TITLE 844 MEDICAL LICENSING BOARD OF INDIANA

Emergency Rule
LSA Document #13-0X(E)

DIGEST

Temporarily adds provisions under P.L. 185-2013 {SEA 246) regarding »—physicians prescribing
opioids for chronic pain. Effective December 15 2013,

SECTION 1. This document establishes standards and protocols for physicians in the prescribing of
controlled substances for pain management treatment. It is adopted under the authority of 1C 25-
22.5-13-2,

SECTION 2. {a) The definitions in this SECTION apply throughout this document.

{b) “Chronic Pain” means a state in which pain persists beyond the usual course of an acute
disease or healing of an injury, or that may or may not be associated with an acute or chronic
pathologic process that causes continuwous or intermittent pain over months or years.

{c} “Controlled substances” has the meaning set forth in IC 35-48-1-9.

{c) “Morphing Equivalent Dose” means a conversion of various opioids to a standardized dose
of morphine by the use of accepted conversion tables.

(€] “Opivid” means any of various sedative narcotics containing opium or one or more of its
natural or synthetic derivatives.

{f) “Terminal” means a condition caused by injury, disease, or iliness from which, to a
reasonable degree of medical certainty: :

{Al1} there can be no recovery; and

{82) death will occur from the condition within a short period without the provision of life |

prolonging procedures. ' '

OR

rgasonable degree of medi inty:
1} there can T : an
2} progression to death can nticipated as an eventual consequence of that condition.

SECTION 3. (a) This SECTION and SECTIONS 4 through 811 of this document establlsh requirements
cnncemmg the use of oploids for chronit pain management for patients-who-arc-not-terminal.

b} Notwitl iy ion {a), this SECTION and SECTIQNS 4 through 11 of this docu 13
shall not h icids for chronic pain man for the following:
1} Patients who are terminal.
Resi health facility licensed under 1€ 16-
3} Patients ice program licensed under |C
4} Patients enrolled j ient or o atient alliative FOgram hospital
li d under IC 16-21 or a hospice r {C 16-25.

r, a pericd of time that a pati W i nol nger, a residen or atient as described




{bg) The requirements in the SECTIONS identified in subsection {a) only appiy if a patient has
been prescribed:

{1} more than sixty {60} opioid-comtaining pills a month; or

{2) a morphine equivalent dose of more than fifteen {15) milligrams per dav’
for more than three (3) consecutive months.

{ed} Because the requirements in the SECTIONS |dermﬁed in subsection {a) do not applv until
the fime stated in subsection {bc), the initial evaiuation of the patient for the purposes of SECTIONS 4,
7{a) and 8{a) shalt not be required to take place until that time.

{de) Nowwithstanding subsection {sd), the physican may urtdertake those actions earlier than
required if the physician so chooses and if those actions meet the reguirements a further initial
evaluation is not required. i the physicians conducts actions eardier than required under this
subsection, any subsequent requirements are determined by when the initial evaluation wouid have
been required and not at the earlier date it actually was conducted.

SECTION 4. {a) The physician shall do the physician’s own evaluation and risk siratification of the
patient by doing the following in the initial evaluation of the patient:
{1) Parforming a detailed history and physical exam and obtain appropriate tests, as indicated.
{2) Making a diligent effort to obtain and review records from previous health care providers
to supplement the physicians understanding of the patient’s chronic pain problem, induding
past weatments, and documenting this effort.
{3) Asking the patient to complete an objective pain assessment tool to document and better
understand the patient's specific pain concerns.
{4) Assessing both the patient’s mental heatth status and risk for substance abuse using
available validated screening tools.
{5) After completing the initial evaluation, establishing a working diagnosis and tailoring a
treatment plan to meaningful and functional goals with the patient reviewing them from time
to time,
{s) Where medically appropriate, the physician shall utifize non-opicid options instead of
prescribing opioids.

SECTION 5. The physician shall discuss with the patient the potential risks and benefits of opioid
treatment for chronic pain, as well as expectations related to prescription requests and proper
medication use. In doing so, the physician shall:
(1) Where alternative modalities to opicids for managing pain exist for a patient who is not
terminal, discuss them with the patient.
{2) Provide a simple and dear explanation to help patients understand the key elements of
their treatment pian.
{3) Counsel women between tha ages of 14 and 55 about the risk of fetal opioid dependency
and neonatal abstinence syndrome with opioid use during pregnancy.
{4) Together with the patient, review and sign a “Treatment Agreement”, which shal! include
at least the following:
{A) The goals of the treatment.
{B) The patient’s consent to toxicology screening.
{C} The physidian’s prescribing policies which must include at least:
{i) a requirement that the patient take the medication as prescribed; and
{ii} a prohibition of sharing medication with other individuals. -
{D} A requirernent that the patient inform the physician about any other controlled
substances prescribed.




{E) The granting of permissian to the physician to conduct random pill counts.
{F) Reasons the opioid therapy may be changed or discontinued by the physician.
A copy of the treatient agreement shall be retained in the patient’s chart.

SECTION 6. [a) Physicians shalf not presaibe opicids for patients without periodic scheduled
visits, Visits for patients with a stable medication regimen and treatment plan shall occur face to face
at least once every four {4} months. More frequent visits may be appropriate for patients working
with the physician to achieve optimal management. For patients requiring changes to the
medication and treatment plan, if changes are prescribed by the physician, the visits required by
this subsection shall be scheduled at least once every two 2] months until the medlcatmn and
treatment has been stabilized.

{b} During the visits required by subsection [a) the physician shall evaluate patient
progress and compiiance with the patient’s treatment plan regularly and set clear expactations
along the way (such as, attending physical therapy, counseling or other treatment options).

SECTION 7. At the outset of an opioid treatment plan, and at least annually thereafter, a physician
prescribing controlled substances for a patient shall run an INSPECT report on that patient under IC
35-48-7-11.1{d){4) and document in the patient’s chart whether the INSPECT report is consistent with
the physician’s knowiedge of the patient’s controlled substance use history.

SECTION B. (a} At the outset of an opioid treatment plan, and at least annually thereafter, a physician
prescribing controlled substances for a patient shall perform a urine or saliva drug monitoring test,
which must include a confirmatory test, on the patient. _

{b) If the test required under subsection {a} reveals inconsistent medication use pattesns or
the presence of illicit substances, a review of the current treatment plan shall be required.
Documentation of the revised plan and discussion with the patient must be recorded in the patient’s
chart.

SECTION 9. When a patient's opioid dose reaches a morphine equivalent dose of more than fifty (50
milligrams per day, a face-to-face review of the treatment plan and patient evaiuation must be
scheduted, induding consideration of referral to a specialist. If the physician elects to continue
providing opioid therapy at a morphine equivalent dose of more than fifty (50) milligrams per day, the
physician must develop a revised assessment and plan for ongoing treatment. The revised
assessment and plan must be documented in the patient’s chart, including an assessment of increased
risk for adverse outcomes, including death, if the physician elects to provide ongoing opioid

- treatment,

ECT!ON Q. 12-27.- add &sthesm of actice ician assistants jn their d end
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b} IC 25—23-1 19.4 througl_'l Ic 25-23-1 -19.8, and 84R IAC S, gggggs the practice of adgﬂgg;l_
I of

23-1-19.4 though IC 25-23-1-19.8 and 848 IAC 5,

SECTION 4011 {a} is-doc pGe

{ka)} Initial running of an INSPECI' repm't as requlred under SECI' ION 7 of ﬂ'ns document and
initial conducting of a drug monitoring test as required under SECTION 8{a) of this document shall not
be required for any patient who fell within the scope of SECTION 3(kg) of this document before
December 15, 2013. However, all other requirements of this document apply to these patients; that
is, every requirement except for the initial runrllng of the INSPECT report and the initial conducting of
a drug monitoring test,

{sh) Notwithstanding subsection {a) and SECTIONS 7 and 8{a) of this document, the first
- sunning of an annuat INSPECT report under SECTION 7 of this document and the first conducting of an
annual drug monitoring test under SECTION 8(a) of this document shall not be required to be
conducted before Novemnber 1, 2034. Nothing about this subsection shall be construed to prohibit &
physidan from running a report or conducting a test sooner than required by this subsection.
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