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PROPOSED ACTION ON REGULATIONS

Benefit (+)
Cost (-) Magnitude
D. On regulated industries or
trade groups: NONE
. On other industries or
tradk groups:
Pharmacies -) Undeterminable
F\Direct and indirect effects
on pubkc:
edicaid recipients +) Undeterminable

ITII. Adsumptions. (Identified by Impa#
from Sectipn II.)

Letter and Number

A. The addition of categories to the listfof maintenance medica-
tion where\a 100-day supply can be digpensed will save on the
amount sperlf on dispensing fees but may result in some wastage of
medication. Nhis waste will be minimal because prescriptions for

maintenance dgugs are initially restrigted to a 34-day trial supply.
The amount of Xavings is undetermingble.

E. Pharmacie will receive fewer djpensing fees but the amount
is not significant nd is undetermingple. ~

F. Expanding tBe list of maintenghce medications will reduce by
an undeterminable\amount the nymber of co-payments Medicaid
recipients will pay fo¢ a 100-day sypply of certain medications.

Economic\Impact op Small Businesses
The proposed acti§n has mfinimal or no economic impact
on small businesses.

Impact on Ind§viduals with Disabilities

The proposed action Nag an impact on individuals with
disabilities as follows: .

Individuals with disabifities, especially those with trans-
portation problems, will Be\able to reduce the visits to their
pharmacy, since a largey supply of medication will be pro-
vided to them with eachfprescription.

Opportunify for Public Comment
Comments may be s¢nt to Mjchele Phinney, Director, Of-
fice of Regulations and Policy Cyordination, DHMH, 201 W.
Preston St., Room 51%, Baltimoke, MD 21201, or call (410)
767-5623, or email fo regs@dhiph.state.md.us, or fax to
(410) 333-7687. Comments will be\accepted through October

2, 2006. A public hegring has not been scheduled.

.01 Definitions.
A. (text unchanged)
B. Terms Defingd.
(1) — (19) (tekt unchanged)
(19-1) “Mainfenance medication

chronic therape
ing American
cation numbersf

(a) (textfunchanged)

(b) Antifipemic agents (24:06);

[®)] €f—[(c)] (@) (text unchangell)

(e} Sclprosing agents (24:16);

[(©) Iysulins (68:20.08);

(g) Splfonylureas (68:20.20);

(h) Yhyroid agents (68:36.04);]

() Alpha-adrenergic blocking agents{24:20);

(g) Peta-adrenergic blocking agents (24:24);

(k) [Calcium-channel blocking agents @4:28);

(i) [Renin-angiotensin-aldosterone syskem inhibitors
(24:32);

(] Hydantoins (28:12:12);

) Oxazolidinediones (28:12:16);
) Succinimides (28:12:20);
) Anticonvulsants, miscellaneous (28:12:92);

means medication in
ic categories corresppnding to the follow-
bspital Formulary SerVice (AHFS) classifi-
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[N — [(e)] (o) (text unchanged)

(p) L\potropic agents (56:24);

(q) Cogtraceptives (68:12);

(r) Estiggens and antiestrogens (68:6);

(s) AntiKabetic agents (68:20);

(t) Antihyxoglycemic agents (68:2%);

(u) Parathypoid (68:24);

(v) Progesting (68:32);

(w) Thyroid dgd antithyroid gfgents (68:36);

[D] () (text uchanged)

[() Hydantoins\(28:12.12) fphenytoin and phenytoin
sodium only);]

[()] () — [(V] (2)\(text ¥nchanged)

(20) — (25) (text unchangbd)

(26) “Prescription” mégys an [original written] order
[signed by the prescriber oX a facsimile of it sent directly
from the prescriber to the/pAarmacy provider] for covered
pharmacy services in acfordnce with applicable federal
and State laws[.] convefed in\pne of the following forms:

(a) An original witten order signed by the prescriber;
(b) A fax of an gFiginal ordyr signed by the prescriber
sent directly from thql prescriber tX the pharmacy provider;
(c) An electroific order;
(d) An oral ¢rder from the prscriber to the pharma-
cist if the:
(i) Pharfnacist promptly wrkes out and files the
prescription;
(it) Prgscription is not for a Sdkedule II controlled
dangerous subftance; and
(iii) Prescription is not for certaky drugs that have
been determfned by the Secretary to preXent an emerging
threat in thd State because of increasing ab¥se and diversion
and are pdsted on the Department’s MarNand Pharmacy
Program fvebsite (www.dhmh.state.md.us/ mma/mpap).
(27) £ (33) (text unchanged)

.12 Preferred Drug Program.
A. —D. (text unchanged)
E. The Committee shall:
(¥) Meet at least [quarterly] twice a year;
D) — (5) (text unchanged)
F./— H. (text unchanged)

S. ANTHONY McCANN
Secretary of Health and Mental Hygiene

Subtitle 09 MEDICAL CARE PROGRAMS
10.09.38 Healthy Start Program

Authority: Health-General Article, §§2-104(b), 15-103, and 15-105,
- Annotated Code of Maryland

Notice of Proposed Action
[06-256-P)
The Secretary of Health and Mental Hygiene proposes to
amend Regulations .01 — .06 under COMAR 10.09.38
Healthy Start Program.

Statement of Purpose
The purpose of this action is to remove all references to
the targeted case management program, Healthy Start
Home Visiting and Case Management Services, due to con-
verting current fee-for-service program to an administrative
grant.
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Comparison to Federal Standards
There is no corresponding federal standard to this pro-
posed action.

Estimate of Economic Impact
The proposed action has no economic impact.

Economic Impact on Small Businesses
The proposed action has minimal or no economic impact
on small businesses.

Impact on Individuals with Disabilities
The proposed action has no impact on individuals with
disabilities.

Opportunity for Public Comment
Comments may be sent to Michele Phinney, Director, Of-
fice of Regulations and Policy Coordination, DHMH, 201 W.
Preston St., Room 512, Baltimore, MD 21201, or call (410)
767-5623, or email to regs@dhmh.state.md.us, or fax to
(410) 333-7687. Comments will be accepted through October

2, 2006. A public hearing has not been scheduled.

.01 Definitions. .
A. (text unchanged)
B. Terms Defined.

(1) (text unchanged)

[(2) “Care coordination plan” means a written plan de-
veloped and subsequently revised by the case management
services coordinator, which describes the Healthy Start case
management service and other public health services the
participant is expected to receive.]

[(3)] @) —[(4)] (3) (text unchanged)

[(5) “Early and Periodic Screening, Diagnosis, and
Treatment (EPSDT)” means the provision of preventive
health care under 42 CFR §441.50 et seq. (1981), including
medical and dental services, in order to assess growth and
development and to detect and treat health problems in
Medical Assistance recipients under 21 years old, and ad-
ministered in Maryland under the name Maryland Healthy
Kids Program.

(6) “Enriched home-visiting services” means home-
based nursing assessment, planning, implementation, and
evaluation of family-focused, comprehensive services as
they relate to a pregnant or postpartum participant’s peri-
natal health and family planning needs, delivered by regis-
tered nurses.]

[(D] (@ —[(8)] (6) (text unchanged)

[(9) “Healthy Start assessment and case management”
means face-to-face assessment of a participant, in a location
other than the participant’s home, and ongoing case man-
agement contacts in the same calendar month as the assess-
ment.

(10) “Healthy Start case management associate” means
an individual employed by the Healthy Start case manage-
ment services provider who:

(a) Is a licensed practical nurse or has a high school
diploma or GED and 1 year of experience working with
pregnant women or children who have health or social prob-
lems;

(b) Has completed a local health department train-
ing program which has been approved by the Department;

(¢) Works under the supervision of the Healthy Start
case management services coordinator; and

(d) Completes specific tasks as delegated by the
Healthy Start case management services coordinator.
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(11) “Healthy Start case management services coordi-
nator” means an individual employed by the Healthy Start
case management services provider who:

(a) Is a registered nurse or licensed social worker;

(b) Conducts the Healthy Start case management as-
sessment and Healthy Start home-based assessment; and

(¢) Coordinates and supervises Healthy Start ongo-
ing case management services delivered by Healthy Start
case management associates.

(12) “Healthy Start case management services pro-
vider” means a local health department which meets the
conditions for participation in Regulation .03A and E of this
chapter and has a provider agreement with the Department
for provision of Healthy Start home visiting and case man-
agement services.]

[(13)] (6) (text unchanged)

{(14) “Healthy Start home-based assessment and case
management” means face-to-face assessment of a partici-
pant, in the participant’s home, and ongoing case manage-
ment contacts in the same calendar month as the assess-
ment.

(15) “Healthy Start home visiting and case manage-
ment services” means case management assessment, home-
based case management, ongoing case management, and
enriched home visiting services provided by local health de-
partments.

(16) “Healthy Start ongoing case management” means
contacts in person or by phone with a participant, which
will assist the participant in accessing needed financial,
medical, social, housing, educational, mental health, coun-
seling, and other support services and which will promote
the appropriate utilization of health care resources.]

[(A7)] (7) (text unchanged)

[(18)] (8 “Healthy Start Program” means a program
designed to identify and address medical, nutritional, and
psychosocial predictors of poor birth outcomes and poor
child health by providing enhanced prenatal and postpar-
tum services to pregnant and postpartum recipients [and
home visiting and case management services to pregnant-
,postpartum, and child recipients].

[(19) “Healthy Start Risk Assessment Instrument”
means the form furnished by the Department to the pro-
vider for the purpose of identifying infants and children who
have, or are at risk for developing, a disabling condition or
chronic illness.]

[(20)] (9 —[(25)] (14) (text unchanged)

[(26)] (15) “Participant” means [:

(a) A] a pregnant or pestpartum recipient who:

[()] (@) —[()] ) (text unchanged)
[(iii)] (c) Elects to receive the services available
under these regulations[;}

[(®) A child recipient under 2 years old, who is deter-
mined to be at risk for poor health outcomes as specified by
the Healthy Start Risk Assessment Instrument for Infants
and Children; or

(c) A pregnant, postpartum, or child recipient who is
referred for home visiting and case management services as
the result of missed appointments for medical care, accord-
ing to procedures developed by the Department.]

[(27] (16) —[(35)] (24) (text unchanged)

02 Licensing Requirements.

A. — B. (text unchanged)

[C. Registered nurses providing Healthy Start Program
services shall be licensed in the state in which services are
provided.]

[D.]JC. (text unchanged)
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[E. Social workers providing Healthy Start Program ser-
vices shall be licensed in the state in which services are pro-
vided.

F. Licensed practical nurses providing Healthy Start Pro-
gram services shall be licensed in the state in which ser-
vices are provided.]

[G.] D. (text unchanged)

.03 Conditions for Participation.

A. — C. (text unchanged)

D. Specific requirements for participation in the provi-
sion of high-risk nutrition counseling services are that pro-
viders shall:

(1) — (2) (text unchanged)

(3) Agree to on-site visits by Department staff to moni-
tor adherence to Regulation .04C and D of this chapter.

[E. Specific requirements for participation as a provider
of Healthy Start home visiting and case management ser-
vices are that providers shall: »

(1) Be a Healthy Start home visiting and case manage-
ment services provider employing appropriately qualified
registered nurses and licensed social workers who have de-
monstrable experience in serving high-risk and low-income
maternal, infant, and child populations;

(2) Be a local health department;

(3) Receive funding through the Maternal and Child
Health Services Block Grant;

(4) Demonstrate expertise in serving high-risk and
low-income maternal, infant, and child populations, includ-
ing pregnant adolescents; )

(5) Contact the participant within 10 working days of
the receipt of the referral, unless client-related extenuating
circumstances are documented;

(6) Have formal policies and procedures which specifi-
cally address the provision of Healthy Start home visiting
and case management services;

(7) Assure that a monthly summary of Healthy Start
home visiting and case management services is made avail-
able to the referring provider;

(8) Be knowledgeable of the eligibility requirements
and application procedures of the applicable federal, State,
and local government assistance programs;

(9) Maintain a current listing of medical, social, hous-
ing assistance, mental health, financial assistance, educa-
tion and training, counseling, and other support services
available to low income pregnant women and children;

(10) Strictly safeguard the confidentiality of the par-
ticipant’s records so as not to endanger the participant’s em-
ployment, family relationships, and status in the commu-
nity; and

(11) Agree to on-site visits by Department staff to
monitor adherence to Regulation .04D, E, G, and H of this
chapter.]

[F.] E. Specific requirements for providers of alcohol and
drug abuse treatment services under this chapter are that
providers shall:

(1) — (3) (text unchanged)

(4) Agree to on-site visits by Department staff to moni-
tor adberence to Regulation [.04F] .04E of this chapter.

.04 Covered Services.

[The] Effective July 1, 2006, the Program shall reimburse
for the foliowing services:

A. (text unchanged)

B. Enriched Maternity Service. A maximum of one unit of
service is to be reimbursed in conjunction with each prena-
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tal and postpartum clinical visit of the participant. The fol-
lowing components comprise enriched maternity service:

(1) — (2) (text unchanged)

(3) Case coordination and referral for pregnant partici-
pants. This component shall include, but not be limited to,
the following activities:

(a) —(d) (text unchanged)

[(e) Referral of the participant to local health depart-
ment Healthy Start home visiting and case management
services;]

[0 (@) —[D)] B) (text unchanged)

C. (text unchanged)

[D. Enriched Home-Visiting Services. This service is a
family focused home-based perinatal nursing assessment of
a postpartum participant by a registered nurse. The unit of
service is one home-based nursing assessment conducted
within 60 days after delivery. The Healthy Start home visit-
ing and case management services provider shall:

(1) Assess the postpartum participant and infant to de-
termine health-related biological, behavioral, psychosocial,
or environmental problems;

(2) Counsel the participant regarding contraception op-
tions and assist the participant in accessing family planning
services;

(3) Educate the participant regarding:

(a) Infant care,

(b) The availability of family support centers,

(¢) WIC and nutrition, including breastfeeding,

(d) Preventive health care services, including
EPSDT services, and immunizations, and

(e) Lead poisoning prevention and injury prevention
measures; and

(4) Maintain accurate and complete records of the en-
riched home visiting services provided.

E. Healthy Start Home-Based Assessment and Case
Management Services. These services are available to preg-
nant participants at risk of poor birth outcomes related to
psychosocial and behavioral risk factors, and children
younger than 2 years old at risk of chronic or disabling con-
ditions. The unit of service is at least one face-to-face as-
sessment in the participant’s home conducted by a Healthy
Start case management services coordinator and ongoing
case management contacts in 1 calendar month. The service
shall include but is not limited to the following:

(1) A face-to-face encounter with the participant in the
participant’s home to collect data related to the partici-
pant’s health and psychosocial needs through direct obser-
vation and to identify problems that may be addressed
through Healthy Start home visiting and case management
services;

(2) Development or revision of a care coordination plan,
in collaboration with the participant and other health pro-
fessionals as appropriate, which acknowledges the partici-
pant’s interests, priorities, and rights, and includes:

(a) Strategies to address identified problems, espe-
cially those hindering appropriate use of Medicaid and
other publicly funded health services:

(b) Communication with the medical provider within
10 days of the initial home assessment and within 10 days
of a request for follow-up services;

(3) Implementation of the plan of care through direct
contact, follow-up phone calls, and written methods to:

(a) Teach the participant or child participant’s family
preventive health and self-care measures as appropriate;

(b} Counsel the participant or child participant’s le-
gal guardian about health behaviors and their effects on




1518

health status and the appropriate use of health care re-
sources, including EPSDT services;

(c) Assist the participant or child participant’s legal
guardian in accessing:

() WIC,

(i) Smoking cessation programs,
(iii) Childbirth education classes,
(iv) Parenting classes,

(v) Family support centers, and

(vi) Other community programs; and

(d) Maintain accurate and complete records of the
case management services provided; and

(4) Evaluate the participant’s response to the case
management services.]

[F.] D. (text unchanged)

[G. Healthy Start Assessment and Case Management
Services. These services are available to pregnant partici-
pants at risk of poor birth outcomes related to psychosocial
and behavioral risk factors and children younger than 2
years old at risk of chronic or disabling conditions. The unit
of service is at least one face-to-face assessment conducted
by a Healthy Start case management services coordinator
and ongoing case management contacts in 1 calendar
month. The service shall include but is not limited to the
following:

(1) A face-to-face encounter with the participant to col-
lect data related to the participant’s health and psychosocial
needs through direct observation and to identify problems
that may be addressed through Healthy Start home visiting
and case management services;

(2) Development or revision of a care coordination plan,
in collaboration with the participant and other health pro-
fessionals as appropriate, which acknowledges the partici-
pant’s interests, priorities, and rights, and includes:

(a) Strategies to address identified problems, espe-
cially those hindering appropriate use of Medicaid and
other publicly funded health services;

(b) Communication with the medical provider within
10 days of the initial assessment and within 10 days of a
request for follow-up services;

(3) Implementation of the plan of care through direct
contact, follow-up phone calls, and written methods to:

(a) Teach the participant or child participant’s family
preventive health and self-care measures as appropriate;

(b) Counsel the participant about health behaviors
and their effects on health status and the appropriate use of
health care resources, including EPSDT services;

(c) Assist the participant in accessing:

(i) WIC,

(ii) Smoking cessation programs,
(iii) Childbirth education classes,
(iv) Parenting classes,

(v) Family support centers, and

(vi) Other community programs; and

(d) Maintain accurate and complete records of the
case management services provided; and

(4) Evaluate the participant’s response to the case
management services provided.

H. Healthy Start ongoing case management services are
available to pregnant and child participants who have re-
ceived at least one Healthy Start case management assess-
ment or home-based assessment within the previous 6
months. The unit of service is at least one contact by the
Healthy Start case management coordinator or case man-
agement associate in person or by phone with the partici-
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pant or the child participant’s legal guardian in 1 calendar
month. Ongoing case management shall include:

(1) Providing information regarding how to access
WIC, smoking cessation programs, childbirth education
classes, parenting classes, family support centers, and other
support services the participant may need including finan-
cial, medical, social, housing, educational, mental health,
and counseling services; '

(2) Reinforcement of health teaching and strategies to
improve health outcomes as documented in the care coordi-
nation plan;

(3) Communication with the mediéal provider within
10 days of a request for service; and

(4) Documentation of all ongoing case management
contacts provided and of case management associate super-
vision.] '

.05 Limitations.

[A.] The Healthy Start Program may not restrict or other-
wise affect:

[(1)] A. Eligibility for benefits under Title XIX of the
Social Security Act or other available benefits or programs;
and

[(2)] B. The provider's right to bill the Program for
other covered program services.

[B. Healthy Start home visiting and case management
services may not be:

(1) Provided as an integral and inseparable part of an-
other covered Program service;

(2) Provided as an administrative function necessary
for the proper and efficient operation of the State’s Medical
Assistance plan;

(3) Rendered in connection with the implementation of
services under §1915(b), (c), or (g) of the Social Security
Act;

(4) Part of institutional discharge planning; or

(5) Provided when skilled nursing services, as covered
in COMAR 10.09.04 or 10.09.53, are indicated.

C. Participants who are receiving other similar case
management services under the Social Security Act, Title
XIX, §1915(c) or (g), are not eligible for Healthy Start home
visiting and case management services.]

.06 Payment Procedures.
A. —B. (text unchanged)
C. Payments shall be made:

(1) — (3) (text unchanged)

(4) According to COMAR 10.09.08.05 and to methodol-
ogy described in the memorandum of understanding be-
tween the Program and each local health department for
the following services:

(a) High-risk nutrition counseling[,]; and
(b) (text unchanged)

(5) According to COMAR 10.09.08.06 for the following

services:

(a) High-risk nutrition counseling],}]; or

(b) Alcohol and drug abuse treatment — individual
counseling; and

(6) According to the following fee-for-service schedule:
Description Fee Per Unit of Service

(a) (text unchanged)

(b) Alcohol and drug abuse treatment services:
(i) Individual counseling — per visit....... $40[.1;
(ii) Group counseling — per hour session .. $13[;].

[(7) According to the following fee-for-service schedule
for Healthy Start home visiting and case management ser-
vices:
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(a) Healthy Start home-based assessment and case

management —permonth......................... $150,
(b) Healthy Start assessment and case manage-
ment—permonth...........................L. $100, or
(c) Healthy Start ongoing case management — per
month. ...t e e $50; and
(8) For one enriched home visit — per pregnancy at a

fee of. .ot e $150.]

S. ANTHONY McCANN
Secretary of Health and Mental Hygiene

Subtitle 10 LABORATORIES

10.10.89 Law Enforcement Laboratories —
Persopnel Certification and Approval of
Laboratory Procedures

Authority: \Health-General Article, §17-202; Cor
Proceedings Article, §10-1001;

Annotated Code of Maryland

¥s and Judicial

Notice of Proposed Actjon
[06-247-P}

The Secretary of Bealth and Mental Hygiene proposes to
amend Regulations .§1 and .03 undef COMAR 10.10.09
Law Enforcement Liboratories —/ Personnel Certifi-
cation and Approval of Laboratory Procedures.

Statement of Purpose
The purpose of this actio is to add a requirement for em-
ployment certification and 8% amesd the requirements for
automatic decertification and\recertification.

Comparison to Felleral Standards
There is no corresponding fe§eral standard to this pro-
posed action.

Estimate of Ecohonjic Impact
The proposed action has no ¢conoic impact.

Economic Impact gn Small Businesses
The proposed action has niinimal of no economic impact
on small businesses.

Impact on Indivifluals with Nisabilities
The proposed action hgs no impact of individuals with
disabilities.

Opportunity for Public Comment

Comments may be sgnt to Michele Phinngy, Director, Of-
fice of Regulation and/Policy Coordination,\Department of
Health and Mental Hygiene, 201 West Prestop Street, Room
512, or call (410) [i67-6499, or email to\ regs@dhmh.
state.md.us, or fax tp (410) 333-7687. Comments will be ac-
cepted through Octpber 2, 2006. A public heaying has not
been scheduled.

.01 Qualifications.

A. Certified CHemist and Certified Chemical Analyst. An
applicant for certified chemist or certified chemidal analyst
shall:

(1) (text
(2) Have
chemistry; ang

nchanged)
ompleted courses in analytical and) organic
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[(3) Be currently employed by the Departmenf, Mary-
1and State Police, Baltimore City Police Department, or the
pdlice department of a municipality or county in ths State;]

[(4)] (3 (text unchanged)

B\ Certified Analyst. An applicant for certifiefl analyst
shalk

(1) (text unchanged)

(2} Have completed a basic training progr
fied anilyst as set forth in Regulation .02 of thi
and

[(3)\Be currently employed by the Dep ent, Mary-
land Statg Police, Baltimore City Police Deparfment, or the
polii:e depirtment of a municipality or countyfin this State;
and

[(4)] 3) (text unchanged)

03 Employiient, Employment Certific
tomatic Decertification.

A. [Failure ¥n the part of a chemist, ch
analyst, certifidd under this chapter, to maintai
ment by the Department, Maryland Statd Police, Baltimore
City Police Depaktment, or the police department of a mu-
nicipality or coundy in this State, shall fesult in automatic
decertification.] Exyployment. An indipidual applying for
certification under tis chapter shall be currently employed
by the:

(1) Department;

(2) Maryland State Police;

(3) Baltimore City Xolice Deparfment; or

(4) Police department of a munikipality or county in this
State.

B. [If the chemist, chdmical analyst, or analyst is re-
hired, the chemist, chemicyl analyst, or analyst shall reap-
ply for certification.] Emplpymeht Certification. An appli-
cant’s supervisor shall certify thet the applicant is currently
employed by an agency listed in §A of this regulation by sign-
ing the employment certificatign section of the application.

C. Certification and Automdggic Decertification.

(1) Certification under thik chapter is only valid when
the individual is employed by ak agency listed in $§A of this
regulation.

(2) An individual certified Wnder this chapter is auto-
matically decertified when fthe ind\vidual:

(a) Is no longer employed by\ the agency that certified
employment;
(b) Retires from tHe agency that certified employment;

for certi-
chapter[.];

or

(¢c) Changes employment from Yne agency listed in §A
of this regulation to another agency lidted in §A of this regu-
lation.

(3) An individudgl shall reapply for certification under

this chapter if the individual is:

(@) Rehired by the same agency that previously certi-
fied employment; oy

(b) Hired by a different agency ldsted in $A of this
regulation.

S. ANTHONY McCANN
Secretary of Health and\Mental Hygiene
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