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SENATE AMENDMENT ,
TO 2005 SENATE BILL 288

At the locations indicated, amend the bill as follows:

1. Page 4, line 19: delete lines 19 to 21.

(END)
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Proposed language recar{i;m the éef‘ nitiof of “Routine patient care Tosts™.
* (Proposed language would replace LRBa1125/1)
Section 10. 632.87 (6) of the stafutes is created to read:
632.87 (6) (2) For purposes of this { ] “routine patient care costs” means all of
the foi!ewmg.
1. coverage for any health care service, item, or drug for the treatment of cancer
that is administered in a clinical trial if an insured person’s policy, plan, or contract
would have covered the health care service, item, or drug had it not been administered in Q / '
a clinical trial. } N
2. health care services, items, and drugs that are typically provided in health care; ”\@;"%’M'
including all health care services, items and drugs that are provided to the patient during {}&’ L
. the course of treatment in the cancer clinical trial for a condition, or one of its g PRy
o

complications, that is consistent with the usual and customary standard of care and would '{};%Wﬁ? ¥
be covered if the insured person were not enrolled i m a cancer clinical trial. C:“M b ?ﬁ;}%

(b} Notwithstanding te provisions of par. (a), rcsutinc patien “are Costs shall not @
include the health care service, item, or investigational drug that is the subject of the trial; »gx{f:x“
any service, item, or drug provided solely to satisfy data cc..zction and analysis nceds
f:hat arg not usea in ihe direct chmca; management Of ’me patient; g Lig :

I dmg or device that nas not been approved for market oy the federal Food =~
and Drug Administration; transportation, lodging, food or any other expenses associated ¥
with travel to or from a facility providing the cancer clinical trial, for the insured person

or any family member or companion: any services, items, or drugs provided by the trial
sponsors free of charge for any patient; or any services, items, or drugs that are eligivle

for reimbursement by a person other than the insurer, including the sponsor of the trial.

(¢) No policy, plan, or contract may exclude coverage for any “routine patient
care costs” for the treatment of cancer that are administered in a clinical trial if the
clinical trial satisfies all of the following.

:  purpese of the trial is to test wncﬁ}s; the hﬁ;&m&mmn poteﬁis,a}ia
improves the pczYHC;}"ﬁf} ’
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The trial has therepeutic intent and 1s not designed exclusively fo test toxicity
or disease pathophysiclogy. —
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Greetings,

As we discussed at this afternoon’s meeting, here is the language we would like to include relating to diagnostic

- On the first pagé of the WALHI pfoposal, in paragraph er-t—thrat- } wi ustomary
“standard of care” add: [ including the type and frequency of any diagnostic modality,’

th the usual and ¢

-

modality:

The concerns prompting this addition of the language are as follows:

1. Diagnostic modalities--x-rays, MRI, CT scans, blood tests, etc.--are often part of standard treatment;
however, a course of therapy will typically involve one or two scans, for example. Inclusion of the language clarifies
that coverage for any diagnostic modalities called for in the trial is limited to the modalities typically found in
standard cancer treatment. Further, the language protects the insured purchasers from being responsible for the
cost of multiple scans, for example, that are not consistent with standard care but are instead part of the

experimental protocol.

2. Explicit language leaves no question with respect to the intent of the legislation. And since diagnostic
modalities are a big part of experimental treatment, it is likely there would be disputes without such fanguage.

Additionally, we are in the process of checking with our members to get reaction on the outcome of today's

discussion.

Regards,

Paul



Proposed Modification to Senate Amendment 3 (LRBal126/1) Relating to Out-of-
Network Coverage.

Ve B

(b) The coverage that may not be excluded under this subsectlon is subject to all . .
terms, conditions, restrictions, exclusions, and limitations that apply to any other" {,\
coverage under the policy, plan or contract, including the treatment of services
performed by participating and non-participating providers.

(c) Nothing in this (section) shall require a plan, policy, or contract to offer, nor
prohibit a plan, policy, or contract from offering, clinical trial services by a
participating provider.

(d) Nothing in this section shall require the clinical trial services performed by a non- | o &U}ﬁ”
participating provider to be reimbursed at a participating provider rate. —~ | Y4
)%’
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Use the appropriate components and routines developed for substitute amendments.

4O LS -please
7 \A /SUBSTITUTE AMENDMENT CJ\
TO 2005 5B (AB/ AR / eb%"? Sal-ﬁ'ﬂ

AN ACT ... [generate catalog] to repeal . . . ; to renumber . . . ; to consolidate and

renumber . . . ; to renumber and amend . . . ; to consolidate, renumber and

amend . .. ;toamend . .. ;torepeal and recreate .. . ;and to create ... of the

statutes; relating to:

.........................................................................
........................

........................

........................

[NoTE: See section 4.02 (2) (br), Drafting Manual, for specific order of
standard phrases.]

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

SECTION #.

[rev: 8/31/04 2005DFO0S(fm)]
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SENATE SUBSTITUTE AMENDMENT, \
Y, TO 2005 SENATE BILL 288 /

/ f e

1 AN ACT to renumber 6;52 855 (3); to amend 40.51 (8), 66.0137 (4), 120.13(2) (g),

K

2 185.981 (4t), 185 5/83 (1) (intro.), 632.855 (2) (1nty’§/and 632.87 (1); and to
3 create 632. 855/ (3) (bm) and 632.87 (6) of the statutes; relating to: coverage
4 of certain health care costs in cancer clinical trials.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows: J

5 SECTION 1. 40.51 (8) of the statutes is amended to read:
6 40.51 (8) Every health care coverage plan offered by the state under sub. (6)
7 shall comply with ss. 631.89, 631.90, 631.93 (2), 631.95, 632.72 (2), 632.746 (1) to (8)

8 and (10), 632.747, 632.748, 632.83, 632.835, 632.85, 632.853, 632.855, 632.87 (3) to
9 5} (6), 632.895 (5m) and (8) to (14) and 632.896.

10 SECTION 2. 66.0137 (4)‘o/f the statutes is amended to read:
11 66.0137 (4) SELF-INSURED HEALTH PLANS. If a city, including a 1st class city, or

12 a village provides health care benefits under its home rule power, or if a town
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SECTION 2

provides health care benefits, to its officers and employees on a self-insured basis,
the self-insured plan shall comply with ss. 49.493 (3) (d), 631.89, 631.90, 631.93 (2),
632.746 (10) (a) 2. and (b) 2., 632.747 (3), 632.85, 632.853, 632.855, 632.87 (4) and,
(5), and (6), 632.895 (9) to (14), 632.896 and 767.25 (4m) (d).

SEcCTION 3. 120.13 (2) (g)'!f the statutes is amended to read:

120.13 (2) (g) Every self-insured plan under par. (b) shall comply with ss.
49.493 (3) (d), 631.89, 631.90, 631.93 (2), 632.746 (10) (a) 2. and (b) 2., 632.747 (3),
632.85, 632.853, 632.855, 632.87 (4) and, (5), and (6), 632.895 (9) to (14), 632.896 and
767.25 (4m) (d).

SECTION 4. 185.981 (4t) of the statutes is amended to read:

185.981 (4t) A sickness care plan operated by a cooperative association is
subject to ss. 252.14, 631.17, 631.89, 631.95, 632.72 (2), 632.745 to 632.749, 632.85,
632.853, 632.855, 632.87 (2m), (3), (4) and, (5), and (6), 632.895 (10) to (14) and
632.897 (10) and chs. 149 and 155.

SECTION 5. 185.983 (1) (intro.) of the statutes is amended to read:

185.983 (1) Every such voluntary nonprofit sickness care plan shall be exempt
from chs. 600 to 646, with the exception of ss. 601.04, 601.13, 601.31, 601.41, 601.42,
601.43, 601.44, 601.45, 611.67, 619.04, 628.34 (10), 631.17, 631.89, 631.93, 631.95,
632.72 (2), 632.745 to 632.749, 632.775, 632.79, 632.795, 632.85, 632.853, 632.855,
632.87 (2m), (3), (4) and, (5), and (6), 632.895 (5) and (9) to (14), 632.896 and 632.897
(10) and chs. 609, 630, 635, 645 and 646, but the sponsoring association shall:

SECTION 6. 632.855 (2) (intro.)‘{)’f the statutes is amended to read:

632.855 (2) DISCLOSURE OF LIMITATIONS. (intro.) -A- Subject to s. 632.87 (6), a

health care plan or a self-insured health plan that limits coverage of experimental
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SECTION 6

treatment shall define the limitation and disclose the limits in any agreement, policy
or certificate of coverage. This disclosure shall include the following information:

SECTION 7. 632.855 (3)‘{)f the statutes is renumbered 632.855 (3) (am).

SECTION 8. 632.855 (3) (bm)Jof the statutes is created to read:

632.855 (3) (bm) A health care plan or a self-insured health plan may not deny
coverage under par. (am) of an experimental treatment, procedure, drug, or device
for an insured if the denial violates s. 632.87 (6).

SECTION 9. 632.87 (1) of the statutes is amended to read:

632.87 (1) No insurer may refuse to provide or pay for benefits for health care
services provided by a licensed health care professional on the ground that the
services were not rendered by a physician as defined in s. 990.01 (28), unless the
contract clearly excludes services by such practitioners, but no contract or plan may
exclude services in violation of sub. (2), (2m), (3), (4) ex, (5), or (6).

SECTION 10. 632.87 (6){f the statutes is created to read:

632.87 (6) (a) 1. Except as provided in subd. 2., in this subsection, “routine
patient care” means all of the following:

a. All health care services, items, and drugs for the treatment of cancer.

b. All health care services, items, and drugs that are typically provided in
health care; including health care services, items, and drugs provided to a patient
during the course of treatment in a cancer clinical trial for a condition or any of its
complications; and that are consistent with the usual and customary standard of
care, including the type and frequency of any diagnostic modality.

2. “Routine patient care” does not include the health care service, item, or
investigational drug that is the subject of the cancer clinical trial; any health care

service, item, or drug provided solely to satisfy data collection and analysis needs
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SECTION 10

that are not used in the direct clinical management of the patient; an investigational
drug or device that has not been approved for market by the federal food and drug
administration; transportation, lodging, food, or other expenses for the patient or a
family member or companion of the patient that are associated with travel to or from
a facility providing the cancer clinical trial; any services, items, or drugs provided by
the cancer clinical trial sponsors free of charge for any patient; or any services, items,
or drugs that are eligible for reimbursement by a person other than the insurer,
including the sponsor of the cancer clinical trial.

(b) No policy, plan, or contract may exclude coverage for the cost of any routine
patient care that is administered to an insured in a cancer clinical trial satisfying the
criteria under par. (c) and that would be covered under the policy, plan, or contract
if the insured were not enrolled in a cancer clinical trial.

(c) A cancer clinical trial under par. (b) must satisfy all of the following criteria:

1. A purpose of the trial is to test whether the intervention potentially improves
the trial participant’s health outcomes.

2. The treatment provided as part of the trial is given with the intention of
improving the trial participant’s health outcomes.

3. The trial has therapeutic intent and is not designed exclusively to test
toxicity or disease pathophysiology.

4. The trial does one of the following:

a. Tests how to administer a health care service, item, or drug for the treatment
of cancer.

b. Tests responses to a health care service, item, or drug for the treatment of

cancer.
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SECTION 10

c. Compares the effectiveness of health care services, items, or drugs for the
treatment of cancer with that of other health care services, items, or drugs for the
treatment of cancer.

d. Studies new uses of health care services, items, or drugs for the treatment
of cancer.

5. The trial is approved by one of the following:

a. A National Institute of Health, or one of its cooperative groups or centers,
under the federal department of health and human services.

b. The federal food and drug administration.

c. The federal department of defense.

d. The federal department of veterans affairs.

(d) 1. The coverage that may not be excluded under this subsection shall apply
to all phases of a cancer clinical trial.

2. The coverage that may not be excluded under this subsection is subject to
all terms, conditions, restrictions, exclusions, and limitations that apply to any other
coverage under the policy, plan, or contract, including the treatment under the policy,
plan, or contract of services performed by participating and nonparticipating
providers.

(e) 1. Nothing in the subsection requires a policy, plan, or contract to offer; or
prohibits a policy, plan, or contract from offering; cancer clinical trial services by a
participating provider.

2. Nothing in this subsection requires services that are performed in a cancer
clinical trial by a nonparticipating provider of a policy, plan, or contract to be
reimbursed at the same rate as a participating provider of the policy, plan, or

contract.
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SEcCTION 11. Initial applicability.

(1) This act first applies to all of the following:

yaccy

(a) Except as provided in paragraphs (b) and (c), disability insurance policies
that are issued or renewed, and self-insured health plans that are established,
extended, modified, or renewed, on the effective date of this paragraph.

(b) Disability insurance policies covering employees who are affected by a
collective bargaining agreement containing provisions inconsistent with this act
that are issued or renewed on the earlier of the following:

1. The day on which the collective bargaining agreement expires.

2. The day on which the collective bargaining agreement is extended, modified,
or renewed.

(c) Self-insured health plans covering employees who are affected by a
collective bargaining agreement containing provisions inconsistent with this act
that are established, extended, modified, or renewed on the earlier of the following:

1. The day on which the collective bargaining agreement expires.

2. The day on which the collective bargaining agreement is extended, modified,
or renewed.

SEcTION 12. Effective date.

(1) This act takes effect on the first day of the 7th month beginning after
publication.

(END)
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November 10, 2005

This substitute amendment is the same as Senate Substitute Amendment 1 to Senate
Bill 288.

Pamela J. Kahler

Senior Legislative Attorney

Phone: (608) 266-2682

E-mail: pam.kahler@legis.state.wi.us



