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STATE OF WEST VIRGINIA

Offices of the Insurance Commissioner

Legal Division
GASTO&\E:E:ERTON AU.gLISt 295 1996 I—[I.-ﬂlxNL_EY C. _C_LARK
J E nsurance Commissioner
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Ms, Judy Cooper, Director
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Administrative Law Division =S
Office of the Secretary of State T ':}
State Capitol ' o ] ST
Charleston, West Virginia 25305 Y
* lav
Dear Ms. Cooper: ~

Enclosed please find for filing one (1) copy of the following:

(1) Notice of Agency Approval of a Proposed Rule and Filing with the
Legislative Rule-Making Review Committee;

(2) Consent to Proposed Rule;

(3) Fiscal Note;
4 Brief Summary of the Rule;

(3 Statement of Circumstances;

(6)

Legislative Rule-Making Review Committee Questionnaire; and

(7) The agency-approved rule entitled “Diabetes Regulations,”
(Series 32).

Please contact me if further information is required.

Sincerely

(b idekoy”™

Donna S. Quesenberry

Associate Counsel
DQ/avn B :
Enclosures
P.O. Box 50340 , . "We are an Equal Opportunity Employer”
Charleston, West Virginia 23305-0540

Telephene (304) 558-0401
Facsimile (304) 538-0412




STATE OF WEST VIRGINIA

Offices of the Insurance Commissioner , Legal Division
GASTON CAPERTON _ HANLEY C. CLARK
Gaovernar Insuramece Commissioner
NS5 BT, TN =

To Whom It May Concerm:

Pursuant to West Virginia Code § SF-2-2{(a) (12}, the
undersigned hereby grants consent to the filing of the following
rule proposed by the Insurance Commissionexr of the State of West
Virginia: - Title 114, Series - 52, relating to T"Diabetes
Regulations.”

- .
Signed this ZLLP day of July, 19%6,

P.O. Box 50340 - "We are an Equal Opportunity Employer” Telephone (304} 538-0401
Charleston, West Virginia 25305-0540 Facsimile (304) 558-0412




APPENDIX B .

FISCAL NOTE FOR PROPOSED RULES

Rule Title: Diabetes Regulationz (Series 32 )

Type of Rule: XX Legislative Interpretive Procedural
Agency: Insurance Commissionsr .
Address: - Post QOffice Box 350540
2019 Washington Street, East
Charleston, West Virginia 25305-05490
1. Effect of Proposed Rule
ANNUAL FISCAT YEAR
Thereafter
ESTIMATED TOTAL None ”
cosT -

PERSONAL SERVICES None

CURRENT EXFENSE Nonea
REPAIRS AND None
AT TERNATIONS
EQUIPMENT None
OTHER None
2. Explanation of above estimates:

This zrule will have no additional fiscal impact upon state,

local or federal government.




Rule Title: Diabetes Regulations {(Series 52 )
3. Objectives of these rules:

The cobjective of this proposed rule is to set foxrth the
equipment and supplies for the treatment and/or management
of ‘diakvetes for beoth insulin dependent and non-insulin
dependent persons with diabetes and those with gestatiocnal
diabetes which shall be covered by major medical or similar
comprehensive-type medical ¢dverage if medically necessary
and either prescribed by a licensed physician or upon
written order by a licensed physician.

4. Explanation of Cverall Ecconomic Impact of Proposed Rule.,
A. Ecdiiomic Impact & State Government.
None
B. Economic Impact on Political Subdivisicns; Specific

Industries; Specific groups of Citizens.

May produce additional cost to insurance companies
providing major medical coverage if eguipment and
supplies set forth in the rule are not currently
covered. .

C. Economic Impact on Citizerns/Public at Large.

Insurance companies may pass along any additional cost,
if any, to consumers in the form of increased premiums.
Benefits to consumers with diabetes should outwelgh the
cost of any increase in premiums.

Date: Z@}?&L%// 74

Signature of Agency Head or Authorized Representative




Insurance Commissionexr
Legislative Rule 7 . : :
Title 114, Series 52 _

DIABETES REGULATION

Title 114, Series 52

BRIEF SUMMARY OF RULE .

This proposed rule sets forth the equipment and suppliles
for the treatment and/or management of diabetes for both insulin
dependent and non-insulin dependent persons with diabetes and those
with gestational diabetes which shall be covered by major medical
cr similar -comprehensive-type medical coverage if medically
necessary and either prescribed by a licensed physician cr upon
written order by a licensed physician.




Insurance Commissioner
legislative Rule
Title 1124, Series . 52

DIABETES REGULATION

Titla 114, Series 52

= F TAN

On March 39, 1996, the West Virginia Legislature passed Senats

Bill 312 which added Article 15C to Chapter 32 of the West Virginia
Code and Section 16 to Article 16, Chapter 33 of the West Virginia
Code, bdoth relating to insurance for diaketics. The purpose of th
proposed rule is to set forth the equipment and supplies for the
treatment and/or management cof diabetes for both insulin dependent
and non-insulin dependent persons with diabetes and these with
gestational diabetes which shall be covered by majcr medical orx
similar comprehensive-type medical coverage if medically necessary
and either prescribed by a licensed physician or upon writtemn order
by a licensed physician.




TO: L=CGISLATIVE RULE-MAKING REVIEW COMMITTIE

FRQOM : CFEICE OF THE INSURANCE COMMISSIONER

DATE:. August 29, 1996 .

LEGISLATIVE RULE TITLE: Dizbetes Recgulation (Series 52)

1. uthorizing statute(s) citation W.Va. Code §§ 33-2-10,

33-15C-1, and 233-15-16 e

2. a. Date filed in 3State Register with Notice of Hearing:

July 26, 1356

b. What other notice, including advertising, did you give of
the hearing? -

NoTiE -

<. Date of hearing(s): Comment pericd emded on

Auvgust 26, 1936

4a. Attach list of perscns who appeared at hearing, comments
recelved, amendmenis, reasons for amendments.

Attached XX Ne comments received

e. Date you £filed in State Register the agency approved -
propoesed Legislative Rule following public hearing: (be
exact)

August 2%, 1998 - ; N

-y

additional information:

Name =zand prhone number of agency person Lo contact for




U

Donnd Quesgenberry

Assogiate Counsgel

{2047 558-0401

If the statute under which you promulgated the submitted rules
reguires certain findings and determinations to be made 2z a
condition precedent to their promulgation: :

a. Give the date upon which you filed in the State Register
a notice of the time and vlace of a hearing for the
taking of .evidencé and a general description of the
issues to be decided. : 7

Not spplicable - _ .

b. Datée of hearing: Not applicable

c. On “what date did wyocu Zile in the State Register the
findings and determinaticns xequired together with the
reasons thereior?

Not zonlicable

d. Attach findings and determinations and rezsons:

2ttached Not zpplicaeble




Attachment tTo Question 2{d

The West Virginia Diabetes Advisory Commitiee submitted a
comment expressing concern for “the lack of definition of who ~
provicdes the [self-management] educabﬂon [as orovided for in
Senate 3ill 312] and under what circumstances” self-management
educaticn is provided. The Diabetes Advisory Committee contends
that “*the kill as written could be .interpreted to allow
registered dietitiansg and pharmacists who are not certified
diabetes educators fo provide complete _diabetes education”’ and .
recommends “a requlirement for prescription for education ... . or . ~
perhaps a reguirement for referral. by a health care provider with
a personal identificaticon number.”  Jeffrey T. Hamrick, writing
of behalf of the West Virginia Association of Diabetes Educators
and the West Virginia Scciety of Health-System Pharmacists,
expresses similar concerng and proposes mandatory continuing
education in diabetes education for non-certified individuals.

Lfter a gcareful review of Senate Bill 31Z, it has been To-
determined that an amendment to the proposed legislative zrule is
unnecessary. The concerns. of _the West Vl?gi_la Disketes Advisory
Committee, the West Virginla Association of _Diabetss Educators
and the West Virginia Sgcilety of Health-8yvstem Pharmacists are -
addressed in the bill which specifically requires a paysician’s
prescription for_self-manademeént education. West Virginia Code
8§ 323-150-1(b) and. 33-15-5(b), " as aménded by Senate Bill 312,

provide in pértinent part:

[cloverage for self-managenent education and education
relating to diet and prescribed by a licensed physician
shall ke limited to:.{1) Visits medicaliy necessary
upon the diagnesis c<f diabetes; (2) visits under
circumstances whe?Eby a physician identifies or
diagnoses a sgignificant change in the patient’s
gymptoms or conditicns ;hau necessitates changes ln a
patient’s self- management ‘and (3) where a new
medication or. therapeutic process relating to the
pefSOﬂ E treatment aﬁ.d/oT managemep; cf alabeuas has

physician .. . . (emphas;s ad@ed)

With regard to the provision of educational services, the
bill further provides that the education may be provided by =

Page 1




physician as part of an office visit for ¢diabetes diagnosis or
treatment oxr— : o :

oy a licensed pharmacist for instructing and monitoring
a patient regarding the proper use of covered _
eguipment, supplies and medications prescribed by a
licensed physician, or by a certified diabetes educator
certified by a natiocnal diabetes educator certification
program, or a registered dietitian registered by a
naticonally recognized professiconal association of
dietitians upon the referral of a physician.
{emphasis added) )
The bill clearly states that a licensed pharmacist is
limited in his “educaticon” efforts to instructing the patieéent in
the proper use of covered equipment, supplies and medications,
rather than providing “complete diabetes education.” It is
therefore unnecessary f£or the licensed pharmacist to hecome a
certified digbstes instructor £o perform this limitsed educatienal
gervice. Additionally, a registered dietitian prowviding
educaticnal services relating to diet, rather than complete .
diabetes education, is rqulygd to be registered by a nastioconally
recogrnized »rofessicnal agsgociation of dietitians certified to
the Commissioner of Insuralice by, Lh@ Commissioner of the Buresau
of Public Health. Sugh_qggllﬁ;gau;qgs_should be sufficient to
provide educstional services relating to the management of
diabestes through diet. Finally, it is outside the scope of
Senate Bill 312 tc_require non-certified individuals to cbtain
mandatory continuing education relative to. diabeteg education.
In addition to coverage foxr the eguipment and supplies spacified
in Senate Bill 312, the Insurance Commissiofer is granted the
specific authority to reguire by rule coverage for additional
ecquipment and supvlies deemed necessary for the treatment and/or
management of diabetes, ”be_Comm.SSLongj&hégmggen granted no
specific rule-making authority relative to the equcQtlonal
provigions set Zorth in the rule. .Howevex, to aveld any
miginterpretation of the pvovls*ors oF Senate Eill 312, the
Commissioner, charged with enficrcement of Chapter 33 of the West
Virginia Code, will issue an informational letter setting forth

the enforcament vosition of his office with regara to diabestes
self-management and diet education.

Page 2




In a comment recelived frdm Primelns, John M. Collins
ragquaests that blood pressure monitoring devices be remcoved as a
covared 1tem since these deviceg are least likely tc be warranted
as medically Hecessary. It . isg the Commissioner’s intent with
this rule to provide covefage fo¥ monitoring eguipment and
supplies medically nedessary as a result of diabetes. Under the
proposed rule, coverage will not be provided unless. the equipment
and supplies are madically necessary because of the diabetic
condition and either prescribed by a licensed physibiéﬁ or upon
written order by a licensed physician.  Thls language ghould
eliminate those concerns expressed by PrimeOne. The blood
pressure monitoring eguipment would not be covered if not
“medically necessary.” _Furthermore; if the physician feelg that
the “monitoring of. blood pressure should mére appropriately Dbs
taken at a physician’s ¢ffice or in other settings by trained
medical proféssionalg,” then he or She would not. prescribe or
order such monitoring equipment. Therxefore, it is the
Commissioner’'s position that coverage IZor blood pressure . .
monitoring devices should not ke regmoved from the list of covered
equipment and supplies. o -

Themas H. Samg, Jr., commenting on behalf of Golden Rule

Insurance Company, suggests that subsection 2.1, subdivision e,
be amended by deleting the language “not limited to,”. and listing
only those items for which the rule intends to mandate coverage.
Mr. Sams contends that where ;@gwcqg@réd benefits are not clearliy
stated, the financial burden to the insurer is unknown and may
cause_a premium increase to West Virginia insureds. We are in
agreement with Golden Rule and amend subsection 2.1, gubdivision
e, to read as follows: “Orthopedic .appliances+ including kut—se:
N

r
imitsd == cianes, crutches and walkers.”

A copy of all comments are attached hereto.

Page 3




RECEIVED

August 16, 1996 ~ AUG 26 M

LEGAL DIVISION
w. YA 06 pery,
Donna Quesenberry, Associate Counsel
West Virginia Insurance Commission
PO Box 50540
1124 Smith Street
Charleston, WV 25205-0540

Dear Ms. Quesenberry:

The West Virginia Diabetes Advisory Committee wishes to express commendations
and concerns relative to the legislaiive rule for diabetes regulations. The equipment
and supplies listed and are inclusive to meet the needs of persons with diabeies and
are broader in scope than most state’s. We are grateful for that. It is unfortunate that
most of the items are listed in the bill rather than as rules since that list may at some
point become obsclete. However, it would appear that in the rules the list has been
expanded and probably could be expanded further in the future if needed.

Our concerns rest with the lack of definition of who provides the education and under
what circumstances. It was our hope that the [anguage related to identification of
provider and type of teaching provided by each would be clarified. For instance, the bill
as written could be interpreted to allow registered dietitians and pharmacists who are
not certified diabetes educators to provide complete diabetes education. There is
considerable evidence, based on advertising of services in some institutions, that many
health care providers have indeed interpreted the bili in that fashion. Although the
wording of the bill cannot be changed at this noint, rules could clarify this issue. A
requirement for prescription for education would clarify the issue, or perhaps a
requirement for referral by a heaith care provider with a personal identification number.
It may be possible for this ammendment to be done before August 26.

Insurance companies and health maintenance organizations should be able to refuse
payment for educational services conducted at point of sale if those services were not
requested by the physician. The referral method used by consultants might also work,
when services are requested by a primary care provider from a consuitant, the
insurance company requires an identification number for that referring physician.
Without an appropriate referral the service is denied for reimbursement.

The scenario that is to be avoided is one in which a primary care clinic hires a certified




diabetes educator (CDE) only to learn that with every insulin or meter prescription the
educational services are being performed by a non-CDE pharmacist who is billing for

that service before the educator sees the patient. If the rules are not clarified, it would
appear that the only solution is for every diabetes supply or medication prescription to
carry the stipulation, “for purchase only, no education” or “for supplies and education.”

Sincerely,

For the West Virginia Diabetes Advisory Committe

Charlotte Nath, RN, EdD, CDE, Chair j/’m 7?2’&4%,
Nabil Jabbour, MD, Member, /@’:ZE————»

—_—

cc: Benry G. Taylor, M.D., M.P.H.
Commi ssioner ‘
WV Bureau for Public Health
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Mas. Donna Quesanberry, Assaciate Counsel
West Virginia Insurance Cormnission
PO Box 50540
1124 Smith Strest
Charleston, WV 253040540

Dear Ms, Quesenberry;

The West Virginia Association of Diabetes Educators wxshes 10 express concarns and commendations
relative to legislative rale for diabetes regulntions. The squipment and supplies ars listed and ars
inclusive to meet the needs of the persons with diabetes,

Our concerns rest with the lack of definition of who provides the education and under what circumstances.
It was our hope that the [anguage related to identification of provider and type of tsaching provided by
each would be clarified The bill cold be interpreted as to allow non-certified digbetes educators to
provide complate disketes education(i.e. pharmaciste, distictans, nurses ete). This is a definits possibility
and is a real cemeern o cur organization. [ believe complete sducation of the disbetic should be reserved
for individuals who have extensive sducation in the field. I suggest 2 mandatory annual number of
conizct howrs in diabetes education for these nou-certified individuals and allow them to provids services
in their scope of practice, ot complete diabetas education . 'Insurance companies and health maivtenance
organizations should be abls to refuse payment for aducational sarvices conducted by thess individuals if
they do not gatisfy the mandatory continuing education hours required. I suggest the continuing education
hours equate to 25-33% of the recuired continuing education for that particular profession by law.

I do not believe that individual profeesions should be “singled out” for raimbursamant danial without
consulting the governing organization for that profession inWest Virginia and obtaining
recommendations from that governing body., :

Sigeerely, ’
J 7 Tomet
Jeffray T. Hamrick, R Ph., C.D.E.

Presidant, West Virginia Association of Diabetes Educators,
President, West Virginia Society of Health-System Pharmacists

i
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An Anthem Health Plan

P.C. Box 1109
Charlaston. Wask Virginia 25324
1-800-407-7481

August 26, 1996 Direct Dial (304) 353-8707

Donna 8. Quesenberry, Associate Counsel
West Virginia Insurance Commissioner
1124 Smith St,

P.O. Box 50540

Charleston, WV 25305-0540

Re: Proposed Rule Series 51 Utilization Managsment
Proposed Rule Series 52 Diabetes Regulation

Dear Ms. Quesenberry:

I have reviewed the above captioned proposed rules and would like to submit two
rminor commernits for your considerstion.

The Utilization Managsment rule defines qualified medical professional as 4 perscn
licensed or certified pursuant to the laws of the State of West Virginia to provide
health cars services to persons. Section 4.7(b) of the rule states that qualified
medical professionals shall review decisions for pre-authorization of medical
services and concurrent review of admissions. This would therefors seem to limit
this activity to individuals only licensed or certified by the State of West Virginia.
There are currently HIMOs licensed in West Virginia with offices based outside the
state. The prof=ssionals performing the utilization management functions for these
entities may only be licensed in the state in which their offices are located. Many of
the newly licensed FMOs as well as future companies that may seek Licensure may
wish to perform certain utilization management functions at central facilities based
at Jocations cutside of West Virginia. This could include the input of specialist or
Madical Directors that serve several companies that are interrelated. [ would
suggest that you amend this section of the regularion to allow for some type of
reciprocity for professionals licensed in other jurisdictions.

The diabetes rule at section 2.1 identifies equipment and supplies that must be
covered if determined to be medically necessary by the prescribing physician,
These [tems would appear to be in addition to the items specifically mentioned at




§ 33-15¢c-1 and § 33-16-16 of the West Virginia Code. One of these items,
specifically item c. at section 2.1 is a blood pressure monitoring device. Thig
device is the least likely item to be warranted as medically necessary. HMOs
generally do not even cover blocd pressure monitoring devices for hypertensive
patients or patients with heart disease. The monitering of blood pressurs should
more appropriately ba taken at a physicians office or in other settings by trained
medical professionals. These professionals are trained to recognize the need for
additional treatment whan high readings cccur that the patiept may not necessarily
recognize. Physicians, primary care physicians in particuler, allow patients with
high bloed pressure to routinely visit their office for blood pressure checks free of
charge. Identifying this item as covered in the regulation tends to raise the standard
of care. Even though HMOs would not consider it medically necessary fora
diabetic patient to monitor their blood pressure at home, the fact that it is identified
in the regulation implies that the member is entitled to the coverage. We would
suggest that this item be removed fror the list.

Thank you for the opportunity t¢ comment on these proposed regulations,

Sincersly,

ohn M, Collins
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GOLDEN RULE INSURANCE COMPANY
7440 WOODLAND DRIVE
INDIANAPOLIS, IN 46278-1719

TELE (317) 297-4123
FAX (317) 297-0908

_ﬁmmau_L_@_u_.ﬁﬂQ@mu

raxs_ 30858 - 0 Y/ PHONE #;
FROM: Jnm S

RE: ﬁ A A (WL )it e QL%’M‘?W
paTE: 8- Q-9 TIMB: _ /{80

Thig transmisgion ¢onsists of ‘5_ pages, including this cover sitest. Ifall pagos ars not recaived or thers ate any
questions, please contact (317) 2974123, extension 7615,

This cover sheet and the materials enclosed with this transmission are the private, confidential property of the
sender, and the materials ate privileged communications intended solely for the receipt, use, bonefit, and
informnation of the intended recipient indicated abova, [Fycu are not the intended recipient, you are herchy
notifled that any review, disclosure, copying, distribution, or the taking of any other agtion in reliange on the
contents of this transmission (s sirictly peohiblted and may result in legal liability on your part. This
cornmunication may be the subject of a legal privilege, Receipt by anyone othet than the intended recjpient
shell not be g waiver of any privilege, If you have received this transmission in error, please notify us
immediately at the above telephone number and arrange for return of this transdcton o us.
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QPERATOR'S NAME: .
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Golden Rule®

August 26, 1996

Ms. Donna 8. Quesenberry

Asaociate Counsel

West Virginig Department of Insurance
P.O, Box 50540

1124 Sraith Street

Charleston, West Virginia 25305-0540

Dear Ms. Quesenberry:

I amt commenting on behalf of Golden Rule Insurance Company with respect to the
proposed rule by the Insurance Commissioner relating to “Diabetes Regulations” -- title
114, Series 52.

Golden Rule is concernsd with the proposed rule as it applies to “orthopedic
appliances.” Section 114-52.2 states, “‘Any policy which provides major medical or
smnlar comprehenswe-type medzcal coverage shali includc coverage for.. thnp.gdi.:

VT L)

Covering canes, crutches, and walkers does not pose a problem. However, the
language, “but not limited to” leaves insurance companies wide-open to any apparatus
which may be considered an “orthopedic appiiance.”

It ig difficult for us to estimate the potential financial impact on our company and more
importantly, out insureds with this type of unknown factor involved. For example,
some types of durable medical equipment which may be considered orthopedic
appliances ¢can cost thousands of dollars,

Golden Rule would suggest the proposed rule be amended by omitting the “but not
limited to” language and listing only those itams for which the rul¢ intends to mandate

coverage.
When mandating coverage and benafits, it is essential to bear in mind the possible

financial consequerces insureds may face, In a rule such as this, where the covered
benefits, or in this case appliances, are not clearly stated, the financial burden i3

Gelden Ruls Insurancs Company Jolden Rule Insurance Company
Home Office Geolden Rule Building

712 Elevernth Strzay 7440 Woodland Drive
Lawrcnecaville, Tlinols 62435 Indianepolis, [ndiana 46278-1719

™ (§18) 843-2000 - ™ (317) 297-4123
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Ms. Donna S. Quesenberry
Page 2
August 26, 1596

unknown. This unknown variable is likely to ¢cause a premium increase for other West
Virginia insureds,

By specifically listing the coversd benefits, companies can better predict the costs
involved in covering these appliances, and can eliminate possible premium increases
associated with the additional benefits.

If you have amy questions or would like any further information, please feel frse to
contact me or our local lobbyist Tom Susman.

Sincarely,

e s )

omas H. Sams, Jr.
Public Policy Specialist
Government Relations

THS/m
Enclosure

cc: Cheryl Lisske
Anita Schrader
Tom Susman




Section

§114-52-1.

§13i4-52-2.

§11£-52-3.

114CS5R52
WEST VIRGINIA LEGISLATIVE RULE
INSURANCE COMMISSIONER

SERIES 52
DIABETES REGULATIONS

General.

Irzurance Coverage for Diabetics.

-Severability.




114C8R52
WEST VIRGINIA LEGISLATIVE RULS
INSURANCE CCMMISSIONER

S=RIES 52 )
DIASETES REGULATIONS

§114-52-1.. General.

1.1. Scope. = The purpcse of -this rule is to g=t forth ths
equipment and supplies for the treatment and/or management of
diapetas which shall bg;gévergd oy méjor medicai ocr similar
comprehensive-type medical coverage if medically necesgsaxy and
either prescribed by a ligegse@”@hysician or uéon written order

by a licensed physician.

1.2. Authority. -- W. Va. Code 8§ 33-2-10, 33-15C-1 and
33-16-16. . . __. = '

1.3. Filing Dats. --

1.4. Effective Date. --

§114-52-2. - Insurance Coverage for Diabetics.

2.1. ExXcdept as provided in W. Va. Code § 33-1i5-6, any policy
which provides major medical or similar comprehensive-type
medical coverage shall ingiude covgrage for the following
eqguipment and supdlies for the treatment and/or management of
diabstes for both insulin dependent and noninstlin dependent
persons with diabetes and those with gestaticnal diabetes, if
medically necessary because of the diabetic cornditicon and either
prescrinsd by a licensed physiclan or upen written order by a
licensed physician: i

a.. Urine ketone testing strips;
b. Urinhed microalbumin test;
c. Blcod presgure monitorning device;

Podiatric appliances and therapeutic footwesar; and

[o N




Insdrands Commnissioner
Legislative Rule .
Title 1724, Series 52 '

e. Orthopedic appliznces includind zanes, c¢rutches
and walkers. . T

§114-52-3. .- SBeverability.
3.1.. If any brovisiocn of this rule or the applicaticn of
this rile to any person or cifcumstances is for any reasoen held

to be invalid, the remainder of the rule and the applicaticn cof
the provisions to other persons or circumstances shall not be R
affectaed by the holding. R :




