Title 69 Series 14
Department of Health and Human Resources

Office of Drug Control Policy
COLLECTION AND EXCHANGE OF DATA RELATED TO OVERDOSES

Summary of Public Comments:

The Department notes that many comments received addressed sections of the rule that have
previously received Legislative approval. While the Department did not originally propose many
modifications to this rule, except those made necessary by statutory amendments passed during
the 2018 Regular Legislative Session, the responses summarize all comments received and the
subsequent agency action.

Section 1 — General

Comment

1.1 Scope States “....(1) the exchange of data and information with and between the Office....”.
Enrolled HB 2620 does not contain the word “between™; the enrolled version simply states, “with
the Office”.

Response

The Department has reviewed this comment and finds clarification is needed, therefore, some
changes were made. The words “and between” are not found in the applicable section of W. Va.
Code §16-5T-1 et seq. and the agency agrees to strike them.

Comment

What data will be exchanged? The amount of Naloxone data may be unduly burdensome and
potentially prejudicial.

Response

The Department has reviewed this comment, and no changes were made. The data that mandatory
reporters are to share with the ODCP is enumerated in the rule. Data that the ODCP may exchange
with the entities in section 1.1. has not yet been determined.

Comment

Hospitals and licensed or certified providers of health care are included. Therefore, the specific
addition of *“and hospital emergency rooms and departments” is unnecessarily redundant and
makes the wording of the Scope section, not fit the wording in the Enrolled HB 2620.

Response

The Department has reviewed this comment, and no changes were made in response. The rule
provision is consistent with the requirements of the statute. “Hospital emergency rooms and
departments” were specifically added to W. Va. Code §16-5T-4(b)(6) during the 2018 Regular
Session of the Legislature through the passage of Senate Bill 272.

Comment

1.6. This paragraph does not specifically mention hospital emergency rooms and departments;
therefore, in this section, wording is a match to the enrolled legislation. Ifit is determined that the
Scope, as currently written in this proposed document, can be language that is different than the
Enrolled HB 2620, the specific mention of hospital emergency rooms/departments needs to be
included here as well to be consistent.



Response

The Department has reviewed this comment. Existing provisions in the rule address this issue, and
therefore, no changes were made. Section 1.6. states that the proposed rule is applicable to health
care providers, The definition of “Health care provider” at section 2.9. of the proposed rule
includes a “hospital” which would necessarily include “hospital emergency rooms and
departments.” The agency will take no action regarding this comment.

Comment

1.7. Collection of data from pharmacies is not included in §16-5T-2 (¢) 17. In addition, pharmacies
do not collect data on treatment of overdoses.

Response

The Department has reviewed this comment, and no changes were made in response. The rule
provision is consistent with the requirements of the statute. Pursuant to W. Va, Code §16-5T-
4(b)(1) pharmacies are required to report the information enumerated in W. Va. Code §16-5T-4(a).
Comment

The word *“storage” does not appear in the Enrolled HB 2620. While the legislation may imply
this, in this section, the language should match the bill. The word *“storage™ can appear later in
this Rule.

Response

The Department has reviewed this comment, and no changes were made in response. The rule
provision is consistent with the requirements of the statute. In order to fulfill the mandates of W,
Va. Code §16-5T-3(a), the ODCP shall establish and maintain a central repository of the
information collected.

Comment

It is confusing to include pharmacies and the CSMP in this Rule. Pharmacies to not attend to or
treat overdoses/poisonings so what would these entities be required to report according to this Rule
based on reporting of overdoses? Current legislation and WV Board of Pharmacy rules already
require pharmacies to document naloxone dispensing in the CSMP.

Response

The Department has reviewed this comment, and no changes were made in response. The rule
provision is consistent with the requirements of the statute. Pharmacies are among the entities
required to report pursuant to W. Va. Code §16-5T-4(b)(1). The “dispensation or provision of an
opioid antagonist” is among the information that shall be reported to the ODCP pursuant to W.
Va. Code §16-5T-4(a)(3). Data from the Controlled Substance Monitoring Database may be
reported, but is not required.

Comment

The type of overdose data to be reported needs to be specific. Lay persons may not be forthcoming
in their sharing of information.

Response

The Department has reviewed this comment, and no changes were made. The rule applies to
specific professional individuals and entities, not lay persons.

Comment

The data to be reported to the ODCP is already collected by the Poison Control Center. Although
it is not a mandate, there will be some duplication.



Response

The Department has reviewed this comment, and no changes were made. The rule provisions are
consistent with the requirements of the statute. Reporting to the WV Poison Center is not mandated
by W. Va. Code §18B-11B-1 ef seq.

Section 2 — Definitions

Comment

2.1 “Data and Information”. Data is information in a special format. “data is information that has
been translated into an electronic form to allow processing and transmission”. Use of the phrase
“not limited to” is overly broad and risks going beyond the scope of the Rule.

Response

The Department has reviewed this comment, and no changes were made. The rule provision is
consistent with the requirements of the statute. The Secretary is granted broad authority to propose
rules to implement the provisions of the law. In drafting the proposed rule, the Department has
attempted to identify the full extent of the differing forms of information that may be collected,
now and into the future. Technological advances may make it possible to collect additional forms
of data relevant to the ODCP’s mission. Thus, while current technology only provides us the ability
to gather data in the form of numbers, words, and images, the collection of additional forms of
data, currently unknown to the Department, may be possible in the future. As written, the definition
would allow the Department to avail itself of that data without having to amend the proposed rule.
Finally, the inclusion of the phrase does not appear to prejudice any person or entity regulated by
the proposed rule.

Comment

A definition is needed for “Data Repository”. Here is where the concept that collection also
includes data storage can be added.

Response

The Department has reviewed this comment. Existing provisions in the rule address this issue, and
therefore, no changes were made. Ordinarily, a term that does not appear in a rule does not require
a definition.

Comment

According to the Food and Drug Administration (FDA) the definition of “drug” includes biological
products. The current wording in the proposed Rule is not correct as the United States
Pharmacopoeia and National Formulary are combined and should not be separated in text by the
Homeopathic Pharmacopoeia. Also, some reporters may only be able to report a drug class/type.
Response

The Department has reviewed this comment, and no changes were made. The definition contained
in the current rule is identical to the definition of “drug” contained in the Uniform Controlled
Substance Act, W. Va. Code §60A-1-101(m). The Department believes the consistency between
the definition used in this rule and the Uniform Controlled Substances Act will aid in the
implementation of the rule. The rule provision is consistent with the requirements of the statute,
Comment

A definition for “Ilicit Drug” should be added to make it clear that novel synthetic opioids and
novel synthetics are covered.



Response

The Department has reviewed this comment, and no changes were made. West Virginia law
regarding the interpretation of a statute or rule focuses first on the language of the statute or rule.
See Maikotter v. University of West Virginia Bd. of Trustees/West Virginia Univ., 206 W.Va.
691, 696, 527 S.E.2d 802, 807 {1999); West Virginia Human Rights Comm'n v. Garretson, 196
W.Va. at 123, 468 S.E.2d at 738. “In the absence of any definition of the intended meaning of
words or terms used in a legislative enactment, they will, in the interpretation of the act, be given
their common, ordinary and accepted meaning in the connection in which they are used.” Syl. pt.
1, Miners in General Group v. Hix, 123 W.Va. 637, 17 S.E.2d 810 (1941), overruled on other
grounds, Lee—Norse Co. v. Rutledge, 170 W.Va. 162, 291 S.E.2d 477 (1982). The Department
believes the definition of the term “illicit” is clear and no definition of the term is necessary.
Comment

“Emergency response provider”. Current naloxone legislation in WV requires the reporting of
naloxone use by firefighters. It seems, therefore, that firefighters should be included here as these
individuals are not included in this Rule otherwise.

Response

The Department has reviewed this comment. Existing provisions in the rule address this issue and,
therefore, no changes were made. Some fire departments in the state are licensed emergency
medical services agencies and meet the definition of “emergency response provider.” Additionally,
firefighters would necessarily be included by W. Va. Code §16-5T-2(c)(18) which states “and
other entities™ as required by the office[.]”

Comment

Definition of “health care provider” includes a mix of specific entities AND individuals which
becomes confusing later in the Rule when it comes to who reports and when. For example: a
pharmacist, nurse, physician only when working in a clinic or hospital?

What about a pharmacist, nurse, physician, psychologist, or other included in this definition not at
work who acts as a good Samaritan outside of the workplace, who administers naloxone to a citizen
not under their care? Should also include school nurses who may be called upon to attend to an
overdose not in the nursing office but on school grounds or athletic field.

Response

The Department has reviewed this comment, and no changes were made in response. Section 2.9
defines “health care provider” which includes “other person[s] providing....health care services of
any kind,

Comment

We recommend amending the rule to reduce duplicative reporting requirements from entities such
as hospitals and hospital emergency rooms and departments.

Response

The Department reviewed this comment and finds clarification is needed. Although hospitals and
hospital emergency rooms and departments are all considered mandatory reporters under the
statute and rule, not all of the data collected will be duplicative. An individual experiencing an
overdose may encounter one, some, or all of the mandatory reporters. The information they provide
to the ODCP will be from their unique perspective during the overdose response experience, and
will enhance the ODCP’s ability to achieve its statutory purpose. The Department will, however,
amend the definition of “health care provider.”




Comment

A prosecuting attorney would never be called on to attend to or treat an overdose so what are they
mandatorily reporting?

Response

The Department has reviewed this comment, and no changes were made in response. The rule
provision is consistent with the requirements of the statute.

Comment

Unless a specific definition of “drug misuse” is provided, mandatory reporting of drug misuse will
result in an excessive burden being placed on mandatory reporters and participants, and an excess
number of unwanted cases in the Office of Drug Control Policy database.

Response

The Department has reviewed this comment, and no changes were made. W. Va. Code §16-5T-
2(c)(17) requires the collection of data on fatal and non-fatal drug overdoses caused by the abuse
and misuse of prescription and illicit drugs. The term “misuse” is given its common, ordinary and
accepted meaning in the connection in which it is used.

Comment

In the definition of “opioid antagonist” use of the words “in the brain” will provide what is wanted
while excluding what is not meant to be included here. Use of the term “opiate” would exclude
use to reverse drugs like hydrocodone, oxycodone, fentanyl, etc. which are opioids. Use the term
“opioid™ here to cover all.

Response

The Department has reviewed this comment and finds clarification is needed, therefore, some
changes will be made.

Comment

Similarly, in the definition of “opioid” include the words “in the brain” to exclude
methylnaltrexone.

Response

The Department has reviewed this comment and finds clarification is needed, therefore, some
changes will be made.

Comment

The definition of “overdose™ is overly broad and is not limited to opioids.

Response

The Department has reviewed this comment, and no changes were made in response. The ODCP
has a broad mandate and is not limited to opioid drug policy. The provisions of W. Va. Code §16-
5T-4 do not limit the collection of data to opioid overdoses. W. Va. Code §16-5T-2(c)(17) requires
the collection of data on fatal and non-fatal drug overdoses caused by the abuse and misuse of
prescription and illicit drugs.

Comment

This Rule does not cover information that a pharmacy would have to report. A pharmacy does not
attend to or treat an overdose. Reporting of dispensing or provision of naloxone is not addressed.
Response

The Department has reviewed this comment and finds clarification is needed, therefore, some
changes will be made.

Comment

For hospitalized patients, this list in 2.23.11 of effects can be extremely long as effects from
complications (e.g., aspiration pneumonitis) are also included.



Response

The Department has reviewed this comment, and no changes were made. The current rule
provision is neither ambiguous nor kikely to result in an inappropriate application of the rule.
Comment

2.23.12 needs to read “Whether an opioid antagonist was administered for a suspected or
confirmed opioid overdose”.

Response

The Department has reviewed this comment, and no changes were made. The current rule
provision is neither ambiguous nor likely fo resulit in an inappropriate application of the rule.
Comment

2.23.13.c. needs to clarify that by response you mean therapeutic response (return of respirations
or level of consciousness) and adverse naloxone reactions (vomiting, agitation, violent behavior).
Response

The Department has reviewed this comment, and no changes were made. The current rule
provision is neither ambigunous nor fikely to result in an inappropriate application of the rule.

Section 4 — Exchange of Data and Informatien

Comment

For continuity of operations, and because requests may require varying points of view o come to
the best decision, perhaps a Panel can be used to evaluate requests. | would suggest including a
representative of accredited Institutional Review Boards (e.g., CAMC, Marshall University) to
ensure legal determination of public health versus research data requests.

Response

The Department has reviewed this comment, and no changes were made. W. Va. Code §16-5T-
2(c)(17), (c)(18) and (d) authorize the ODCP to exchange necessary data and information with
specified governmental agencies.

Comment

To further purposes and goals, deidentified data would need to be shared with the public.
Response

The Department has reviewed this comment, and no changes were made. The provision is
consistent with applicable state and federal laws such as HIPAA.

Comment

HB 2620 says “[t]he ODCP may exchange necessary data..., but section 4.4.1. of the rule states
the “Participants will provide overdose information...” The rule cannot say will if the statute says
may.

Response

The Department has reviewed this comment, and no changes were made. The rule provision is
consistent with the requirements of the statute. The ODCP may exchange data with the participants
pursuant to W, Va. Code 16-5T-2(d). However, the mandatory reporters are required to provide
overdose information to the ODCP pursuant to W. Va. Code §16-5T-4,

Comment

Participation in this program “shall be designed to minimize inconvenience to all entities....” But
making participants go back through several years of data is not convenient.



Response

The Department has reviewed this comment, and finds clarification is needed, and therefore some
changes were made.

Comment

Nothing in the rule says how the ODCP will utilize the data.

Response

The enacting statute sets forth the ODCP’s duties in W. Va. Code §16-5T-2(c). The ODCP is
mandated to develop and implement programs for the collection of overdose data. The exchange
of data and information with specified state governmental agencies is discretionary, but the
collection of data in the furtherance of the ODCP’s mission is not.



Dellinger, C!nthia H —

From: Acree, Lindsay S <lindsayacree@ucwv.edu>
Sent: Saturday, July 21, 2018 3:50 PM

To: Dellinger, Cynthia H

Subject: 69-14 comments

Department of Health and Human Resources
Cffice of Drug Control Policy

Cindy Dellinger

cynthia.h.dellinger@wv.gov

Dear Ms. Delinger:
This letter is to provide comment in regards to Rule 69-14 proposed on 6/21/18. Please see the bullet points below.

Disclaimer: The opinions and statements below are my opinion and statements alone. These statements to not refiect
the opinions of the University, Faculty, Staff, Students, or Administration of the University.

In 69-14-1.1, the rule states that there is a requirement to facilitate the exchange of data with the Board of Pharmacy.
Which data specifically will be exchanged? For example, if naloxone data is shared, you will receive many reports of
naloxone dispensed but only a portion of those reports will be related to persons that are at risk of an overdose. A large
percentage of those that fill or receive Naloxone are not persons that use these substances and are therefore not at risk
of an overdose. If these patients are contacted by someone regarding their Naloxone or prescriptions for opioids, this
may cause patients to no longer trust his/her health care providers. In addition, this adds to stigma associated with the
use of Naloxone. The reporting of Naloxone to the board of pharmacy (Naloxone is not a controlled substance but is
reported to the BOP) may add to prejudice and issues when patients are filling opioid prescriptions.

69-14-1.1, 1.8 discusses the reporting of documented or suspected overdoses. Recommend to be more specific as to the
types of overdose data that should be reported {opioid, methamphetamine, acetaminophen, etc.}. | have concerns with
lay person reporting because often they do not know or do not wish to share the names of the person in which
Naloxone was used. This may also hinder people in the position to save others from obtaining Naloxone.

69-14-1.7 indicates that the reporting will be the Office of Drug Control Policy, however, the Poison Control Center

already collects this data. Currently, it is not mandated to report to Poison Contro! but we may have duplication of data
if some agencies are reporting to both the Poison Control Center and the ODCP.

Lindsay Acree, PharmD, AE-C
University of Charleston School of Pharmacy

Get Qutlook for i0S



Juby 17, 20318

Cindy Dellingsr
One Davis Sguare, Sulte 100 East
Charleston, WYV 25301

Dear Mrs. Dallingers

Re: LEGISLATIVE RULE 63CSR14, DEPARTMENT OF HEALTH AND HUMAN RESOURSES RULE
FOR THE COLLECTION AND EXCHANGE OF DATA RELATED TO OVERDDSES

On behalf of the Waest Virginia Hospital Association and its 63 mambar hospitals and heatth
systerns, we respecthdly submit this letter to provide public comments in resparse to the
shove refersnced Legislative Rule 89CSR14, Collection and Exchange of Data Related 1o
Overdosas.

§639-14-2, Definitions,

2.G "Health care provider™ A "health care provider” is included as 8 "mandatory reporier” pery
the definitian found at 2.11. This rufe s amending the definition of "meandatary regorier” fo
inchude "hospital emergency rooms and departmenis”. Howevar, "hospital” ie already included
in the definition of & "health care provider”. Therefore, »s drafted, both 8 "hospiial” and a
“hospital emergency room and department” are “mandatory reporter{s}”. We would
recomend amending the definition of “health care provider” to prevent duplicate reporting
reguireents for both 2 "hospital™ and 8 “hospital emergency room and department”.

Generally, we recommend amending this rule to include efforts to reduce duplicate reporting
by mandatory reporters. Subsection 3.1 requires "a mandatory reparter who attends or treats,
or who is requested to attend or treat, an overdoss, or the administrator, or other person in

charge of @ health care facility In which an overdose is artended or reated or in which the
atrertion or treatment i requestad” o report. Mandatory reporters include health care
providers {physician, nurse, pbysician’s sssistant, paramedic, eto ), and hospital emergency
roome and departments. i an individisal overdoses, and that individusl is treated and then
transported by paramedics to the emergency department, the following individuals wouid be
reguitred to submit the same reporh: Paramedic, emergency response provider, the health care
providaer at the emergency department, and the emergency department,

Additionally, we recormmend developing an efficdent electronic submission option for
mandatory reporters to ctilize, Currently, the only option for submiission is to either email or
mail the completad focm from the ODOF website, Thisis a very ingfficient, ime cansuming
reporting burden for mandatory reporiers, espedially in the emergoncy denartment setting,



if you have any questions or concerns, please contact me at (304) 353-9720.

Sincerely,

Brandon Hatfield
General Counsel
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FR: Ly, Elizabetd 3 Scharman, Fhavmn D, DABAT, BCPS, FAALT
Director, WY Paison Center
Clinical Taxicotogist, Board Certifipd
Board Centified Fharmacotherapy Specialist

DATE:  Juby 10, 2008
RE: Pubilic Commeni; Title-Saries: 69-14; Collection and Exchange of Data Related to Overdoses

There wili he a fiscal impsct on panticipants inorder W enable their dats systems (o repodt data as described. &s
participants receive state support, there 15 a fiscal impact for the siate. Until there is more specific information o the

raquired software and nature of data transmidssion, the extent of the fiscal mpect cannot be determined.

Additional Commenis:

Pagel 1.1 Scope

States " {1] the exch
contain the word

ange of data and information with and hetween the Office .7 Errotted HB 2620 does not
“hetwesn”; the encolled varsion simply states “with the Office™.

in 2.9 of the document out for comment, bospitais and licensed or certified providers of bealth care are
inctudeel. Thergfors, the specific addition of "and hospital emergency rooms and departments”™ is unnecessarily

redundant and makas the wording of the Scope section, not it the wording i the Enrolied HB 2620

if this wording is to be kept, the terms "ernergancy room” and erargency department” refer 1o the seme thing
su, to cover all terminology bases, would suggest “emergency ronm/department”. As written, “and” implies
that they are differant,

Paga l 1.6 Applicahiliy
This paragraph does not specifically mention hospital emergency roams and departments: therefore, in this
saction, wording is a match to the enrolled legislation. IF it is determined that the Scope; as currently written in

this proposad dotumieny, can be langoage that i different than ihe Enrolied HE 2820, the spedific mention of
hospital emegancy rooms/depariments needs to be included here as well {0 be consisient.

Page } o' @
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Page 1 1.7 Background
A paragraph

Cofection of data from pharmacies s net included in §18-5%.2 {0} 17, In edefition, pharmsdes do not
collect data on trestment of overdoses,

The addition of emergency departments/rooms is not needed as they are included vader the definition

of nealth care faciifiies,

The word “storage” does not appear in the Enrclled HEB 2620, Whils the legisistion may imply this, in
inds section, the anguage shiowld match the biil. The word "storage” can appesr later in this Rue.

Page 2 1.8 Purpose

The Contratted Substaace Mositoring Frogram {CSMP) and WV 8nard of Phinomacy sre mentionad here. While
this malies sense 3s the wording matches the Enrolled BB 4620, nathing in the proposed Rude document
mentinns the reporting of naloxone dispensing, or the reporiing to the data repository informstien, of the

number of Oploid prescriptions whtten/tigpensed.

i the current document does not cover these fems, itis confusing to includde pharmacies and the CAMP in this
Rule. Pharmacies to not attend to or traat overdases/poisonings so what would these entities be required W
report accarding to this Bule based on repocting of overdoses? Currant legistation and WV Board of Pharmacy
rules already require pharmacies to document natoxorie dispensing in the Ciap,

.

Fages 2-4 Dafinitions

2.1 “Dats and forstion™. Data s wfoomation in g spedal Tormat. “data is infermation that has been
translated inte an electrenic form to altow processing angd transmissinn”, Uss of the phrase “notinsdted (07 is
overly broad and risks gaing beyond the scope of the Rule.

s Adedfinition s needed for "Data Repostiony”. Here is where the concept that cotlection abo includes data
storage oan e added,

7.6 "Drug”, 2.6.1.4
Accoriding to the Food and Drug Administration (FDA) ~ verhatin
A drug is definad as
<A subsiance recogaized by an officlal pharmacoposia or farmulary.
=& substance inteaded for use in the diagnasis, cure, nutigation, treatment, of praveniion of

disgase,
=X substance {othar than {ood) intended to affect the structurs or any funciion of the body,
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<4 substance intended for use as & commponen: of 3 medicing but not @ device or & CHmponent,
part or accessory of a device,
~fiological products are included within this definition

e indent s to miredr this definition m the Kule, then the isformation contained i the jast bullet
fregarding biological products) seeds to be included. Clartfication of the first hullet, If dastred, s more
carrectly written &

*a substance recognized by the United States Pharmascopoeis and National Formulary (USF-NE),
the Homecpathic Pharmiacoposia, or other official pharmacaposia or formulary.”

The current wording in the proposed Rule s not correct g8 the Undent States Pharmatoposia
¢ Natipual Foonudary are combined snd shoutd not be sepavatad in text by the Hon wopsthic
Phu!’zﬂa{.&)p@éla‘

{Nata comment bat an FYL Under the Dietary Supplement Health and Education Act of 1898, “dietary
mpplemon*c are tiemzwﬁ to he f(}{sd except for PErpEsEs of Fthe drug definition”,
! i ' HAILRS Q-0 t\‘lﬁi ugian d are t h(\rert:n~> fnchuted in ﬁhe LSP NF,

'\

By using the FOA verbation for the 27 budiet, it is unnecessary to adg humen or animal as it covers hoth,

= A definition for “iort Drog” is missing. The Enrolled HBZ620 reguesty data on "overdases caused by sbuse
nd misuse of preseription and Bk drugs”. 316572 {03 17,

o

Becommendation: "Ar it drug is defined as an illegal drog induding drugs prohibited by international

faw”

Adding this definition, snd reference to illicit drugs, 1o the Rule will make &t clear thet novel syathetic
opioids and novel synitwtics are coverad,
2.7 "Emergency response provider”. Curent neloxone legislatinn in WY requives the reporting of naloxons use
by firefighters. it seems, therefore, that firefighters should be Included here gy these ingivichals are not
incluted in this Rule otherwise, Allowsd as §16-57-2 {c} 18 sayy "snd other entities™ as required by the office”,

2.8 "Health carg provider”
i the desire fs to specHivally mention emergency departments/rooms, then this is where this can b2 done
without changed the wording of the Enrolied HBRE20 regeaiad in the Background, Scope, and Applicability

sactions of this Rule

Shokd atso include sthooi nurses who may be called upon to aftend io an overdose net in the nursing wffice
but on schaot groends ar sthietic fieid.

Page 3 of §
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inciuded in this definiion is a mix of spedfic entities AND individuais, This merging of eniities and indvidual
in one definition hecomes confusing fater in the Rule when it comes to who reports and when. For example:
a pharmriacist, nurse, physician only when working in s clinic or hospital? What aboui & pharmacist, murse,
phyziclan, psychelogist, or other indluded in this definition not at work who acts a3 a2 good Samarifen oulside
of the workplace, whio administers paloxone 1o a citizen not undsr ther care?
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Mandatory reporter”
Comnenis incladed 11 2.9 above,

A prosecuting attorney woudd never be called on to attend {0 or treat an ovardose sn what are they
rmandatority reporiing?

Ercludes firgfighters {an injtisl responder) reguired by naloxore tagislation (WY 5B 431} Lo report nalgxeng
administrations. {n the experience of the WV Poison Canter, firefighters more commaniy report naloxons
adminisirstions compared with law enforcement officers,

A definition for Brug Misuss & missing {see §16-5T2 {¢} 17; Enrolied HB2620 requesis data an "pverdoses
coused by abuse and minss of prescoption sod ilici drugs”.

Unless a specific defintion is provided, mandatory reporting of drug misuse will rasult in an excessive
hurden being placed on mandatory reporiers and participants, and an excess numher of unwanted cases in
the Office of Urug Control Follcy database, as sl cases of prescription misuse will be required 1o be
report For example, misyse of prescription drugs {which can cause poisonings and hann) include:
Agcepting a medication {rom a friend {including antibiniics, steroud creamas}
Palsoning from taking s dose at the wrong thne
Taking a leftever drug for a similar condition after the origihal preseription period {e.
steroid cream, 8 prescaption eold medicine, or aatibiotic}

ad,

g., using teftover

b

Listed helow sre pubilishad defmitions of drug misuse.

“An exposure resulting from the tentiong! improper or incorrect use of @ substance fnr reasons other than
the pursuit of 8 psychetropic effect”

American Assosiation o

s

f Poisan Conirol Centers (AARCCH National Poison Data System {NPDS)
t alemarnis)

[ ;e
Oy giaal

F-3vabaamin

“Fresoription-drag misuse and sbuse is the intentional or unintertioral use of medication without a
prescriplion, in @ wey tther then preseribed, or for the experience or fesling i causes.”

Subsiance Abuse and Menial Health Services Administratios

hiioy

3 {SAMMHSA)

b

oW Samiig. ‘e

AN

" What is mfsuse aod abuse of prescription drigs?

A When a person takes & legal presoription medication for & purpose other than the reason it was
presoibed, or when that gerson takes e drug not prescribed to him or her, that is misuse of & drug, Misuse
can include taking 8 drog In g manner or at & dose that was oot recommended by 2 health care professionat.
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This can happen when the person hopes to get a bigger ur faster therapeutic response fov medications
such as steeping or weight luss pills. 1t can alse happen when the person wants (o "gat bigh,” which is an
pxanple of preseription drog abuse,

G- What's the difference between misuse and abuse?

At mostly hag 1o do with ieindividuail's intentions or motivatinas.”

Recommendation for defintiion of Drug Misyse for the purposas of this Rude:

"Creug misuss is defined, for the purpose of this Ruie, as taking an onginally legaily prescribed, ccheduied
drug for the purposes of a mind altering or pupharic affect or for the self-treatrnent of pain or withdrawal in
& manner that & 1) not ronsistest with the name of the parson the presoription wag written fur, 2} aot inthe
guaniily stated in prasoription lebel instructions, or 3} wse beyond the original, specific medivs! condition
the drug was presoribed for,

214 "Guinid antagonist™ definition,

Recormmend "A drug which acts as an opieid receptor antagonist, blocking the opioid receptot in the brain,
thereby preventing this receptor from responding to the presence of an opioid”,
Use of the words “in the brain® will provide what is wanted while excluding what is notmeant to be
include here {methyinalitexene hromide used 10 treat opinid-induced constipation which has no activity
in tha brain and no ahility to block analgesic and CN5 effects va the opiold recsplor)
Use of the lorm “ppiate™ {third to fast work in the sentanee] would axclude use to reverse drugs Bke
hydrenodone, oxyeadons, femtany!, eic, which are opioids, Use the term “opinid” here {o cover all.

2.8 "Opicid”

More accurate: "means any subsiance, as the parent campound ar & rnetabelite, whnse primary
mechanism of action is via attachment to opicid receptors in the brain ang whose opioid receptor gotivity is
reversed by an splold antagonist,

Again, includs the word {ihe brain! to exciude methyinaitrexnae,

As dexyremathorphan {3 an Nanethvb-D-aspanate receptor {NRIDA) receptor antagonist, the additons!
warding mesnt (o axchirde this drug s pot necessary. It does not have clinical acthaty related to the opipid

recentor,
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& “Overdoss"

Prrolied HB 2620 sgaaks o reporting of both prescription and #ickt drogs abuse and use of naloxane. The
current definition reads fke what is wanted is ahy overgose that could be an npioid overdose,
F s s ndewd the intent of this overdoss definition, the problen with the current wording is thst the
agioid waxddromas Goxidrome means a chyster of “sigasdsymptoms sasocisted with a type of averdoss; for
anioids = mipsis, respiratory depression, depressed constiousness) is not specific for an opield pverdose.

i adition, & drug screen does NQT confirm an opigid overdose. 1t only says that an opioid was usen
sometime in the past. Toinchude this s 10 encowrage the ordering of unnecessary and costly urins drug
sereens sl o ‘-‘tic{ 3 include multipte non-opioid overdases {and noa-subsiance abuse overdoses) into

the proposed dats reposiiony

n the intent is ot fimitesd 16 opioid overdoses, bt is meant to cover gl substance abuge cverdoses, the
current definition includes a very fong st of sigas/symproms that would cover mudtinie medications that are
not controlled substances and nat used for mind-allering purposes. With the definition aswritten, date on
accigental exposures in children, suicide atterapis by non-drugs of abuse, and medication errors by all drugs
{including non-drugs of abusel, both in and outside of hospitals, wasdd be included, This will be & huge
burden on réparters and particigants if this definition is feft as is. In addition, the database will no koger
sult what § helievs 1o be the tnent of the database.

As an overall comement on this Rude, itis not clear If the focus of (his Rude & o the opioid epidemiz or d ti«
intent is to monitor @ overdosas/poisenings of sl drugs {(pon-preseription, presoription, dictegioaily basec
Hlicit, nowel syabhelic not vt schaduled) being used for mood altering/ehuse effscts,  iFmore thas oploid
ovardoses are wanted, then the definition needs to carefuily exclude overdoses that are naf caused Uy
attempts to change micod or to use a8 cross-tolennt deug to self-treat opinig withdrawal,

iomay be better o change the term to be defined to “Oploid Ovecdose” or “Drug of Abuse/illicht Deug
Ouardnse”, ~ depending on what is intended for this Rule.

Recommendation: Hwhat is wanted is only apinid overdoses then tris Rude seeds 1o be dear on that if
opicid aaly then recmmend:

Prasence of respiratory depression or loss of consciousness reversed by nalaxone OR the prasence of
respiratory depression reversed with naloxone WITH clesr evidence al the scene of recent opioid use
{e.z., freshiy used neadies, empty comtainers/packages or suspected opiaids) OR opioid parsphernalia,

An overdess w defined as oo muich of or a toxic or lethal amoom of 2 drug. Ougrdoses may ba acckdental

or intentinpnal. Taking more than the r's—‘rmnrrfmdew) amount of 3 drug s 30 overdose. {For example, t3king
3 Tylenn! instesd of 2 for 5 bad headache is fechnically an overdose.} Therefere, to considar when writing
e delinitlom

Do you want reports of naloxene administered to patients inadvertently receiving unintentional
therspeulic overdoses of opicids while in a lealibh care facility/hospital? These cases sre bayond the
scope of the gpinid epidemic but will be included in the rule 1 not excheded.
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The current definfiion, i el 2 i, also used "opiates” i the last sentence; this will exciude a {+] finding of

?

oxyeodaone, bupranoephine, methadone, and other syrbatic/semi-synihetic oploids o1 3 strean,

218 "Pharmany”

This Rule does not cover informarion that a pharmacy would have 1o repori. A phanmacy does not aitend {0
or ragt an overdose. Raporting of dispensing or provision of naloxone is net agdressed in the particular
Budes soctinn 2.2% and 3.1 3t s addressed in Enrolled HB 2620

e data reposiory mentionad in this Rule witl include astoxone dispensing data {naloxone disgensing
ing covered it WV natoxane lepislatinn, not Encolled HR 2828, then warding naeds i be sdded {0

this Aule to cover thai specific type of data 1o be ollecied.

1
]
e
&
=
{:

if this sectinn is kept, Errolted BB 2820 savs “Phormacies aperating in the stare” §18-5T-4 {b {1}, While
agres with what is written, this language goes sot mirror the Envolled HB 4620 therehy going beyond what

HB 4420 allows.
221 “Prosecuiing atiormey”

This Rule outhnes raportables information reguirements. Prosecuthyg attorneys to not attend to or treat
overdoses. Unsure the purpose of including o this particular Rule {other items sot pertinent to this Rule ame
found in Envolled HB 2620 sod not included 0 this document so it can be leftoutd,

Page & 2,23

As stated above, the definition of overdose, for purposes of this document, nead (G be better datingd;
athenwise, the requitements which follow will be burdensome to collegt and the dats wili not meet the
imtent of the Earplied HB 3820

With the excaption of the National Peison Data System {NPDS} which canenter spedfic drug information

i a reportable eld {oapable of exporting as 8 series of numbers for transiation} other databases can only
ragort drug class formation {for some not st drugs). In addition, many times, drug class ar type is the only
dentification thal can bé raadi (not the specific drugl. Thersfore, this needs 10 say “Drug or drug dlassftyne

suspectad of causing the pverdose "

-~
O
b

v
ot
£
s
i
g
]

For hospilalized patients, this list is offests ran be sxtremely long a3 offects from complications {g.a.
aspiration poevmonitisy are sl incladed. Again. this st fooks ke what is wanted i only cpicid averdoses;
howaver, this is not how the enrolled legisietion or the seape of this Ruie nwereatly read,
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This needs to read "Whaother an opleid antagenist was &dri\‘f‘istw‘ For g suspected or confirmed opinid
aversase”. INaloxons has other, non-labeled uses AND the defiaftion of overdose corrently used is not
pecific for opioids.)

15

Fage ks 22313

Neod o clarify that by yesponse you mean therapeutic response {returm ol espirations or level of
eanscicusness) and adverse nalosoneg reactions {vomiting, agitation, violent behawvior),

fage G, §69-14-¢

4.1 1 states “ODCP may disciose”. However, iater on page 7. 4.5 2.5 (Functinns of the ODCP Direcior) states
that the CDOP Director is responsible for "Coordinating with the deparirnent’s privacy office to determine
whether 8 request is valid and the information may be released under applicable faw.”
it s stated thay “The QGOP shall have sole discretion to determine what congituies a8 legithnate purpose
relaiing 1o public health”,

far continuiy of operations, and because reguasts may reguire varying points of visw to come 1o the
bast decision, _fw haps & Fanet can be used o evaluste e ;g.aec:s "«ouﬁ:i suiggest incinding 2
ve of accredited institutional Review Heards {e.q., CAMC, Marshall University} 1o ensure

represenia
fegal determisstion of put wralth versus research data recgme:&:;.

4.3 “Participants may use and disclose data and information in furtherance of the purposes and geals of
participants relevant......” However, the concluding sentence which fotfows says: “The participant agress
not o wse of further disclose date and information other than as authorized by lew.” The last sentence
appears 1o say that the fird sentence cannot be accomplished,

Which “law” is being referred 107 To further purposes and goals, deidentified data would need to be shared
with the public

d.4.1
Enrufled HB 2620 states " the ODCP may exchenge necessary data.). 4.4.1 states “Participants will...
While participents may be willing 1o share data, the Rule caonet say “will” while the legislation states "may™.

This comment s not meand to mply that the WV Poisan Caster is not in favor of the ability 1o share
data, 1tis just that the warding in the Bule is notaliowed by enrotfed lagislation,
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frrolied HB 2620, §85-51-3 (b states ”.chali be designad to minmmize inconveniance 1o alf antities
)

maintainiap possession of the relevant information..”. This is not maf by requining the review of 16 years
af elecironic data equally approximately 320,000 exposure racords from: the WY Poisen (erder.

Again, the WY Poison Center witl wark with the GDCP on this project; however, discussions on how best
to do this reguire further discussion.

Last septence “The participants scknowledge that. " tunderstand the intant of this statement, however,
this type of language is better place in data use agresments rather than & rule,

Npthing in this Rule states how the QUCP may utilize this data or how the pariicipant data will he wredited to the

participant agency on any/alt publications resuliing from ODCR refease of data. Participants will need to ensure that
data presentation from the QDUP accurately reflects what the data does and does nof mean for a specific database type.
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