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Prescription Drug Monitoring Programs

Summary

In the midst of national concern over the opioid epidemic, federal and state officials are paying
greater attention to the manner in which opioids are prescribed. Nearly all prescription drugs
involved in overdoses are originally prescribed by a physician (rather than, for example, being
stolen from pharmacies). Thus, attention has been directed toward better understanding how
opioids are being prescribed and preventing the diversion of prescription drugs after the
prescriptions are dispensed.

Prescription drug monitoring programs (PDMPs) maintain statewide electronic databases of
prescriptions dispensed for controlled substances (i.e., prescription drugs with a potential for
abuse that are subject to stricter government regulation). Information collected by PDMPs may be
used to educate and inform prescribers, pharmacists, and the public; identify or prevent drug
abuse and diversion; facilitate the identification of prescription drug-addicted individuals and
enable intervention and treatment; outline drug use and abuse trends to inform public health
initiatives; or educate individuals about prescription drug use, abuse, diversion, and PDMPs
themselves.

As of February 2018, 50 states, the District of Columbia, and two territories (Guam and Puerto
Rico) had operational PDMPs within their borders.

How PDMPs are organized and operated varies among states. Each state determines which
agency houses the PDMP; which controlled substances must be reported; which types of
dispensers (e.g., pharmacies) are required to submit data; how often data are collected; who may
access information in the PDMP database (e.g., prescribers, dispensers, or law enforcement); the
circumstances under which the information may (or must) be accessed; and what enforcement
mechanisms are in place for noncompliance.

PDMP costs may vary widely, with startup costs that can range as high as $450,000 to over $1.5
million and annual operating costs ranging from $125,000 to nearly $1.0 million. States finance
PDMPs using monies from a variety of sources including the state general fund, prescriber and
pharmacy licensing fees, state controlled substance registration fees, health insurers’ fees, direct-
support organizations, state grants, and/or federal grants.

The federal government supports state PDMPs through programs at the Departments of Justice
(DOJ) and Health and Human Services (HHS). Since FY2002, DOJ has administered the Harold
Rogers Prescription Drug Monitoring Program, and in FY2017, DOJ incorporated this grant
program into the new Comprehensive Opioid Abuse Program. HHS programs include National
All Schedules Prescription Electronic Reporting (NASPER), State Demonstration Grants for
Comprehensive Opioid Abuse Response, Opioid Prevention in States grants, State Targeted
Response to the Opioid Crisis Grants, and various pilots and initiatives under the Office of the
National Coordinator for Health Information Technology (ONC). Of note, NASPER last received
appropriations (of $2.0 million) in FY2010.

State PDMPs vary with respect to whether or how information contained in the database is shared
with other states. Federal policymakers have repeatedly emphasized the importance of enhancing
interstate information sharing and the interoperability of state PDMPs. In 2011, the Obama
Administration included efforts to increase interstate data sharing in its action plan to counter
prescription drug abuse. In 2017, a presidential commission recommended, among other things,
that the Trump Administration support legislation to require DOJ to fund a “data-sharing hub”
and require states receiving federal grant funds to share PDMP data.
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The available evidence suggests that PDMPs can be effective in reducing the time required for
drug diversion investigations, changing prescribing behavior, reducing “doctor shopping,” and
reducing prescription drug abuse. Assessments of effectiveness should also take into
consideration potential unintended consequences of PDMPs, such as limiting access to
medications for legitimate use or pushing drug diversion activities over the border into a
neighboring state. Experts suggest that PDMP effectiveness might be improved by increasing the
timeliness, completeness, consistency, and accessibility of the data.

Policy issues that might come before Congress include the role of state PDMPs in federal efforts
to combat prescription drug abuse, the role of the federal government in interstate data-sharing
and interoperability, and the possible link between the crackdown on prescription drug abuse and
the uptick in illicit opioid (e.g., heroin and illicit fentanyl) abuse. While establishment and
enhancement of PDMPs enjoy relatively broad support, stakeholders express concerns about
health care versus law enforcement uses of PDMP data (particularly with regard to protection of
personally identifiable health information).
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Introduction

In the midst of national concern over the opioid epidemic and the large number of prescription
opioid overdose deaths in the United States, federal and state officials are paying greater attention
to the manner in which opioids are prescribed.! Prescription opioid-related overdose deaths
dramatically increased from 1999 to 2010 in the United States in conjunction with increased
opioid prescribing, and overdose deaths involving prescription opioids were five times higher in
2016 than in 1999.2 Over the last year, the Trump Administration, Congress, state governments,
and the private sector have all taken action to address prescription drug abuse. Initiatives range
from state and private health care initiatives, such as limiting the number of pills in a prescription,
to major legislation, such as the Comprehensive Addiction and Recovery Act (CARA; P.L. 114-
198), which included many provisions to address prescription drug abuse.®

In 2016, an estimated 11.8 million individuals aged 12 or older (4.4% of this population)
misused” opioids in the past year, including 11.5 million pain reliever misusers and 948,000

! Centers for Disease Control and Prevention, Understanding the Epidemic, August 2017, http://www.cdc.gov/
drugoverdose/epidemic/index.html; The President’s Commission on Combating Drug Addiction and the Opioid Crisis,
Final Report, November 1, 2017, https://www.whitehouse.gov/sites/whitehouse.gov/files/images/
Final_Report_Draft_11-1-2017.pdf; and The White House, FACT SHEET: Obama Administration Announces Public
and Private Sector Efforts to Address Prescription Drug Abuse and Heroin Use,
https://obamawhitehouse.archives.gov/the-press-office/2015/10/21/fact-sheet-obama-administration-announces-public-
and-private-sector (hereinafter, FACT SHEET: Obama Administration Announces Public and Private Sector Efforts to
Address Prescription Drug Abuse and Heroin Use). Prescription drugs of abuse are often divided into the categories of
pain relievers (e.g., oxycodone), central nervous system stimulants (e.g., amphetamine), and central nervous system
depressants (e.g., benzodiazepines). Pain relievers that are subject to abuse may be called narcotics or opioids. Central
nervous system depressants may be further divided into tranquilizers (also called anxiolytics, used to reduce anxiety)
and sedatives (also called sedative-hypnotics, used to induce sleep). The term psychotherapeutics is sometimes used to
capture all of these categories.

2 Gera P. Guy Jr., Kun Zhang, Michele K. Bohm et al., Centers for Disease Control and Prevention (CDC), Vital Signs:
Changes in Opioid Prescribing in the United States, 2006-2015, Morbidity and Mortality Weekly Report (MMWR),
July 7, 2017, https://www.cdc.gov/immwr/volumes/66/wr/mm6626a4.htm; and CDC, Prescription Opioid Overdose
Data, https://www.cdc.gov/drugoverdose/data/overdose.html.

3 CVSHealth, “CVS Health Fighting National Opioid Abuse Epidemic With Enterprise Initiatives,” press release,
September 21, 2017, https://cvshealth.com/newsroom/press-releases/cvs-health-fighting-national-opioid-abuse-
epidemic-with-enterprise-initiatives; CVS Caremark, CVS Caremark® Opioid Quantity Limits Pharmacy Reference
Guide, 2018, https://www.caremark.com/portal/asset/Opioid_Reference_Guide.pdf; Walmart, Walmart Introduces
Additional Measures to Help Curb Opioid Abuse and Misuse, May 7, 2018, https://news.walmart.com/2018/05/07/
walmart-introduces-additional-measures-to-help-curb-opioid-abuse-and-misuse; and the Comprehensive Addiction and
Recovery Act of 2016 (CARA; P.L. 114-198). For a review of state initiatives, see National Conference of State
Legislatures, Prevention of Prescription Drug Overdose and Abuse, May 23, 2016, http://www.ncsl.org/research/
health/prevention-of-prescription-drug-overdose-and-abuse.aspx.

4 The National Survey on Drug Use and Mental Health (NSDUH) defines misuse as use in any way not directed by a
doctor, including use without a prescription of one’s own; use in greater amounts, more often, or longer than told to
take a drug; or use in any other way not directed by a doctor. Misuse of over-the-counter drugs is not included. Terms
such as misuse, abuse, dependence, and addiction are often used interchangeably with nonmedical use, although each
term may have its own definition within a specific context.
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heroin users.® Prescription painkillers—natural and semisynthetic opioids (e.g., oxycodone,
hydrocodone, and morphine) are involved in more overdose deaths than any other opioid.®

Of the individuals who used prescription painkillers non-medically in 2016, more than half
(53.0%) received the drugs from a friend or relative either for free, by purchase, or by stealing.’
Aside from prescription painkillers such as oxycodone, other commonly abused prescription
medications include benzodiazepines and amphetamine-like drugs.

Some academic and government experts link the crackdown on prescription drug abuse and the
comparatively higher cost of prescription pain relievers on the black market to the uptick in
heroin abuse.® The number of individuals aged 12 or older currently® using heroin (475,000 in
2016) has nearly tripled since 2002.1° Like many prescription pain relievers, heroin is an opioid.
Unlike prescription pain relievers, however, heroin is a Schedule I controlled substance under the
Controlled Substances Act!! and has no accepted medical use in the United States.

Most prescription drugs that are misused are originally prescribed by a physician (rather than, for
example, being stolen from pharmacies); therefore, attention has been directed toward preventing
the diversion of prescription drugs after the prescriptions are dispensed. Prescription drug
monitoring programs (PDMPs) maintain statewide electronic databases of dispensed prescriptions
for controlled substances. PDMP information can aid medical professionals and those in law
enforcement in identifying patterns of prescribing, dispensing, or receiving controlled substances
that may indicate abuse.'?

For over a decade, the federal government has provided financial support for state-level PDMPs.
In 2002, Congress established the Harold Rogers PDMP grant, administered by the Department of
Justice (DOJ), to help law enforcement, regulatory entities, and public health officials analyze
data on prescriptions for controlled substances. Three years later, Congress and the President
enacted the National All Schedules Prescription Electronic Reporting Act of 2005 (NASPER)

5 Some reported use of both heroin and pain relievers, so the numbers will not total to 11.5 million. U.S. Department of
Health and Human Services, Substance Abuse and Mental Health Services Administration, Results from the 2016
National Survey on Drug Use and Health: Summary of National Findings, September 2017, https://www.samhsa.gov/
data/sites/default/files/NSDUH-FFR1-2016/NSDUH-FFR1-2016.htm (hereinafter: 2016 National Survey on Drug Use
and Health).

6 Rose A. Rudd, Noah Aleshire, and Jon E. Zibbell et al., Centers for Disease Control and Prevention, Increases in
Drug and Opioid Overdose Deaths—United States, 2000-2014, Morbidity and Mortality Weekly Report (MMWR),
January 1, 2016, http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6450a3.htm.

72016 National Survey on Drug Use and Health, Figure 34, https://www.samhsa.gov/data/sites/default/filessNSDUH-
FFR1-2016/NSDUH-FFR1-2016.htm.

8 Pradip K. Muhuri, Joseph C. Gfroerer, and M. Christine Davies, Associations of Nonmedical Pain Reliever Use and
Initiation of Heroin Use in the United States, Substance Abuse and Mental Health Services Administration, Center for
Behavioral Health Statistics and Quality, August 2013, http://www.samhsa.gov/data/2k13/DataReview/DR006/
nonmedical-pain-reliever-use-2013.pdf; Theodore J. Cicero, Matthew S. Ellis, and Hilary L. Surratt, “Effect of Abuse-
Deterrent Formulation of Oxycontin,” New England Journal of Medicine, vol. 367, no. 2 (July 12, 2012), pp. 187-189;
U.S. Department of Justice, National Drug Intelligence Center, National Drug Threat Assessment 2003, “Narcotics”,
January 2003, http://www.justice.gov/archive/ndic/pubs3/3300/pharm.htm; and U.S. Department of Justice, National
Drug Intelligence Center, National Drug Threat Assessment 2011, August 2011, p. 37, http://www.justice.gov/archive/
ndic/pubs44/44849/44849p.pdf.

9 NSDUH defines “current” use as any use in the past 30 days.
10 Results from the 2016 National Survey on Drug Use and Health.
1121 U.S.C. 8801 et seq.

12 Initiatives countering prescription drug abuse range from prevention and treatment to enforcement. These activities
include scheduling chemicals used in certain prescription drugs, supporting public awareness campaigns, bolstering law
enforcement, and providing assistance to states—in part through PDMPs. This report focuses on PDMPs.
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requiring the Secretary of Health and Human Services (HHS) to award grants to states to
establish or improve PDMPs. In 2016, CARA authorized PDMP activity under two grant
programs administered by DOJ and HHS.

Congress has demonstrated a particular interest in facilitating interoperability among state-level
PDMPs, as well as in establishing national programs.*? Policymakers have focused on enhancing
state-level databases and interstate information sharing, and some have suggested establishing a
national system. Related issues that policymakers may consider are whether PDMPs and their
interstate information-sharing platforms adequately protect personally identifiable and related
health information, and whether they can ensure that patients with legitimate medical needs have
access to prescriptions. Congress may also exercise oversight with respect to the role of PDMPs
in the Administration’s efforts to combat the prescription drug epidemic;'* policymakers may
assess the extent to which the relevant departments and agencies have taken steps to accomplish
these PDMP-related goals.

This report provides an overview of PDMPs, including their operation, enforcement mechanisms,
costs, and financing. It also examines the effectiveness of PDMPs and outlines federal grants
supporting PDMPs. Finally, this report discusses relevant considerations for policymakers
including interstate data sharing, interoperability, protection of health information, and the
possible link between the crackdown on prescription drug abuse and rise in heroin abuse.

Prescription Drug Monitoring Programs (PDMPs)

PDMPs maintain statewide electronic databases of designated information on specified
prescription drugs dispensed within the states. Data are made available to individuals or
organizations as authorized under state law; these may include prescribers, law enforcement
officials, licensing boards, or others. Possible uses of PDMPs include

e identifying or preventing drug abuse and diversion;

o facilitating the identification of prescription drug-addicted individuals and
appropriate intervention and treatment;

e outlining use and abuse trends to inform public health initiatives; and

e educating individuals about prescription drug use, abuse, and diversion.'®

In addition to uses of PDMPs aimed at drug abuse and diversion, an explicit goal of PDMPs is
supporting access to controlled substances for legitimate medical use. This may best be
understood by viewing PDMPs in comparison to earlier, paper-based programs called multiple-
copy prescription programs. For example, in 1914 a New York state law required physicians to
use state-issued, serialized, duplicate prescription forms for certain drugs.!® Similarly, California

13 These issues were addressed in Section 1141 of the Food and Drug Administration Safety and Innovation Act (P.L.
112-144).

14 The President’s Commission on Combating Drug Addiction and the Opioid Crisis, Final Report, November 1, 2017,
https://www.whitehouse.gov/sites/whitehouse.gov/files/images/Final_Report_Draft_11-1-2017.pdf; and FACT SHEET:
Obama Administration Announces Public and Private Sector Efforts to Address Prescription Drug Abuse and Heroin
Use.

15 The Prescription Drug Monitoring Program Training and Technical Assistance Center, The Goals of Prescription
Monitoring; National Alliance for Model State Drug Laws, Prescription Drug Monitoring Programs: A Brief
Overview, August 17, 2010.

16 Scott M. Fishman et al., “Regulating Opioid Prescribing Through Prescription Monitoring Programs: Balancing Drug
Diversion and Treatment of Pain,” Pain Medicine, vol. 5, no. 3 (2004), pp. 309-324.
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began a multiple-copy prescription program using triplicate forms for specified narcotics in 1939;
it expanded to monitor all schedule II narcotics in 1972 and schedule II non-narcotics in 1981.%
Studies of multiple-copy prescription programs found that many prescribers did not order the
required prescription forms, rendering them unable to prescribe specified controlled substances
even when medically appropriate.’® In addition, the ability to check a patient’s prescription
history using an electronic PDMP might give prescribers more confidence when considering the
use of drugs with high risk of abuse and prevent the prescribing of contraindicated medications.

As of February 2018, 50 states, the District of Columbia, and two territories (Guam and Puerto
Rico) had operational PDMPs within their borders.®

Program Operation

The entity responsible for administering the PDMP varies by state and may be a pharmacy board,
department of health, professional licensing agency, law enforcement agency, substance abuse
agency, or consumer protection agency. Of the authorized state PDMPs (including the District of
Columbia), most (40) are administered by either pharmacy boards or health departments.?°

State laws determine which schedules of
controlled substances are monitored
under each program (see text box for a

Schedules of Controlled Substances

The Controlled Substances Act (21 U.S.C. §801 et seq.)
establishes schedules for controlled substances (including

brief explanation of schedules), what drugs), ranging from schedule | (most restrictive) to schedule
information is to be submitted, the means | V (least restrictive). Drugs on schedule | have no currently
by which dispensers or dispensaries accepted medical use in the United States and are not

available by prescription. Drugs with recognized medical uses
are on schedules Il through V, with each successive schedule
representing a lower risk of abuse.

submit the required information, and the
time frame in which information must be
submitted.

Each state also determines which entities dispensing prescriptions for controlled substances are
required to submit data to the PDMP. Most states require retail pharmacies and dispensing
practitioners (e.g., physicians and/or veterinarians) to submit data to the PDMP.?! Some states
also have statutory authority to require out-of-state, mail order, and Internet pharmacies to submit
data to the PDMP regarding prescription or controlled drugs dispensed to residents of the state.
For instance, if a patient in Alabama receives a prescription for a monitored drug from an out-of-
state mail order pharmacy, the mail order pharmacy must report the prescription to the Alabama
PDMP.%

17 Aaron M. Gilson et al., “Time Series Analysis of California’s Prescription Monitoring Program: Impact on
Prescribing and Multiple Provider Episodes,” Journal of Pain, vol. 13, no. 2 (2012), pp. 103-111.

18 Scott M. Fishman et al., “Regulating Opioid Prescribing Through Prescription Monitoring Programs: Balancing Drug
Diversion and Treatment of Pain,” Pain Medicine, vol. 5, no. 3 (2004), pp. 309-324.

9 In July 2017, Missouri Governor Eric Greitens signed an executive order directing the Missouri Department of
Health and Human Services to establish a PDMP. While St. Louis County, MO, already had an operational PDMP that
incorporated other counties in Missouri, it is unclear if the state has an operational PDMP. CRS attempted to reach the
Missouri Department of Health and Human Services to discuss this matter on January 31, 2018, but was referred to the
St. Louis County PDMP.

20 Research current through June 30, 2017. National Alliance for Model State Drug Laws (NAMSDL), Prescription
Drug Monitoring Program (PMP) Administering Agency, 2017, http://www.namsdl.org.

21 NAMSDL, Reporting Requirements and Exemptions to Reporting, Compilation of Statutes, May 2016,
http://Aww.namsdl.org/prescription-monitoring-programs.cfm.

22 NAMSDL, States With Statutory Authority to Require Nonresident Pharmacies to Report to Prescription Monitoring
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Of note, information on medications (e.g., methadone or buprenorphine) dispensed at federally
assisted drug treatment programs generally may not be reported to PDMPs without patient
consent under federal privacy regulations (42 C.F.R. Part 2). These regulations place strict
limitations on the disclosure, and redisclosure, of patient information created and maintained by
such programs that identifies the individual patient as a drug abuser, or links the individual to the
program.?

Access to information contained in the PDMP database is determined by state law and varies by
state. The majority of states allow pharmacists and practitioners to access information related to
their patients, and some also allow other entities—Ilaw enforcement, licensing and regulatory
boards, state Medicaid Programs, state medical examiners, and research organizations—to access
the information under certain circumstances.?* State laws outline the procedures by which
information from the PDMP may be accessed.

With respect to how the states identify and investigate cases of potential prescription drug
diversion or abuse, PDMPs may be classified as reactive or proactive. In essence, “[s]tates with
[r]eactive PDMPs ... generate solicited reports only in response to a specific inquiry made by a
prescriber, dispenser, or other party with appropriate authority” while “[s]tates with [p]roactive
PDMPs ... identify and investigate cases, generating unsolicited reports whenever suspicious
behavior is detected.”?®

Interstate Information Sharing and Interoperability

State PDMPs vary widely with respect to whether or how information contained in the database is
shared with other states. While some states do not have measures in place allowing interstate
sharing of information, others have specific policies that govern sharing of information across
state lines. These policies may be based on factors such as agreed-upon reciprocity between
states, or whether a request stems from an ongoing investigation.?® As of September 20, 2017, 43
states were engaged in interstate data sharing while 5 states were still implementing interstate
data sharing.?’

Researchers provided states with guidance in creating memoranda of understanding (MOUs) for
interstate data exchange. Questions that states may consider when drafting an MOU include the
following:?®

e How is the information to be reported?

o How will the information be used by the relevant states?

Program, May 2016, http://www.namsdl.org/.

23 See CRS In Focus IF10374, Health Privacy: Updating Federal Protections for Patient Records at Substance Abuse
Treatment Programs.

24 Researchers may be allowed de-identified data for analysis and research purposes. See PDMP Training and
Technical Assistance Center, Prescription Monitoring Frequently Asked Questions (FAQ), http://www.pdmpassist.org/
content/prescription-drug-monitoring-frequently-asked-questions-fag.

% Ronald Simeone and Lynn Holland, Executive Summary: An Evaluation of Prescription Drug Monitoring Programs,
Simeone Associates, Inc., http://www.namsdl.org/.

% National Alliance for Model State Drug Laws, Interstate Sharing of Prescription Monitoring Database Information,
May 2016, http://www.namsdl.org.

27 For a map depicting the interstate sharing of PDMP data, see http://www.pdmpassist.org/pdf/
Interstate_Data_Sharing_20170920.pdf.

28 Alliance of States With Prescription Monitoring Programs and Brandeis University’s Training and Technical
Assistance Center, Memorandum Of Understanding: Writing Guide for States with Prescription Monitoring Programs,
funded through a grant (No. 2010-DG-BX-K088) from the Bureau of Justice Assistance.
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e What are the guidelines on data retention?
e  What are the state responsibilities in the event of a data breach?
e Are there measures in place for conflict resolution?

e  What are the consequences of potential data misuse?

In addition, the Council of State Governments highlighted four areas as central to the success of
interstate compacts regarding PDMPs and data sharing:

Education—responsibility of providers, data integrity, training requirements (start up
versus ongoing)[;]

Funding—state funding, costs of data sharing, costs of operation[;]

Security and Access—authorized users, authentication, audit trails, Internet access,
vendor security, reporting, privacy, confidentiality, use of data[; and]

Technology—data transfer and exchange, uniformity and standards, cost reduction,
compatibility, quality/error correction[.]?®

Without funding, data sharing, and knowledgeable users actively participating in PDMPs, these
programs cannot be effective.

Efforts are ongoing to facilitate information sharing using prescription monitoring information
exchange (PMIX) architecture—an information exchange standard/nationwide framework that
applies to PDMP systems, data sharing “hubs”, such as RxCheck,* and other exchange partners
or intermediaries.®! The PMIX program is intended to enable the interstate exchange of PDMP
information, providing information on an individual’s prescription drug history to states
participating in the information exchange. This information can help identify potential
prescription drug abuse or diversion, and can help inform stakeholders such as law enforcement,
health and human services, health practitioners, and public regulatory agencies. A state can
participate in the PMIX program if it has

o legislation allowing it to share patient information with other states in real time,

o identified at least one other state as a partner in the information exchange, and

o cither (1) established an MOU with their identified partner(s) in the information
exchange or (2) ratified the Prescription Monitoring Interstate Compact.*

The infrastructure of the PMIX program is based on the National Information Exchange Model
(NIEM), which is a “common vocabulary” used by the public and private sector to exchange

2% The Council of State Governments, National Center for Interstate Compacts, Prescription Drug Monitoring
Programs: Interstate Compact—National Advisory Panel, November 5-6, 2009, http://www.csg.org/pubs/capitolideas/
enews/enewsissue38/21stCenturyHandout.pdf.

30 As of January 17, 2018, five states were actively using RxCheck as their interstate data sharing hub. Twelve
additional states were either implementing interstate data sharing via RxCheck or planning to connect to RxCheck. See
PDMP Training and Technical Assistance Center, Interstate Data Sharing via RxCheck Hub,
http://www.pdmpassist.org/pdf/RxCheck_Hub_states_20180117.pdf.

31 More information on PMIX can be found at http://www.pdmpassist.org and http://www.ijis.org. A pilot project
between Kentucky and Ohio’s PDMPs formed the springboard for the larger PMIX initiative. Through this pilot, a
PMIX hub server was installed in Ohio, and Ohio and Kentucky signed an MOU for data exchange, see 1JIS Institute,
Cross-Boundary Initiatives, http://www.ijis.org.

32 Prescription Monitoring Information Exchange (PMIX) Architecture, Brandeis University, Prescription Drug
Monitoring Program Training and Technical Assistance Center, http://www.pdmpassist.org/content/prescription-drug-
monitoring-information-architecture-pmix.
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information.®® To facilitate information security and data privacy, data are encrypted while
passing through “hubs,” and no data are actually stored on these hubs. PMIX allows for hubs to
exist at the state and national levels, and it allows for hub-to-hub information exchange.*

With pharmaceutical industry support, the National Association of Boards of Pharmacy (NABP)
developed a technology platform to facilitate interstate sharing of PDMP data, called
InterConnect, which NABP committed to make compliant with PMIX architecture.®®

Although there are no federal requirements for state PDMP interoperability and information
sharing, Congress and the President enacted legislation that

e authorized the HHS Secretary, consulting with the Attorney General as
appropriate, to “facilitate ... the development of recommendations on
interoperability standards” for interstate information exchange by states receiving
specified federal grants to support their PDMPs;

e required the HHS Secretary, in so doing, to consider the PMIX standards; and

e required the HHS Secretary to submit “a report on enhancing the interoperability
of [state PDMPs] with other technologies and databases used for detecting and
reducing fraud, diversion, and abuse of prescription drugs.”%®

In 2013, HHS submitted its report to Congress on PDMP interoperability standards. In addressing
legal and policy challenges, HHS recommended that states ensure that PDMPs do not restrict
access to PDMP data for health care providers and enact laws and policies to increase use of
PDMPs by health care providers, among other recommendations.’ In addressing interoperability
and technology issues, HHS recommended that state PDMPs implement interoperability
standards “that best support the information’s use upon its exchange,” among other
recommendations.*® HHS stressed the importance of unsolicited reports from PDMPs to
providers, licensing boards, regulatory and law enforcement agencies, and public and private
insurers and pharmacy benefit managers.* The report also reviews literature on PDMP
effectiveness and health provider use of PDMPs.

Over the past several years, federal grant funds have gone toward improving interoperability and
information sharing between states, and there are reports of successful initiation and expansion of
interstate information sharing. For example, SAMHSA funded PDMP integration and
interoperability projects in nine states from FY2012 to FY2016 and released a report outlining
challenges and successes.*

33 See the government website for the National Information Exchange Model (NIEM): https://www.niem.gov/.

3 PDMP Training and Technical Assistance Center and Alliance of States With Prescription Monitoring Programs,
PMIX National Architecture Overview, http://www.pdmpassist.org/pdf/
PMIX%20National%20Architecture%200verview.pdf.

% U.S. Department of Justice, Office of Justice Programs, Bureau of Justice Assistance, BJA Policy on Use of Harold
Rogers Prescription Drug Monitoring Program (HRPDMP) Funding to Support Interstate Data Sharing Activities, May
30, 2012, https://www.bja.gov/Programs/PDMPPolicy.pdf. This supersedes interim policy guidance documentation
dated March 21, 2012, and April 17, 2012.

36 Section 1141 of the Food and Drug Administration Safety and Innovation Act (P.L. 112-144).

87 U.S. Department of Health and Human Services, Prescription Drug Monitoring Program Interoperability Standards,
A Report to Congress, September 2013, http://www.healthit.gov/sites/default/files/fdasiall41report_final.pdf.

38 Ibid., pp. 5, 21. For specific recommendations, see the full report.
% Ibid., pp. 4, 17-18.
40 Centers for Disease Control and Prevention, National Center for Injury Prevention and Control, Division of
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Compliance and Enforcement Mechanisms

In ensuring that a given state’s PDMP reflects comprehensive data from all relevant pharmacies,
physicians, and other dispensaries, one principal concern is how to ensure that they are reporting
prescription data to the program. The laws or rules governing consequences for failure to report
data are determined by each state. For example, one consequence may be disciplinary action by
the appropriate licensing board or commission. Another may be that failure to report information
could trigger the PDMP program office to report the lapse in compliance to the PDMP governing
agency, which may then refer the information to law enforcement.*

Program Costs

PDMP expenses involve startup costs, funds needed to operate and maintain the programs, and
any monies used to enhance program operation and interoperability. Overall program costs can
entail

e hardware such as servers;
e software to run the PDMP database and ensure information security;

e connectivity such that pharmacies and dispensaries can enter data, and
prescribers and/or law enforcement officials can request and access data;

e staff to administer the PDMP and provide technical assistance; and

e overhead fees.

A 2009 evaluation by the Maryland Advisory Council on Prescription Drug Monitoring assessed
existing state PDMPs on a range of factors including the costs associated with establishing and
maintaining the programs.*? The overarching finding was that costs vary widely, with program
startup costs ranging from $450,000 to over $1.5 million. Further, based on available data from
six operational PDMPs, the Maryland Advisory Council’s evaluation indicates that annual
operating costs range from $125,000 to nearly $1.0 million, with an average annual cost of about
$500,000. The Maryland Advisory Council reported that

[c]ost variations are affected by the frequency of data collection (e.g., daily, weekly, bi-
weekly, monthly), the use of third party vendors for data collection and analysis, the
number of prescriptions written and filled in the state, the number of drug schedules (11-V)
and drugs of interest collected, and the use of official forms or other required collection
and submission mechanisms.*

Unintentional Injury Prevention, Integrating & Expanding Prescription Drug Monitoring Program Data: Lessons from
Nine States, February 2017, https://www.cdc.gov/drugoverdose/pdf/pehriie_report-a.pdf.

4 See, for example, Florida’s PDMP rule states that “[t]he program will file a complaint with the Department and refer
to law enforcement any failure to report the dispensing of Schedules Il — IV controlled substances.” Rule 64K-1.004,
https://www.flrules.org/gateway/RuleNo.asp?title=Prescription%20Drug%20Monitoring%20Program&1D=64K-1.004.

42 Maryland Advisory Council on Prescription Drug Monitoring, Maryland Advisory Council on Prescription Drug
Monitoring Legislative Report, December 31, 2009, p. 76, http://msa.maryland.gov/megafile/msa/speccol/sc5300/
5¢5339/000113/012000/012478/unrestricted/20100355e.pdf.

43 Maryland Advisory Council on Prescription Drug Monitoring, Maryland Advisory Council on Prescription Drug
Monitoring Legislative Report, December 31, 2009, pp. 76-77. An earlier (2002) evaluation of PDMPs by the
Government Accountability Office (GAO) found similar reasons for variability in state costs for PDMP operation.
These variations were driven by “differences in the PDMP systems implemented, the number of pharmacies reporting
drug dispensing data, and the number of practitioners and law enforcement agencies seeking information from the
systems.”
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A 2002 Government Accountability Office (GAO) evaluation of PDMP costs in Kentucky,
Nevada, and Utah revealed findings similar to those presented by the Maryland Advisory
Council. GAO noted a number of PDMP design and operational factors driving variations in state
costs for running PDMPs. Specifically, these involved “differences in the PDMP systems
implemented, the number of pharmacies reporting drug dispensing data, and the number of
practitioners and law enforcement agencies seeking information from the systems.”**

PDMP Financing

States finance the startup and operation of PDMPs through a variety of channels. PDMP
financing often involves monies from the state general fund, prescriber and pharmacy licensing
fees, state controlled substance registration fees, health insurers’ fees, direct-support
organizations, state or federal grants, or a combination thereof.*® Guidelines for how states may
fund PDMPs are outlined in each state’s PDMP authorizing legislation. For example, Oregon’s
PDMP has a fund within the state treasury. This fund receives monies, in part, from a proportion
of medical provider fees. These fees are paid to the appropriate medical board, and the board in
turn transmits a portion of these fees to the PDMP fund. The Oregon Department of Human
Services, which administers the PDMP, may also accept and deposit into the fund money from a
variety of additional sources, including grants and donations.*

Some states prohibit the use of certain sources of funding, thus limiting the potential range of
funding mechanisms. For instance, Florida law specifically prohibits the use of state funds or
funds received—directly or indirectly—from prescription drug manufacturers to support the
PDMP.#" As such, the program receives funding from three sources: the Florida PDMP
Foundation, Inc., an organization established in Florida law for the purpose of funding the
PDMP; federal grants; and private grants.*®

PDMP Effectiveness

The available evidence suggests that PDMPs are effective in some ways for both law enforcement
and health care purposes; however, research on the effectiveness of PDMPs is limited, especially
in the area of law enforcement. Experts suggest that PDMPs have the potential to be more
effective.

Effectiveness Research

Research on PDMP effectiveness suggests that they have an impact on both law enforcement and
health care. A 2002 GAO study found that “the time and effort required by law enforcement and
regulato