdrawal syndrome. Clinicians and patients together should carefully weigh risks and benefits when making decisions about whether to 

initiate opioid therapy for chronic pain during pregnancy. In addition, before initiating opioid therapy for chronic pain for reproductive-age women, clinicians 

should discuss family planning and how long-term opioid use might affect any future pregnancy. For pregnant women already receiving opioids, clinicians should 

access appropriate expertise if considering tapering opioids because of possible risk to the pregnant patient and to the fetus if the patient goes into withdrawal 

(see Recommendation 7). For pregnant women with opioid use disorder, medication-assisted therapy with buprenorphine or methadone has been associated with 

improved maternal outcomes and should be offered (202) (see Recommendation 12). Clinicians caring for pregnant women receiving opioids for pain or receiving 

buprenorphine or methadone for opioid use disorder should arrange for delivery at a facility prepared to monitor, evaluate for, and treat neonatal opioid 

withdrawal syndrome. In instances when travel to such a facility would present an undue burden on the pregnant woman, it is appropriate to deliver locally, 

monitor and evaluate the newborn for neonatal opioid withdrawal syndrome, and transfer the newborn for additional treatment if needed. Neonatal toxicity and 

death have been reported in breast-feeding infants whose mothers are taking codeine (contextual evidence review); previous guidelines have recommended that 

codeine be avoided whenever possible among mothers who are breast feeding and, if used, should be limited to the lowest possible dose and to a 4-day supply 

(203).

Patients with Renal or Hepatic Insufficiency

Clinicians should use additional caution and increased monitoring (see Recommendation 7) to minimize risks of opioids prescribed for patients with renal or 

hepatic insufficiency, given their decreased ability to process and excrete drugs, susceptibility to accumulation of opioids, and reduced therapeutic window 

between safe dosages and dosages associated with respiratory depression and overdose (contextual evidence review; see Recommendations 4, 5, and 7).

Patients Aged ≥65 Years

Inadequate pain treatment among persons aged ≥65 years has been documented (204). Pain management for older patients can be challenging given increased 

risks of both nonopioid pharmacologic therapies (see Recommendation 1) and opioid therapy in this population. Given reduced renal function and medication 

clearance even in the absence of renal disease, patients aged ≥65 years might have increased susceptibility to accumulation of opioids and a smaller therapeutic 

window between safe dosages and dosages associated with respiratory depression and overdose (contextual evidence review). Some older adults suffer from 

cognitive impairment, which can increase risk for medication errors and make opioid-related confusion more dangerous. In addition, older adults are more likely 

than younger adults to experience co-morbid medical conditions and more likely to receive multiple medications, some of which might interact with opioids (such 

as benzodiazepines). Clinicians should use additional caution and increased monitoring (see Recommendations 4, 5, and 7) to minimize risks of opioids prescribed 

for patients aged ≥65 years. Experts suggested that clinicians educate older adults receiving opioids to avoid risky medication-related behaviors such as obtaining 

controlled medications from multiple prescribers and saving unused medications. Clinicians should also implement interventions to mitigate common risks of 

opioid therapy among older adults, such as exercise or bowel regimens to prevent constipation, risk assessment for falls, and patient monitoring for cognitive 

impairment.

Patients with Mental Health Conditions

Because psychological distress frequently interferes with improvement of pain and function in patients with chronic pain, using validated instruments such as the 

Generalized Anxiety Disorder (GAD)-7 and the Patient Health Questionnaire (PHQ)-9 or the PHQ-4 to assess for anxiety, post-traumatic stress disorder, and/or 

depression (205), might help clinicians improve overall pain treatment outcomes. Experts noted that clinicians should use additional caution and increased 

monitoring (see Recommendation 7) to lessen the increased risk for opioid use disorder among patients with mental health conditions (including depression, 
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anxiety disorders, and PTSD), as well as increased risk for drug overdose among patients with depression. Previous guidelines have noted that opioid therapy 

should not be initiated during acute psychiatric instability or uncontrolled suicide risk, and that clinicians should consider behavioral health specialist consultation 

for any patient with a history of suicide attempt or psychiatric disorder (31). In addition, patients with anxiety disorders and other mental health conditions are 

more likely to receive benzodiazepines, which can exacerbate opioid-induced respiratory depression and increase risk for overdose (see Recommendation 11). 

Clinicians should ensure that treatment for depression and other mental health conditions is optimized, consulting with behavioral health specialists when 

needed. Treatment for depression can improve pain symptoms as well as depression and might decrease overdose risk (contextual evidence review). For 

treatment of chronic pain in patients with depression, clinicians should strongly consider using tricyclic or SNRI antidepressants for analgesic as well as 

antidepressant effects if these medications are not otherwise contraindicated (see Recommendation 1).

Patients with Substance Use Disorder

Illicit drugs and alcohol are listed as contributory factors on a substantial proportion of death certificates for opioid-related overdose deaths (contextual evidence 

review). Previous guidelines have recommended screening or risk assessment tools to identify patients at higher risk for misuse or abuse of opioids. However, the 

clinical evidence review found that currently available risk-stratification tools (e.g., Opioid Risk Tool, Screener and Opioid Assessment for Patients with Pain 

Version 1, SOAPP-R, and Brief Risk Interview) show insufficient accuracy for classification of patients as at low or high risk for abuse or misuse (KQ4). Clinicians 

should always exercise caution when considering or prescribing opioids for any patient with chronic pain outside of active cancer, palliative, and end-of-life care 

and should not overestimate the ability of these tools to rule out risks from long-term opioid therapy.

Clinicians should ask patients about their drug and alcohol use. Single screening questions can be used (206). For example, the question “How many times in the 

past year have you used an illegal drug or used a prescription medication for nonmedical reasons?” (with an answer of one or more considered positive) was found 

in a primary care setting to be 100% sensitive and 73.5% specific for the detection of a drug use disorder compared with a standardized diagnostic interview 

(207). Validated screening tools such as the Drug Abuse Screening Test (DAST) (208) and the Alcohol Use Disorders Identification Test (AUDIT) (209) can also be 

used. Clinicians should use PDMP data (see Recommendation 9) and drug testing (see Recommendation 10) as appropriate to assess for concurrent substance use 

that might place patients at higher risk for opioid use disorder and overdose. Clinicians should also provide specific counseling on increased risks for overdose 

when opioids are combined with other drugs or alcohol (see Recommendation 3) and ensure that patients receive effective treatment for substance use disorders 

when needed (see Recommendation 12).

The clinical evidence review found insufficient evidence to determine how harms of opioids differ depending on past or current substance use disorder (KQ2), 

although a history of substance use disorder was associated with misuse. Similarly, based on contextual evidence, patients with drug or alcohol use disorders are 

likely to experience greater risks for opioid use disorder and overdose than persons without these conditions. If clinicians consider opioid therapy for chronic pain 

outside of active cancer, palliative, and end-of-life care for patients with drug or alcohol use disorders, they should discuss increased risks for opioid use disorder 

and overdose with patients, carefully consider whether benefits of opioids outweigh increased risks, and incorporate strategies to mitigate risk into the 

management plan, such as considering offering naloxone (see Offering Naloxone to Patients When Factors That Increase Risk for Opioid-Related Harms Are 

Present) and increasing frequency of monitoring (see Recommendation 7) when opioids are prescribed. Because pain management in patients with substance use 

disorder can be complex, clinicians should consider consulting substance use disorder specialists and pain specialists regarding pain management for persons with 

active or recent past history of substance abuse. Experts also noted that clinicians should communicate with patients’ substance use disorder treatment providers 

if opioids are prescribed.

Patients with Prior Nonfatal Overdose

Although studies were not identified that directly addressed the risk for overdose among patients with prior nonfatal overdose who are prescribed opioids, based 

on clinical experience, experts thought that prior nonfatal overdose would substantially increase risk for future nonfatal or fatal opioid overdose. If patients 

experience nonfatal opioid overdose, clinicians should work with them to reduce opioid dosage and to discontinue opioids when possible (see Recommendation 

7). If clinicians continue opioid therapy for chronic pain outside of active cancer, palliative, and end-of-life care in patients with prior opioid overdose, they should 

discuss increased risks for overdose with patients, carefully consider whether benefits of opioids outweigh substantial risks, and incorporate strategies to 

mitigate risk into the management plan, such as considering offering naloxone (see Offering Naloxone to Patients When Factors That Increase Risk for Opioid-

Related Harms Are Present) and increasing frequency of monitoring (see Recommendation 7) when opioids are prescribed.

Offering Naloxone to Patients When Factors That Increase Risk for Opioid-Related Harms Are Present

Naloxone is an opioid antagonist that can reverse severe respiratory depression; its administration by lay persons, such as friends and family of persons who 

experience opioid overdose, can save lives. Naloxone precipitates acute withdrawal among patients physically dependent on opioids. Serious adverse effects, such 

as pulmonary edema, cardiovascular instability, and seizures, have been reported but are rare at doses consistent with labeled use for opioid overdose (210). The 

contextual evidence review did not find any studies on effectiveness of prescribing naloxone for overdose prevention among patients prescribed opioids for 

chronic pain. However, there is evidence for effectiveness of naloxone provision in preventing opioid-related overdose death at the community level through 

community-based distribution (e.g., through overdose education and naloxone distribution programs in community service agencies) to persons at risk for 

overdose (mostly due to illicit opiate use), and it is plausible that effectiveness would be observed when naloxone is provided in the clinical setting as well. Experts 

agreed that it is preferable not to initiate opioid treatment when factors that increase risk for opioid-related harms are present. Opinions diverged about the 

likelihood of naloxone being useful to patients and the circumstances under which it should be offered. However, most experts agreed that clinicians should 

consider offering naloxone when prescribing opioids to patients at increased risk for overdose, including patients with a history of overdose, patients with a 

history of substance use disorder, patients taking benzodiazepines with opioids (see Recommendation 11), patients at risk for returning to a high dose to which 

they are no longer tolerant (e.g., patients recently released from prison), and patients taking higher dosages of opioids (≥50 MME/day). Practices should provide 

education on overdose prevention and naloxone use to patients receiving naloxone prescriptions and to members of their households. Experts noted that 
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naloxone co-prescribing can be facilitated by clinics or practices with resources to provide naloxone training and by collaborative practice models with 

pharmacists. Resources for prescribing naloxone in primary care settings can be found through Prescribe to Prevent at http://prescribetoprevent.org

(http://prescribetoprevent.org) .

9. Clinicians should review the patient’s history of controlled substance prescriptions using state prescription drug monitoring program (PDMP) data to 

determine whether the patient is receiving opioid dosages or dangerous combinations that put him or her at high risk for overdose. Clinicians should review 

PDMP data when starting opioid therapy for chronic pain and periodically during opioid therapy for chronic pain, ranging from every prescription to every 3 

months (recommendation category: A, evidence type: 4).

PDMPs are state-based databases that collect information on controlled prescription drugs dispensed by pharmacies in most states and, in select states, by 

dispensing physicians as well. In addition, some clinicians employed by the federal government, including some clinicians in the Indian Health Care Delivery 

System, are not licensed in the states where they practice, and do not have access to PDMP data. Certain states require clinicians to review PDMP data prior to 

writing each opioid prescription (see state-level PDMP-related policies on the National Alliance for Model State Drug Laws website at 

http://www.namsdl.org/prescription-monitoring-programs.cfm (http://www.namsdl.org/prescription-monitoring-programs.cfm) ). The clinical evidence review 

did not find studies evaluating the effectiveness of PDMPs on outcomes related to overdose, addiction, abuse, or misuse (KQ4). However, even though evidence is 

limited on the effectiveness of PDMP implementation at the state level on prescribing and mortality outcomes (28), the contextual evidence review found that 

most fatal overdoses were associated with patients receiving opioids from multiple prescribers and/or with patients receiving high total daily opioid dosages; 

information on both of these risk factors for overdose are available to prescribers in the PDMP. PDMP data also can be helpful when patient medication history is 

not otherwise available (e.g., for patients from other locales) and when patients transition care to a new clinician. The contextual evidence review also found that 

PDMP information could be used in a way that is harmful to patients. For example, it has been used to dismiss patients from clinician practices (211), which might 

adversely affect patient safety.

The contextual review found variation in state policies that affect timeliness of PDMP data (and therefore benefits of reviewing PDMP data) as well as time and 

workload for clinicians in accessing PDMP data. In states that permit delegating access to other members of the health care team, workload for prescribers can be 

reduced. These differences might result in a different balance of benefits to clinician workload in different states. Experts agreed that PDMPs are useful tools that 

should be consulted when starting a patient on opioid therapy and periodically during long-term opioid therapy. However, experts disagreed on how frequently 

clinicians should check the PDMP during long-term opioid therapy, given PDMP access issues and the lag time in reporting in some states. Most experts agreed 

that PDMP data should be reviewed every 3 months or more frequently during long-term opioid therapy. A minority of experts noted that, given the current 

burden of accessing PDMP data in some states and the lack of evidence surrounding the most effective interval for PDMP review to improve patient outcomes, 

annual review of PDMP data during long-term opioid therapy would be reasonable when factors that increase risk for opioid-related harms are not present.

Clinicians should review PDMP data for opioids and other controlled medications patients might have received from additional prescribers to determine whether 

a patient is receiving high total opioid dosages or dangerous combinations (e.g., opioids combined with benzodiazepines) that put him or her at high risk for 

overdose. Ideally, PDMP data should be reviewed before every opioid prescription. This is recommended in all states with well-functioning PDMPs and where 

PDMP access policies make this practicable (e.g., clinician and delegate access permitted), but it is not currently possible in states without functional PDMPs or in 

those that do not permit certain prescribers to access them. As vendors and practices facilitate integration of PDMP information into regular clinical workflow 

(e.g., data made available in electronic health records), clinicians’ ease of access in reviewing PDMP data is expected to improve. In addition, improved timeliness 

of PDMP data will improve their value in identifying patient risks.

If patients are found to have high opioid dosages, dangerous combinations of medications, or multiple controlled substance prescriptions written by different 

clinicians, several actions can be taken to augment clinicians’ abilities to improve patient safety:

• Clinicians should discuss information from the PDMP with their patient and confirm that the patient is aware of the additional prescriptions. Occasionally, 

PDMP information can be incorrect (e.g., if the wrong name or birthdate has been entered, the patient uses a nickname or maiden name, or another person has 

used the patient’s identity to obtain prescriptions).

• Clinicians should discuss safety concerns, including increased risk for respiratory depression and overdose, with patients found to be receiving opioids from 

more than one prescriber or receiving medications that increase risk when combined with opioids (e.g., benzodiazepines) and consider offering naloxone (see 

Recommendation 8).

• Clinicians should avoid prescribing opioids and benzodiazepines concurrently whenever possible. Clinicians should communicate with others managing the 

patient to discuss the patient’s needs, prioritize patient goals, weigh risks of concurrent benzodiazepine and opioid exposure, and coordinate care (see 

Recommendation 11).

• Clinicians should calculate the total MME/day for concurrent opioid prescriptions to help assess the patient’s overdose risk (see Recommendation 5). If 

patients are found to be receiving high total daily dosages of opioids, clinicians should discuss their safety concerns with the patient, consider tapering to a 

safer dosage (see Recommendations 5 and 7), and consider offering naloxone (see Recommendation 8).

• Clinicians should discuss safety concerns with other clinicians who are prescribing controlled substances for their patient. Ideally clinicians should first discuss 

concerns with their patient and inform him or her that they plan to coordinate care with the patient’s other prescribers to improve the patient’s safety.

• Clinicians should consider the possibility of a substance use disorder and discuss concerns with their patient (see Recommendation 12).

• If clinicians suspect their patient might be sharing or selling opioids and not taking them, clinicians should consider urine drug testing to assist in determining 

whether opioids can be discontinued without causing withdrawal (see Recommendations 7 and 10). A negative drug test for prescribed opioids might indicate 

the patient is not taking prescribed opioids, although clinicians should consider other possible reasons for this test result (see Recommendation 10).

Experts agreed that clinicians should not dismiss patients from their practice on the basis of PDMP information. Doing so can adversely affect patient safety, 

could represent patient abandonment, and could result in missed opportunities to provide potentially lifesaving information (e.g., about risks of opioids and 

overdose prevention) and interventions (e.g., safer prescriptions, nonopioid pain treatment [see Recommendation 1], naloxone [see Recommendation 8], and 

effective treatment for substance use disorder [see Recommendation 12]).
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10. When prescribing opioids for chronic pain, clinicians should use urine drug testing before starting opioid therapy and consider urine drug testing at least 

annually to assess for prescribed medications as well as other controlled prescription drugs and illicit drugs (recommendation category: B, evidence type: 

4).

Concurrent use of opioid pain medications with other opioid pain medications, benzodiazepines, or heroin can increase patients’ risk for overdose. Urine drug 

tests can provide information about drug use that is not reported by the patient. In addition, urine drug tests can assist clinicians in identifying when patients are 

not taking opioids prescribed for them, which might in some cases indicate diversion or other clinically important issues such as difficulties with adverse effects. 

Urine drug tests do not provide accurate information about how much or what dose of opioids or other drugs a patient took. The clinical evidence review did not 

find studies evaluating the effectiveness of urine drug screening for risk mitigation during opioid prescribing for pain (KQ4). The contextual evidence review 

found that urine drug testing can provide useful information about patients assumed not to be using unreported drugs. Urine drug testing results can be subject to 

misinterpretation and might sometimes be associated with practices that might harm patients (e.g., stigmatization, inappropriate termination from care). Routine 

use of urine drug tests with standardized policies at the practice or clinic level might destigmatize their use. Although random drug testing also might destigmatize 

urine drug testing, experts thought that truly random testing was not feasible in clinical practice. Some clinics obtain a urine specimen at every visit, but only send 

it for testing on a random schedule. Experts noted that in addition to direct costs of urine drug testing, which often are not covered fully by insurance and can be a 

burden for patients, clinician time is needed to interpret, confirm, and communicate results.

Experts agreed that prior to starting opioids for chronic pain and periodically during opioid therapy, clinicians should use urine drug testing to assess for 

prescribed opioids as well as other controlled substances and illicit drugs that increase risk for overdose when combined with opioids, including nonprescribed 

opioids, benzodiazepines, and heroin. There was some difference of opinion among experts as to whether this recommendation should apply to all patients, or 

whether this recommendation should entail individual decision making with different choices for different patients based on values, preferences, and clinical 

situations. While experts agreed that clinicians should use urine drug testing before initiating opioid therapy for chronic pain, they disagreed on how frequently 

urine drug testing should be conducted during long-term opioid therapy. Most experts agreed that urine drug testing at least annually for all patients was 

reasonable. Some experts noted that this interval might be too long in some cases and too short in others, and that the follow-up interval should be left to the 

discretion of the clinician. Previous guidelines have recommended more frequent urine drug testing in patients thought to be at higher risk for substance use 

disorder (30). However, experts thought that predicting risk prior to urine drug testing is challenging and that currently available tools do not allow clinicians to 

reliably identify patients who are at low risk for substance use disorder.

In most situations, initial urine drug testing can be performed with a relatively inexpensive immunoassay panel for commonly prescribed opioids and illicit drugs. 

Patients prescribed less commonly used opioids might require specific testing for those agents. The use of confirmatory testing adds substantial costs and should 

be based on the need to detect specific opioids that cannot be identified on standard immunoassays or on the presence of unexpected urine drug test results. 

Clinicians should be familiar with the drugs included in urine drug testing panels used in their practice and should understand how to interpret results for these 

drugs. For example, a positive “opiates” immunoassay detects morphine, which might reflect patient use of morphine, codeine, or heroin, but this immunoassay 

does not detect synthetic opioids (e.g., fentanyl or methadone) and might not detect semisynthetic opioids (e.g., oxycodone). However, many laboratories use an 

oxycodone immunoassay that detects oxycodone and oxymorphone. In some cases, positive results for specific opioids might reflect metabolites from opioids the 

patient is taking and might not mean the patient is taking the specific opioid for which the test was positive. For example, hydromorphone is a metabolite of 

hydrocodone, and oxymorphone is a metabolite of oxycodone. Detailed guidance on interpretation of urine drug test results, including which tests to order and 

expected results, drug detection time in urine, drug metabolism, and other considerations has been published previously (30). Clinicians should not test for 

substances for which results would not affect patient management or for which implications for patient management are unclear. For example, experts noted that 

there might be uncertainty about the clinical implications of a positive urine drug test for tetrahyrdocannabinol (THC). In addition, restricting confirmatory testing 

to situations and substances for which results can reasonably be expected to affect patient management can reduce costs of urine drug testing, given the 

substantial costs associated with confirmatory testing methods. Before ordering urine drug testing, clinicians should have a plan for responding to unexpected 

results. Clinicians should explain to patients that urine drug testing is intended to improve their safety and should also explain expected results (e.g., presence of 

prescribed medication and absence of drugs, including illicit drugs, not reported by the patient). Clinicians should ask patients about use of prescribed and other 

drugs and ask whether there might be unexpected results. This will provide an opportunity for patients to provide information about changes in their use of 

prescribed opioids or other drugs. Clinicians should discuss unexpected results with the local laboratory or toxicologist and with the patient. Discussion with 

patients prior to specific confirmatory testing can sometimes yield a candid explanation of why a particular substance is present or absent and obviate the need 

for expensive confirmatory testing on that visit. For example, a patient might explain that the test is negative for prescribed opioids because she felt opioids were 

no longer helping and discontinued them. If unexpected results are not explained, a confirmatory test using a method selective enough to differentiate specific 

opioids and metabolites (e.g., gas or liquid chromatography/mass spectrometry) might be warranted to clarify the situation.

Clinicians should use unexpected results to improve patient safety (e.g., change in pain management strategy [see Recommendation 1], tapering or 

discontinuation of opioids [see Recommendation 7], more frequent re-evaluation [see Recommendation 7], offering naloxone [see Recommendation 8], or referral 

for treatment for substance use disorder [see Recommendation 12], all as appropriate). If tests for prescribed opioids are repeatedly negative, confirming that the 

patient is not taking the prescribed opioid, clinicians can discontinue the prescription without a taper. Clinicians should not dismiss patients from care based on a 

urine drug test result because this could constitute patient abandonment and could have adverse consequences for patient safety, potentially including the 

patient obtaining opioids from alternative sources and the clinician missing opportunities to facilitate treatment for substance use disorder.

11. Clinicians should avoid prescribing opioid pain medication and benzodiazepines concurrently whenever possible (recommendation category: A, 

evidence type: 3).

Benzodiazepines and opioids both cause central nervous system depression and can decrease respiratory drive. Concurrent use is likely to put patients at greater 

risk for potentially fatal overdose. The clinical evidence review did not address risks of benzodiazepine co-prescription among patients prescribed opioids. 

However, the contextual evidence review found evidence in epidemiologic series of concurrent benzodiazepine use in large proportions of opioid-related 

overdose deaths, and a case-cohort study found concurrent benzodiazepine prescription with opioid prescription to be associated with a near quadrupling of risk 
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for overdose death compared with opioid prescription alone (212). Experts agreed that although there are circumstances when it might be appropriate to 

prescribe opioids to a patient receiving benzodiazepines (e.g., severe acute pain in a patient taking long-term, stable low-dose benzodiazepine therapy), clinicians 

should avoid prescribing opioids and benzodiazepines concurrently whenever possible. In addition, given that other central nervous system depressants (e.g., 

muscle relaxants, hypnotics) can potentiate central nervous system depression associated with opioids, clinicians should consider whether benefits outweigh 

risks of concurrent use of these drugs. Clinicians should check the PDMP for concurrent controlled medications prescribed by other clinicians (see 

Recommendation 9) and should consider involving pharmacists and pain specialists as part of the management team when opioids are co-prescribed with other 

central nervous system depressants. Because of greater risks of benzodiazepine withdrawal relative to opioid withdrawal, and because tapering opioids can be 

associated with anxiety, when patients receiving both benzodiazepines and opioids require tapering to reduce risk for fatal respiratory depression, it might be 

safer and more practical to taper opioids first (see Recommendation 7). Clinicians should taper benzodiazepines gradually if discontinued because abrupt 

withdrawal can be associated with rebound anxiety, hallucinations, seizures, delirium tremens, and, in rare cases, death (contextual evidence review). A commonly 

used tapering schedule that has been used safely and with moderate success is a reduction of the benzodiazepine dose by 25% every 1–2 weeks (213,214). CBT 

increases tapering success rates and might be particularly helpful for patients struggling with a benzodiazepine taper (213). If benzodiazepines prescribed for 

anxiety are tapered or discontinued, or if patients receiving opioids require treatment for anxiety, evidence-based psychotherapies (e.g., CBT) and/or specific 

anti-depressants or other nonbenzodiazepine medications approved for anxiety should be offered. Experts emphasized that clinicians should communicate with 

mental health professionals managing the patient to discuss the patient’s needs, prioritize patient goals, weigh risks of concurrent benzodiazepine and opioid 

exposure, and coordinate care.

12. Clinicians should offer or arrange evidence-based treatment (usually medication-assisted treatment with buprenorphine or methadone in combination 

with behavioral therapies) for patients with opioid use disorder (recommendation category: A, evidence type: 2).

Opioid use disorder (previously classified as opioid abuse or opioid dependence) is defined in the Diagnostic and Statistical Manual of Mental Disorders, 5th 

edition (DSM-5) as a problematic pattern of opioid use leading to clinically significant impairment or distress, manifested by at least two defined criteria occurring 

within a year (http://pcssmat.org/wp-content/uploads/2014/02/5B-DSM-5-Opioid-Use-Disorder-Diagnostic-Criteria.pdf (http://pcssmat.org/wp-

content/uploads/2014/02/5B-DSM-5-Opioid-Use-Disorder-Diagnostic-Criteria.pdf) ) (20).

The clinical evidence review found prevalence of opioid dependence (using DSM-IV diagnosis criteria) in primary care settings among patients with chronic pain 

on opioid therapy to be 3%–26% (KQ2). As found in the contextual evidence review and supported by moderate quality evidence, opioid agonist or partial agonist 

treatment with methadone maintenance therapy or buprenorphine has been shown to be more effective in preventing relapse among patients with opioid use 

disorder (151–153). Some studies suggest that using behavioral therapies in combination with these treatments can reduce opioid misuse and increase retention 

during maintenance therapy and improve compliance after detoxification (154,155); behavioral therapies are also recommended by clinical practice guidelines 

(215). The cited studies primarily evaluated patients with a history of illicit opioid use, rather than prescription opioid use for chronic pain. Recent studies among 

patients with prescription opioid dependence (based on DSM-IV criteria) have found maintenance therapy with buprenorphine and buprenorphine-naloxone 

effective in preventing relapse (216,217). Treatment need in a community is often not met by capacity to provide buprenorphine or methadone maintenance 

therapy (218), and patient cost can be a barrier to buprenorphine treatment because insurance coverage of buprenorphine for opioid use disorder is often limited 

(219). Oral or long-acting injectable formulations of naltrexone can also be used as medication-assisted treatment for opioid use disorder in nonpregnant adults, 

particularly for highly motivated persons (220,221). Experts agreed that clinicians prescribing opioids should identify treatment resources for opioid use disorder 

in the community and should work together to ensure sufficient treatment capacity for opioid use disorder at the practice level.

If clinicians suspect opioid use disorder based on patient concerns or behaviors or on findings in prescription drug monitoring program data (see Recommendation 

9) or from urine drug testing (see Recommendation 10), they should discuss their concern with their patient and provide an opportunity for the patient to disclose 

related concerns or problems. Clinicians should assess for the presence of opioid use disorder using DSM-5 criteria (20). Alternatively, clinicians can arrange for a 

substance use disorder treatment specialist to assess for the presence of opioid use disorder. For patients meeting criteria for opioid use disorder, clinicians 

should offer or arrange for patients to receive evidence-based treatment, usually medication-assisted treatment with buprenorphine or methadone maintenance 

therapy in combination with behavioral therapies. Oral or long-acting injectable naltrexone, a long-acting opioid antagonist, can also be used in non-pregnant 

adults. Naltrexone blocks the effects of opioids if they are used but requires adherence to daily oral therapy or monthly injections. For pregnant women with 

opioid use disorder, medication-assisted therapy with buprenorphine (without naloxone) or methadone has been associated with improved maternal outcomes 

and should be offered (see Recommendation 8). Clinicians should also consider offering naloxone for overdose prevention to patients with opioid use disorder 

(see Recommendation 8). For patients with problematic opioid use that does not meet criteria for opioid use disorder, experts noted that clinicians can offer to 

taper and discontinue opioids (see Recommendation 7). For patients who choose to but are unable to taper, clinicians may reassess for opioid use disorder and 

offer opioid agonist therapy if criteria are met.

Physicians not already certified to provide buprenorphine in an office-based setting can undergo training to receive a waiver from the Substance Abuse and 

Mental Health Services Administration (SAMHSA) that allows them to prescribe buprenorphine to treat patients with opioid use disorder. Physicians prescribing 

opioids in communities without sufficient treatment capacity for opioid use disorder should strongly consider obtaining this waiver. Information about 

qualifications and the process to obtain a waiver are available from SAMHSA (222). Clinicians do not need a waiver to offer naltrexone for opioid use disorder as 

part of their practice.

Additional guidance has been published previously (215) on induction, use, and monitoring of buprenorphine treatment (see Part 5) and naltrexone treatment 

(see Part 6) for opioid use disorder and on goals, components of, and types of effective psychosocial treatment that are recommended in conjunction with 

pharmacological treatment of opioid use disorder (see Part 7). Clinicians unable to provide treatment themselves should arrange for patients with opioid use 

disorder to receive care from a substance use disorder treatment specialist, such as an office-based buprenorphine or naltrexone treatment provider, or from an 

opioid treatment program certified by SAMHSA to provide supervised medication-assisted treatment for patients with opioid use disorder. Clinicians should 

assist patients in finding qualified treatment providers and should arrange for patients to follow up with these providers, as well as arranging for ongoing 

coordination of care. Clinicians should not dismiss patients from their practice because of a substance use disorder because this can adversely affect patient 

Page 22 of 41CDC Guideline for Prescribing Opioids for Chronic Pain — United States, 2016 | MM...

5/13/2016http://www.cdc.gov/mmwr/volumes/65/rr/rr6501e1.htm



safety and could represent patient abandonment. Identification of substance use disorder represents an opportunity for a clinician to initiate potentially life-

saving interventions, and it is important for the clinician to collaborate with the patient regarding their safety to increase the likelihood of successful treatment. In 

addition, although identification of an opioid use disorder can alter the expected benefits and risks of opioid therapy for pain, patients with co-occurring pain and 

substance use disorder require ongoing pain management that maximizes benefits relative to risks. Clinicians should continue to use nonpharmacologic and 

nonopioid pharmacologic pain treatments as appropriate (see Recommendation 1) and consider consulting a pain specialist as needed to provide optimal pain 

management.

Resources to help with arranging for treatment include SAMHSA’s buprenorphine physician locator (http://buprenorphine.samhsa.gov/bwns_locator

(http://buprenorphine.samhsa.gov/bwns_locator) ); SAMHSA’s Opioid Treatment Program Directory (http://dpt2.samhsa.gov/treatment/directory.aspx

(http://dpt2.samhsa.gov/treatment/directory.aspx) ); SAMHSA’s Provider Clinical Support System for Opioid Therapies (http://pcss-o.org

(http://pcss-o.org) ), which offers extensive experience in the treatment of substance use disorders and specifically of opioid use disorder, as well as expertise 

on the interface of pain and opioid misuse; and SAMHSA’s Provider’s Clinical Support System for Medication-Assisted Treatment (http://pcssmat.org

(http://pcssmat.org) ), which offers expert physician mentors to answer questions about assessment for and treatment of substance use disorders.

Conclusions and Future Directions

Clinical guidelines represent one strategy for improving prescribing practices and health outcomes. Efforts are required to disseminate the guideline and achieve 

widespread adoption and implementation of the recommendations in clinical settings. CDC will translate this guideline into user-friendly materials for 

distribution and use by health systems, medical professional societies, insurers, public health departments, health information technology developers, and 

clinicians and engage in dissemination efforts. CDC has provided a checklist for prescribing opioids for chronic pain (http://stacks.cdc.gov/view/cdc/38025

(http://stacks.cdc.gov/view/cdc/38025)), additional resources such as fact sheets (http://www.cdc.gov/drugoverdose/prescribing/resources.html

(http://www.cdc.gov/drugoverdose/prescribing/resources.html)), and will provide a mobile application to guide clinicians in implementing the recommendations. 

CDC will also work with partners to support clinician education on pain management options, opioid therapy, and risk mitigation strategies (e.g., urine drug 

testing). Activities such as development of clinical decision support in electronic health records to assist clinicians’ treatment decisions at the point of care; 

identification of mechanisms that insurers and pharmacy benefit plan managers can use to promote safer prescribing within plans; and development of clinical 

quality improvement measures and initiatives to improve prescribing and patient care within health systems have promise for increasing guideline adoption and 

improving practice. In addition, policy initiatives that address barriers to implementation of the guidelines, such as increasing accessibility of PDMP data within 

and across states, e-prescribing, and availability of clinicians who can offer medication-assisted treatment for opioid use disorder, are strategies to consider to 

enhance implementation of the recommended practices. CDC will work with federal partners and payers to evaluate strategies such as payment reform and 

health care delivery models that could improve patient health and safety. For example, strategies might include strengthened coverage for nonpharmacologic 

treatments, appropriate urine drug testing, and medication-assisted treatment; reimbursable time for patient counseling; and payment models that improve 

access to interdisciplinary, coordinated care.

As highlighted in the forthcoming report on the National Pain Strategy, an overarching federal effort that outlines a comprehensive population-level health 

strategy for addressing pain as a public health problem, clinical guidelines complement other strategies aimed at preventing illnesses and injuries that lead to pain. 

A draft of the National Pain Strategy has been published previously (180). These strategies include strengthening the evidence base for pain prevention and 

treatment strategies, reducing disparities in pain treatment, improving service delivery and reimbursement, supporting professional education and training, and 

providing public education. It is important that overall improvements be made in developing the workforce to address pain management in general, in addition to 

opioid prescribing specifically. This guideline also complements other federal efforts focused on addressing the opioid overdose epidemic including prescriber 

training and education, improving access to treatment for opioid use disorder, safe storage and disposal programs, utilization management mechanisms, naloxone 

distribution programs, law enforcement and supply reduction efforts, prescription drug monitoring program improvements, and support for community coalitions 

and state prevention programs.

This guideline provides recommendations that are based on the best available evidence that was interpreted and informed by expert opinion. The clinical 

scientific evidence informing the recommendations is low in quality. To inform future guideline development, more research is necessary to fill in critical evidence 

gaps. The evidence reviews forming the basis of this guideline clearly illustrate that there is much yet to be learned about the effectiveness, safety, and economic 

efficiency of long-term opioid therapy. As highlighted by an expert panel in a recent workshop sponsored by the National Institutes of Health on the role of opioid 

pain medications in the treatment of chronic pain, “evidence is insufficient for every clinical decision that a provider needs to make about the use of opioids for 

chronic pain” (223). The National Institutes of Health panel recommended that research is needed to improve our understanding of which types of pain, specific 

diseases, and patients are most likely to be associated with benefit and harm from opioid pain medications; evaluate multidisciplinary pain interventions; estimate 

cost-benefit; develop and validate tools for identification of patient risk and outcomes; assess the effectiveness and harms of opioid pain medications with 

alternative study designs; and investigate risk identification and mitigation strategies and their effects on patient and public health outcomes. It is also important 

to obtain data to inform the cost feasibility and cost-effectiveness of recommended actions, such as use of nonpharmacologic therapy and urine drug testing. 

Research that contributes to safer and more effective pain treatment can be implemented across public health entities and federal agencies (4). Additional 

research can inform the development of future guidelines for special populations that could not be adequately addressed in this guideline, such as children and 

adolescents, where evidence and guidance is needed but currently lacking. CDC is committed to working with partners to identify the highest priority research 

areas to build the evidence base. Yet, given that chronic pain is recognized as a significant public health problem, the risks associated with long-term opioid 

therapy, the availability of effective nonpharmacological and nonopioid pharmacologic treatment options for pain, and the potential for improvement in the 

quality of health care with the implementation of recommended practices, a guideline for prescribing is warranted with the evidence that is currently available. 

The balance between the benefits and the risks of long-term opioid therapy for chronic pain based on both clinical and contextual evidence is strong enough to 

support the issuance of category A recommendations in most cases.
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CDC will revisit this guideline as new evidence becomes available to determine when evidence gaps have been sufficiently closed to warrant an update of the 

guideline. Until this research is conducted, clinical practice guidelines will have to be based on the best available evidence and expert opinion. This guideline is 

intended to improve communication between clinicians and patients about the risks and benefits of opioid therapy for chronic pain, improve the safety and 

effectiveness of pain treatment, and reduce the risks associated with long-term opioid therapy, including opioid use disorder, overdose, and death. CDC is 

committed to evaluating the guideline to identify the impact of the recommendations on clinician and patient outcomes, both intended and unintended, and 

revising the recommendations in future updates when warranted.
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TABLE 1. Grading of Recommendations Assessment, Development and Evaluation (GRADE) clinical evidence review ratings of the evidence 

for the key clinical questions regarding effectiveness and risks of long-term opioid therapy for chronic pain

Outcome Studies Limitations Inconsistency Imprecision
Type of 
evidence

Other 
factors Estimates of effect/findings

Effectiveness and comparative effectiveness (KQ1)

Effectiveness of long-term opioid therapy versus placebo or no opioid therapy for long-term (≥1 year) outcomes

Pain, function, 
and quality of 
life

None — — — Insufficient — No evidence

Harms and adverse events (KQ2)

Risks of opioids versus placebo or no opioids on opioid abuse, addiction, and related outcomes; overdose; and other harms

Abuse or 
addiction

1 cohort study (n = 
568,640)

Serious 
limitations

Unknown (1 
study)

No 
imprecision

3 None 
identified

One retrospective cohort study 
found long-term use of 
prescribed opioids associated 
with an increased risk of abuse 
or dependence diagnosis versus 
no opioid use (adjusted OR 
ranged from 14.9 to 122.5, 
depending on dose).

Abuse or 
addiction

10 uncontrolled 
studies (n = 
3,780)

Very serious 
limitations

Very serious 
inconsistency

No 
imprecision

4 None 
identified

In primary care settings, 
prevalence of opioid abuse 
ranged from 0.6% to 8% and 
prevalence of dependence from 
3% to 26%. In pain clinic 
settings, prevalence of misuse 
ranged from 8% to 16% and 
addiction from 2% to 14%. 
Prevalence of aberrant drug-
related behaviors ranged from 
6% to 37%.

Overdose 1 cohort study (n = 
9,940)

Serious 
limitations

Unknown (1 
study)

Serious 
imprecision

3 None 
identified

Current opioid use associated 
with increased risk of any 
overdose events (adjusted HR 
5.2, 95% CI = 2.1–12) and 
serious overdose events 
(adjusted HR 8.4, 95% CI = 2.5
–28) versus current nonuse.

Fractures 1 cohort study (n = 
2,341) and 1 case
–control study (n 
= 21,739 case 
patients)

Serious 
limitations

No 
inconsistency

No 
imprecision

3 None 
identified

Opioid use associated with 
increased risk of fracture in 1 
cohort study (adjusted HR 1.28, 
95% CI = 0.99–1.64) and 1 case-
control study (adjusted OR 1.27, 
95% CI = 1.21–1.33).

Myocardial 
infarction

1 cohort study (n = 
426,124) and 1 
case–control 
study (n = 11,693 
case patients)

No 
limitations

No 
inconsistency

No 
imprecision

3 None 
identified

Current opioid use associated 
with increased risk of 
myocardial infarction versus 
nonuse (adjusted OR 1.28, 95% 
CI = 1.19–1.37 and incidence 
rate ratio 2.66, 95% CI = 2.30
–3.08).
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Outcome Studies Limitations Inconsistency Imprecision
Type of 
evidence

Other 
factors Estimates of effect/findings

Endocrinologic 
harms

1 cross-sectional 
study (n = 11,327)

Serious 
limitations

Unknown (1 
study)

No 
imprecision

3 None 
identified

Long-term opioid use associated 
with increased risk for use of 
medications for erectile 
dysfunction or testosterone 
replacement versus nonuse 
(adjusted OR 1.5, 95% CI = 1.1
–1.9).

How do harms vary depending on the opioid dose used?

Abuse or 
addiction

1 cohort study (n = 
568,640)

Serious 
limitations

Unknown (1 
study)

No 
imprecision

3 None 
identified

One retrospective cohort study 
found higher doses of long-term 
opioid therapy associated with 
increased risk of opioid abuse or 
dependence than lower doses. 
Compared to no opioid 
prescription, the adjusted odds 
ratios were 15 (95% CI = 10–21) 
for 1 to 36 MME/day, 29 (95 % 
CI = 20–41) for 36 to120 
MME/day, and 122 (95 % CI = 
73–205) for ≥120 MME/day.

Overdose 1 cohort study (n = 
9,940) and 1 case
–control study (n 
= 593 case 
patients in 
primary analysis)

Serious 
limitations

No 
inconsistency

No 
imprecision

3 Magnitude 
of effect, 
dose 
response 
relationship

Versus 1 to <20 MME/day, one 
cohort study found an adjusted 
HR for an overdose event of 1.44 
(95% CI = 0.57–3.62) for 20 to 
<50 MME/day that increased to 
8.87 (95% CI = 3.99–19.72) at 
≥100 MME/day; one case-
control study found an adjusted 
OR for an opioid-related death 
of 1.32 (95% CI = 0.94–1.84) for 
20 to 49 MME/day that 
increased to 2.88 (95% CI = 1.79
–4.63) at ≥200 MME/day.

Fractures 1 cohort study (n = 
2,341)

Serious 
limitations

Unknown (1 
study)

Serious 
imprecision

3 None 
identified

Risk of fracture increased from 
an adjusted HR of 1.20 (95% CI 
= 0.92–1.56) at 1 to <20 
MME/day to 2.00 (95% CI = 
1.24–3.24) at ≥50 MME/day; 
the trend was of borderline 
statistical significance.

Myocardial 
infarction

1 cohort study (n = 
426,124)

Serious 
limitations

Unknown (1 
study)

No 
imprecision

3 None 
identified

Relative to a cumulative dose of 
0 to 1,350 MME during a 90-day 
period, the incidence rate ratio 
for myocardial infarction for 
1350 to <2700 MME was 1.21 
(95% CI = 1.02–1.45), for 2,700 
to <8,100 MME was 1.42 (95% 
CI = 1.21–1.67), for 8,100 to 
<18,000 MME was 1.89 (95% CI 
= 1.54–2.33), and for ≥8,000 
MME was 1.73 (95% CI = 1.32
–2.26).

Motor vehicle 
crash injuries

1 case–control 
study (n = 5,300 
case patients)

No 
limitations

Unknown (1 
study)

No 
imprecision

3 None 
identified

No association between opioid 
dose and risk of motor vehicle 
crash injuries even though 
opioid dosages ≥20 MME/day 
were associated with increased 
odds of road trauma among 
drivers.
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Outcome Studies Limitations Inconsistency Imprecision
Type of 
evidence

Other 
factors Estimates of effect/findings

Endocrinologic 
harms

1 cross-sectional 
study (n = 11,327) 
New for update: 1 
additional cross-
sectional study 
(n=1,585)

Serious 
limitations

Consistent No 
imprecision

3 None 
identified

Relative to 0 to <20 MME/day, 
the adjusted OR for ≥120 
MME/day for use of medications 
for erectile dysfunction or 
testosterone replacement was 
1.6 (95% CI = 1.0–2.4).
One new cross-sectional study 
found higher-dose long-term 
opioid therapy associated with 
increased risk of androgen 
deficiency among men receiving 
immediate-release opioids 
(adjusted OR per 10 MME/day 
1.16, 95% CI = 1.09–1.23), but 
the dose response was very weak 
among men receiving ER/LA 
opioids.

Dosing strategies (KQ3)

Comparative effectiveness of different methods for initiating opioid therapy and titrating doses

Pain 3 randomized 
trials (n = 93)

Serious 
limitations

Serious 
inconsistency

Very serious 
imprecision

4 None 
identified

Trials on effects of titration with 
immediate-release versus 
ER/LA opioids reported 
inconsistent results and had 
additional differences between 
treatment arms in dosing 
protocols (titrated versus fixed 
dosing) and doses of opioids 
used.

Overdose New for update: 1 
cohort study (n = 
840,606)

Serious 
limitations

Unknown (1 
study)

No 
imprecision

4 None 
identified

One new cross-sectional study 
found initiation of therapy with 
an ER/LA opioid associated with 
increased risk of overdose versus 
initiation with an immediate-
release opioid (adjusted HR 
2.33, 95% CI = 1.26–4.32).

Comparative effectiveness of different ER/LA opioids

Pain and 
function

3 randomized 
trials (n = 1,850)

Serious 
limitations

No 
inconsistency

No 
imprecision

3 None 
identified

No differences

All-cause 
mortality

1 cohort study (n = 
108,492) New for 
update: 1 cohort 
study (n = 38,756)

Serious 
limitations

Serious 
inconsistency

No 
imprecision

4 None 
identified

One cohort study found 
methadone to be associated with 
lower all-cause mortality risk 
than sustained-release morphine 
in a propensity-adjusted analysis 
(adjusted HR 0.56, 95% CI = 
0.51–0.62) and one cohort study 
among Tennessee Medicaid 
patients found methadone to be 
associated with higher risk of 
all-cause mortality than 
sustained-release morphine 
(adjusted HR 1.46, 95% CI = 1.17
–1.73).

Abuse and 
related 
outcomes

1 cohort study (n = 
5,684)

Serious 
limitations

Unknown (1 
study)

Serious 
imprecision

4 None 
identified

One cohort study found some 
differences between ER/LA 
opioids in rates of adverse 
outcomes related to abuse, but 
outcomes were nonspecific for 
opioid-related adverse events, 
precluding reliable conclusions.

ER/LA versus immediate-release opioids
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Outcome Studies Limitations Inconsistency Imprecision
Type of 
evidence

Other 
factors Estimates of effect/findings

Endocrinologic 
harms

New for update: 1 
cross-sectional 
study (n = 1,585)

Serious 
limitations

Unknown (1 
study)

No 
imprecision

4 None 
identified

One cross-sectional study found 
ER/LA opioids associated with 
increased risk of androgen 
deficiency versus immediate-
release opioids (adjusted OR 
3.39, 95% CI = 2.39–4.77).

Dose escalation versus dose maintenance or use of dose thresholds

Pain, function, 
or withdrawal 
due to opioid 
misuse

1 randomized trial 
(n = 140)

Serious 
limitations

Unknown (1 
study)

Very serious 
imprecision

3 None 
identified

No difference between more 
liberal dose escalation versus 
maintenance of current doses in 
pain, function, or risk of 
withdrawal due to opioid 
misuse, but there was limited 
separation in opioid doses 
between groups (52 versus 40 
MME/day at the end of the 
trial).

Immediate-release versus ER/LA opioids; immediate-release plus ER/LA opioids versus ER/LA opioids alone; scheduled and continuous versus as-needed 
dosing of opioids; or opioid rotation versus maintenance of current therapy

Pain, function, 
quality of life, 
and outcomes 
related to abuse

None — — — Insufficient — No evidence

Effects of decreasing or tapering opioid doses versus continuation of opioid therapy

Pain and 
function

1 randomized trial 
(n = 10)

Very serious 
limitations

Unknown (1 
study)

Very serious 
imprecision

4 None 
identified

Abrupt cessation of morphine 
was associated with increased 
pain and decreased function 
compared with continuation of 
morphine.

Comparative effectiveness of different tapering protocols and strategies

Opioid 
abstinence

2 nonrandomized 
trials (n = 150)

Very serious 
limitations

No 
inconsistency

Very serious 
imprecision

4 None 
identified

No clear differences between 
different methods for opioid 
discontinuation or tapering in 
likelihood of opioid abstinence 
after 3–6 months

Risk assessment and risk mitigation strategies (KQ4)

Diagnostic accuracy of instruments for predicting risk for opioid overdose, addiction, abuse, or misuse among patients with chronic pain being considered 
for long-term opioid therapy

Opioid risk tool 3 studies of 
diagnostic 
accuracy (n = 496)
New for update:2 
studies of 
diagnostic 
accuracy (n = 320)

Serious 
limitations

Very serious 
inconsistency

Serious 
imprecision

4 None 
identified

Based on a cutoff score of ≥4 (or 
unspecified), five studies (two 
fair-quality, three poor-quality) 
reported sensitivity that ranged 
from 0.20 to 0.99 and specificity 
that ranged from 0.16 to 0.88.

Screener and 
Opioid 
Assessment for 
Patients with 
Pain, Version 1

2 studies of 
diagnostic 
accuracy (n = 203)

Very serious 
limitations

No 
inconsistency

Serious 
imprecision

3 None 
identified

Based on a cutoff score of ≥8, 
sensitivity was 0.68 and 
specificity was 0.38 in one study, 
for a positive likelihood ratio of 
1.11 and a negative likelihood 
ratio of 0.83. Based on a cutoff 
score of >6, sensitivity was 0.73 
in one study.

Screener and 
Opioid 
Assessment for 
Patients with 
Pain-Revised

New for update: 2 
studies of 
diagnostic 
accuracy (n = 320)

Very serious 
limitations

No 
inconsistency

Serious 
imprecision

3 None 
identified

Based on a cutoff score of >3 or 
unspecified, sensitivity was 0.25 
and 0.53 and specificity was 
0.62 and 0.73 in two studies, for 
likelihood ratios close to 1.
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Outcome Studies Limitations Inconsistency Imprecision
Type of 
evidence

Other 
factors Estimates of effect/findings

Brief Risk 
Interview

New for update: 2 
studies of 
diagnostic 
accuracy (n = 320)

Very serious 
limitations

No 
inconsistency

Serious 
imprecision

3 None 
identified

Based on a “high risk” 
assessment, sensitivity was 0.73 
and 0.83 and specificity was 
0.43 and 0.88 in two studies, for 
positive likelihood ratios of 1.28 
and 7.18 and negative likelihood 
ratios of 0.63 and 0.19.

Effectiveness of risk prediction instruments on outcomes related to overdose, addiction, abuse, or misuse in patients with chronic pain

Outcomes 
related to abuse

None — — — Insufficient — No evidence

Effectiveness of risk mitigation strategies, including opioid management plans, patient education, urine drug screening, use of prescription drug monitoring 
program data, use of monitoring instruments, more frequent monitoring intervals, pill counts, and use of abuse-deterrent formulations, on outcomes 
related to overdose, addiction, abuse, or misuse

Outcomes 
related to abuse

None — — — Insufficient — No evidence

Effectiveness of risk prediction instruments on outcomes related to overdose, addiction, abuse, or misuse in patients with chronic pain

Outcomes 
related to abuse

None – – – Insufficient – No evidence

  Effectiveness of risk mitigation strategies, including opioid management plans, patient education, urine drug screening, use of prescription drug 
monitoring program data, use of monitoring instruments, more frequent monitoring intervals, pill counts, and use of abuse-deterrent formulations, on 
outcomes related to overdose, addiction, abuse, or misuse

  Outcomes 
related to abuse

None – – – Insufficient – No evidence

  Comparative effectiveness of treatment strategies for managing patients with addiction to prescription opioids

  Outcomes 
related to abuse

None – – – Insufficient – No evidence

Effects of opioid therapy for acute pain on long-term use (KQ5)

  Long-term 
opioid use

New for update: 
2 cohort studies 
(n = 399,852)

Serious 
limitations

No 
inconsistency

No 
imprecision

3 None 
identified

One study found use of opioids 
within 7 days of low-risk surgery 
associated with increased 
likelihood of opioid use at 1 year 
(adjusted OR 1.44, 95% CI = 1.39
–1.50), and one study found use 
of opioids within 15 days of 
onset of low back pain among 
workers with a compensation 
claim associated with increased 
risk of late opioid use (adjusted 
OR 2.08, 95% CI = 1.55–2.78 for 
1 to 140 MME/day and OR 6.14, 
95% CI = 4.92–7.66 for ≥450 
MME/day).

Abbreviations: CI = confidence interval; ER/LA = extended release/long-acting; HR = hazard ratio; MME = morphine milligram equivalents; OR = odds ratio.

*Ratings were made per GRADE quality assessment criteria; “no limitations” indicates that limitations assessed through the GRADE method were not identified.

Not applicable as no evidence was available for rating.

TABLE 2. Morphine milligram equivalent (MME) doses for commonly prescribed opioids

Opioid Conversion factor*

Codeine 0.15

Fentanyl transdermal (in mcg/hr) 2.4

Hydrocodone 1

Hydromorphone 4

Methadone

1–20 mg/day 4
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Opioid Conversion factor*

21–40 mg/day 8

41–60 mg/day 10

≥61–80 mg/day 12

Morphine 1

Oxycodone 1.5

Oxymorphone 3

Tapentadol 0.4

Source: Adapted from Von Korff M, Saunders K, Ray GT, et al. Clin J Pain 2008;24:521–7 and Washington State Interagency Guideline on Prescribing Opioids for 

Pain (http://www.agencymeddirectors.wa.gov/Files/2015AMDGOpioidGuideline.pdf).

*Multiply the dose for each opioid by the conversion factor to determine the dose in MMEs. For example, tablets containing hydrocodone 5 mg and 

acetaminophen 300 mg taken four times a day would contain a total of 20 mg of hydrocodone daily, equivalent to 20 MME daily; extended-release tablets 

containing oxycodone 10mg and taken twice a day would contain a total of 20mg of oxycodone daily, equivalent to 30 MME daily. The following cautions should 

be noted: 1) All doses are in mg/day except for fentanyl, which is mcg/hr. 2) Equianalgesic dose conversions are only estimates and cannot account for individual 

variability in genetics and pharmacokinetics. 3) Do not use the calculated dose in MMEs to determine the doses to use when converting opioid to another; when 

converting opioids the new opioid is typically dosed at substantially lower than the calculated MME dose to avoid accidental overdose due to incomplete cross-

tolerance and individual variability in opioid pharmacokinetics. 4) Use particular caution with methadone dose conversions because the conversion factor 

increases at higher doses. 5) Use particular caution with fentanyl since it is dosed in mcg/hr instead of mg/day, and its absorption is affected by heat and other 

factors.

Tapentadol is a mu receptor agonist and norepinephrine reuptake inhibitor. MMEs are based on degree of mu-receptor agonist activity, but it is unknown if this 

drug is associated with overdose in the same dose-dependent manner as observed with medications that are solely mu receptor agonists.

BOX 1. CDC recommendations for prescribing opioids for chronic pain outside of active cancer, palliative, and end-of-life care

Determining When to Initiate or Continue Opioids for Chronic Pain

1. Nonpharmacologic therapy and nonopioid pharmacologic therapy are preferred for chronic pain. Clinicians should consider opioid therapy only if 

expected benefits for both pain and function are anticipated to outweigh risks to the patient. If opioids are used, they should be combined with 

nonpharmacologic therapy and nonopioid pharmacologic therapy, as appropriate.

2. Before starting opioid therapy for chronic pain, clinicians should establish treatment goals with all patients, including realistic goals for pain and function, 

and should consider how therapy will be discontinued if benefits do not outweigh risks. Clinicians should continue opioid therapy only if there is clinically 

meaningful improvement in pain and function that outweighs risks to patient safety.

3. Before starting and periodically during opioid therapy, clinicians should discuss with patients known risks and realistic benefits of opioid therapy and 

patient and clinician responsibilities for managing therapy.

Opioid Selection, Dosage, Duration, Follow-Up, and Discontinuation

4. When starting opioid therapy for chronic pain, clinicians should prescribe immediate-release opioids instead of extended-release/long-acting (ER/LA) 

opioids.

5. When opioids are started, clinicians should prescribe the lowest effective dosage. Clinicians should use caution when prescribing opioids at any dosage, 

should carefully reassess evidence of individual benefits and risks when increasing dosage to ≥50 morphine milligram equivalents (MME)/day, and should 

avoid increasing dosage to ≥90 MME/day or carefully justify a decision to titrate dosage to ≥90 MME/day.

6. Long-term opioid use often begins with treatment of acute pain. When opioids are used for acute pain, clinicians should prescribe the lowest effective 

dose of immediate-release opioids and should prescribe no greater quantity than needed for the expected duration of pain severe enough to require 

opioids. Three days or less will often be sufficient; more than seven days will rarely be needed.

7. Clinicians should evaluate benefits and harms with patients within 1 to 4 weeks of starting opioid therapy for chronic pain or of dose escalation. Clinicians 

should evaluate benefits and harms of continued therapy with patients every 3 months or more frequently. If benefits do not outweigh harms of 

continued opioid therapy, clinicians should optimize other therapies and work with patients to taper opioids to lower dosages or to taper and discontinue 

opioids.

Assessing Risk and Addressing Harms of Opioid Use

8. Before starting and periodically during continuation of opioid therapy, clinicians should evaluate risk factors for opioid-related harms. Clinicians should 

incorporate into the management plan strategies to mitigate risk, including considering offering naloxone when factors that increase risk for opioid 

overdose, such as history of overdose, history of substance use disorder, higher opioid dosages (≥50 MME/day), or concurrent benzodiazepine use, are 

present.

9. Clinicians should review the patient’s history of controlled substance prescriptions using state prescription drug monitoring program (PDMP) data to 

determine whether the patient is receiving opioid dosages or dangerous combinations that put him or her at high risk for overdose. Clinicians should 
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review PDMP data when starting opioid therapy for chronic pain and periodically during opioid therapy for chronic pain, ranging from every prescription 

to every 3 months.

10. When prescribing opioids for chronic pain, clinicians should use urine drug testing before starting opioid therapy and consider urine drug testing at least 

annually to assess for prescribed medications as well as other controlled prescription drugs and illicit drugs.

11. Clinicians should avoid prescribing opioid pain medication and benzodiazepines concurrently whenever possible.

12. Clinicians should offer or arrange evidence-based treatment (usually medication-assisted treatment with buprenorphine or methadone in combination 

with behavioral therapies) for patients with opioid use disorder.

* All recommendations are category A (apply to all patients outside of active cancer treatment, palliative care, and end-of-life care) except recommendation 

10 (designated category B, with individual decision making required); see full guideline for evidence ratings.

BOX 2. Interpretation of recommendation categories and evidence type

Recommendation Categories

Based on evidence type, balance between desirable and undesirable effects, values and preferences, and resource allocation (cost).

Category A recommendation: Applies to all persons; most patients should receive the recommended course of action.

Category B recommendation: Individual decision making needed; different choices will be appropriate for different patients. Clinicians help patients arrive 

at a decision consistent with patient values and preferences and specific clinical situations.

Evidence Type

Based on study design as well as a function of limitations in study design or implementation, imprecision of estimates, variability in findings, indirectness of 

evidence, publication bias, magnitude of treatment effects, dose-response gradient, and constellation of plausible biases that could change effects.

Type 1 evidence: Randomized clinical trials or overwhelming evidence from observational studies.

Type 2 evidence: Randomized clinical trials with important limitations, or exceptionally strong evidence from observational studies.

Type 3 evidence: Observational studies or randomized clinical trials with notable limitations.

Type 4 evidence: Clinical experience and observations, observational studies with important limitations, or randomized clinical trials with several major 

limitations.

Steering Committee and Core Expert Group Members

Steering Committee: Deborah Dowell, MD, Tamara M. Haegerich, PhD; Division of Unintentional Injury Prevention, National Center for Injury Prevention and 

Control, CDC; Roger Chou, MD; on detail to CDC under contract
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KHN Morning Briefing 
Summaries of health policy coverage from major news organizations 

Obama Will Ask For More Than $1 Billion To Combat 
Opioid Epidemic
The administration's proposal focuses on expanding treatment for abuse and providing access to the so-
called overdose antidote naloxone. 

The New York Times: Obama Seeks More Than $1 Billion To Fight Opioid Abuse 
The Obama administration said on Tuesday that it would ask Congress to spend an additional $1.1 billion 
next year to combat a growing epidemic of prescription painkiller and heroin abuse. Almost half of the new 
money would be used to expand treatment facilities, which are in short supply in much of the nation. (Harris, 
2/2) 

The Washington Post: White House Seeks Nearly $1.2 Billion For Drug Prevention, 
Treatment, Overdose Response 
The centerpiece of the proposal is $1 billion in mandatory funding over two years to expand access to 
treatment for prescription drug abuse and heroin use, $920 million of which would go to the states. Another 
$500 million, some of which is a continuation of existing funds, would support work by the departments of 
Health and Human Services and Justice to expand not just treatment but access to the overdose-reversal 
drug naloxone, and support targeted enforcement activities. (Eilperin, 2/2) 

USA Today: White House Proposes New Funding For Heroin, Prescription Opioid 
Abuse 
President Obama will seek an extra $1.1 billion to pay for drug treatment for people addicted to opioid 
medications and heroin, which the White House says kills more people than automobile crashes, officials 
said Tuesday. This funding includes $920 million to support cooperative agreements with states to expand 
access to medication-assisted treatment for opioid use disorders [and] $50 million in National Health Service 
Corps funding to expand access to about 700 substance use treatment providers. (O'Donnell, 2/2) 

NPR: White House Proposes $1 Billion Fund To Combat Opioid Abuse 
The White House is proposing more than $1 billion in new funding to fight heroin and opioid drug abuse. 
(Horsley, 2/2) 

Meanwhile, lobbying is already ramping up for the president's other funding request from this week —

STAT: No Guarantees In Congress For Cancer Moonshot Funding, But Lobbying Is 
Underway 
Congressional Republicans said on Tuesday that they’re open to boosting federal funding for cancer 
research, as the Obama administration proposed the day before. But they aren’t willing to simply 
rubberstamp the $755 million that the White House is asking for in the next fiscal year. (Scott, 2/2) 
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POLITICS

Obama Seeks More Than $1 Billion to 
Fight Opioid Abuse
By GARDINER HARRIS FEB. 2, 2016

WASHINGTON — The Obama administration said on Tuesday that it would ask 
Congress to spend an additional $1.1 billion next year to combat a growing epidemic 
of prescription painkiller and heroin abuse.

Almost half of the new money would be used to expand treatment facilities, 
which are in short supply in much of the nation.

“Opioid abuse and overdoses have hurt families from across this nation,” Sylvia 
Mathews Burwell, the secretary of health and human services, said in a news 
conference. “My home state of West Virginia has felt the cost almost more than any 
other.”

The other half of the money would go to programs intended to prevent 
prescription drug overdoses, crack down on illegal sales, and improve access to 
naloxone, a drug that can rescue those who have overdosed.

The announcement reflected the administration’s growing concerns about one 
of the few public health epidemics to substantially worsen during President Obama’s 
tenure. Opioids, which include prescription painkillers and heroin, were involved in 
28,648 deaths in the United States in 2014, according to the Centers for Disease 
Control and Prevention. The drugs were a bigger killer than motor vehicle crashes.
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The administration’s efforts to combat the toll have been modest and largely 
ineffective. The epidemic has leveled off somewhat, but it shows no signs of abating, 
leading addiction experts to complain about Mr. Obama’s response.

In Tuesday’s news conference, Michael P. Botticelli, the director of the White 
House Office of National Drug Control Policy, defended the administration’s actions.

“We have made some progress, but we need to do more, particularly as it relates 
to people accessing treatment,” Mr. Botticelli said.

The administration hopes Congress will allocate $460 million next year for 
states to fund medication-assisted treatment for opioid abuse. While such programs 
are opposed by some officials and advocates, who say that the medications merely 
lead to another form of addiction, studies show that they are effective. States would 
receive funding based on the severity of the epidemic and the strength of their 
strategy to combat it.

In October, Mr. Obama issued a presidential memorandum requiring federal 
doctors to receive more training in prescribing opioids. In December, he signed a 
budget agreement that provided $400 million to fight the opioid epidemic, an 
increase of $100 million over the previous year.

Efforts to combat the opioid epidemic try to strike a balance between preventing 
addicts from getting inappropriate prescriptions and ensuring that cancer and 
surgical patients and others with severe pain can quickly receive the treatment they 
need.

Mr. Obama traveled to Charleston, W.Va., in October to hear from addicts, their 
parents and police officers about the epidemic’s effect on communities, and he spoke 
in personal terms about how he could have been similarly affected himself.

“I did stuff, and I’ve been very honest about it,” he said, referring to his 
admissions of illegal drug use in his youth. “So when I think about it, there but for 
the grace of God.”
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In his final State of the Union address last month, Mr. Obama mentioned 
“helping people who are battling prescription drug abuse and heroin abuse” as one of 
the few areas of common ground between Democrats and Republicans.

Senator Rob Portman, Republican of Ohio, who has sponsored legislation to 
combat the opioid epidemic, said in a statement Tuesday that “if the White House is 
serious about fighting the heroin epidemic,” Mr. Obama would support his bill.

In response, Mr. Botticelli said that the administration would continue to work 
with lawmakers. “We agree with the intent of the legislation in that we really need a 
comprehensive response,” he said.

Follow the New York Times’s politics and Washington coverage on Facebook and
Twitter, and sign up for the First Draft politics newsletter.

A version of this article appears in print on February 3, 2016, on page A13 of the New York edition with 
the headline: Obama Seeks $1.1 Billion to Help Fight Opioid Abuse. 

© 2016 The New York Times Company 
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For 'Prescription Thugs' filmmaker, drug 
abuse hit close to home 

By Jeffrey Fleishman • Contact Reporter

JANUARY 22, 2016, 3:30 AM 

hile making a documentary on pharmaceutical companies and prescription drug 

abuse, Chris Bell was drinking heavily and trolling urgent-care clinics for Xanax in an 

unraveling of addiction and delusion similar to the slide that had killed his brother 

years earlier.

Bell's life was a lie and an irony: a filmmaker crusading against Big Pharma, he was an addict who 

exposed in others the scourge he kept hidden. His documentary, "Prescription Thugs," which opens 

“You get addicted so quick,” said Chris Bell, 43, who 10 years ago became addicted to painkillers after hip replacement 
surgery. (Mel Melcon / Los Angeles Times)
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Friday, is a man's dark venture into an epidemic that highlights the nation's low tolerance for pain, a 

powerful drug lobby, lax government oversight and an American culture that craves quick fixes and 

escapism.

See more of Entertainment’s top stories on Facebook >>

The movie is less a revelation than a perceptive primer on a prescription drug market that has 

reached into schools, nursing homes, inner cities, suburbia and Midwestern hamlets where abuse of 

OxyContin and other prescribed opioids have led to increased heroin use in what Bell calls the United 

States of addiction. The film's list of victims include Whitney Houston, Michael Jackson, football 

players, professional wrestlers and a Minnesota mother hooked on her daughter's Adderall.

"When you think of a drug addict," Bell notes in the film, "you don't think of a housewife with four 

kids."

"No," says the mother sitting in her kitchen, "but we're everywhere."

There are about "100 million people in this world who are on psyche [anxiety] meds," Bell said in a 

recent interview. "They're showing up at work, and who knows where their head is at. And these 

drugs aren't even proven to be effective. You have 2 million people in the U.S. alone checked out on 

pain medicine, walking around, driving the same streets as your kids. No one's making a stink about 

it. Where are the people going, 'I am outraged'"?

The United States has 5% of the world's population but consumes 75% of its prescription drugs. Every 

day, at least 44 people in America die of painkiller overdoses, and an additional 7,000 end up in 

emergency rooms. In the last decade, according to the film, 11 of the largest drug corporations made 

$711 billion; in 2013 drug companies spent nearly $226 million and marshaled more than 1,400 

lobbyists to influence Congress.

"It's the worst epidemic we face in America today," said Richard Taite, CEO of Cliffside Malibu, a 

drug rehabilitation center that caters to celebrities. "Every 19 minutes someone dies in this country of 

an accidental overdose."

“
When you think of a drug addict you don't 

think of a housewife with four kids.
— Chris Bell, director of "Prescription Thugs"
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Bell's is a troubling personal story echoing inside a larger American drama where big business 

intersects with healthcare. This is a country, after all, where one can go to a medicine cabinet and fill 

a hand with a kaleidoscope of colors for pain, anxiety, sexual dysfunction, stress and other problems. 

There's even a version of Prozac for dogs.

Raised in Poughkeepsie, N.Y., Bell, a husky man with a shaved head and the fading lines of a 

bodybuilder, was an athlete who once squat-lifted 675 pounds. His brother Michael went into 

professional wrestling, taking the name Mad Dog and soothing his injuries with an addiction to pain 

medication.

Bell and his father intervened, but Michael, the subject of his brother's 2008 film about steroid abuse, 

"Bigger, Stronger, Faster," had unhealthy potassium levels and died of unknown causes in a rehab 

center.

Michael is the film's lost soul, a man who, when measured against boyhood dreams of fame, failed in 

the battered rings of second-rate arenas. His predicament and drift into drug abuse allows 

"Prescription Thugs" to transcend polemics in favor of discerning the dangers that arise when human 

frailties collide with potent painkillers such as OxyContin, Vicodin and Percocet.

"You get addicted so quick," said Chris Bell, who 10 years ago, when he was 33, became addicted to 

painkillers after hip replacement surgery. He later shifted to alcohol and Xanax. "You don't even see 

it happening. One day you take two pills every four hours, and the next day you have to take it. Over 

the course of a month, you become addicted. It just snowballs."

Bell's style is reminiscent of Michael Moore and Morgan Spurlock ("Super Size Me"), everyman 

filmmakers ferreting through suspicions in a ride-along exploration to fix out-of-whack systems. But 

Bell is more earnest than self-righteous; he's perplexed by the prescription drug culture and hunts for 

legitimate answers. His film would have benefited, though, by comments from drug companies (they 

refused to cooperate) and a more incisive look at how doctors, often unaware of the effects of opiates, 

became complicit with Big Pharma, most notably in the "pill mills" Florida has clamped down on in 

recent years.

"I started realizing that I wasn't getting the full picture," Gwen Olsen, a former pharmaceutical 

representative, says in the film. "The information was being presented to me through rose-colored 

glasses so that I would present it to physicians through rose-colored glasses. I was being encouraged 

to misinform people, and if I was misinforming doctors, that meant doctors were misinforming 

patients."
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In 2007, Purdue Pharma, which makes OxyContin, agreed to pay $600 million in fines and damages 

stemming from criminal and civil charges that executives misled patients, regulators and doctors 

about the drug's addictive qualities. The Food and Drug Administration has recommended 

restrictions on how doctors prescribe painkillers, but Congress has been criticized by drug-abuse 

prevention groups for not backing stricter oversight on the potency of painkillers and on how 

pharmaceuticals are priced and marketed.

During the making of his documentary, Bell, who on a regime of heavy drinking and diluting his 

hangovers with Xanax, interviewed Cliffside Malibu's Taite, a former addict who founded the facility. 

The interview lasted three hours, and Bell said he feared that a life of running to emergency-care 

clinics for a fix would ruin him.

"The whole time during the interview I was thinking I wish I could come here," Bell said. "I was 

probably drunk when I interviewed him. But I was also kind of trapped in this situation. The movie 

was rolling, it was going on. So it wasn't like, 'Hey, everybody, time out. Let me fix this drug 

problem.'"

After the interview, the two drove to Taite's rehab center to discuss the film.

"Some people just walk into your life and just flip it around," said Bell. "He [Taite] wanted me to 

come in his car with him. He's got this nice Mercedes. We're speeding down the hill in Malibu from 

his nice house. I'm like, this guy's out of his mind, at first. He's like, errrrrr, and he pulls over the 

car ... and he goes, 'Listen, your brother dying is what made you a drug addict. We can fix this. We 

can fix anything."

Bell said he wasn't ready to be fixed that day but he did eventually get clean.

"I was lost," he said. "We all get lost."

Copyright © 2016, Los Angeles Times
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