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SB 593, As Passed Senate, February 29, 2000

REPRI NT
HOUSE SUBSTI TUTE FOR
SENATE BILL NO 593
(As passed the House, February 23, 2000)

A bill to amend 1978 PA 368, entitled
"Public health code,"”
by anmendi ng sections 16221 and 16226 (MCL 333. 16221 and
333.16226), section 16221 as anended by 1998 PA 227 and section
16226 as anended by 1998 PA 109, and by addi ng sections 17020 and
17520.

THE PEOPLE OF THE STATE OF M CHI GAN ENACT:

Sec. 16221. The departnent may investigate activities
related to the practice of a health profession by a |licensee, a
registrant, or an applicant for licensure or registration. The
departnment may hol d hearings, adm nister oaths, and order rele-
vant testinony to be taken and shall report its findings to the
appropriate disciplinary subcommttee. The disciplinary
subcomm ttee shall proceed under section 16226 if it finds that 1

or nore of the foll ow ng grounds exist:
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(a) Aviolation of general duty, consisting of negligence or
failure to exercise due care, including negligent delegation to
or supervision of enployees or other individuals, whether or not
injury results, or any conduct, practice, or condition which
inmpairs, or may inpair, the ability to safely and skillfully
practice the health profession.

(b) Personal disqualifications, consisting of 1 or nore of
the foll ow ng:

(i) I nconpetence.

(ii) Subject to sections 16165 to 16170a, substance abuse as
defined in section 6107.

(iii) Mental or physical inability reasonably related to and
adversely affecting the licensee’s ability to practice in a safe
and conpetent manner.

(iv) Declaration of nental inconpetence by a court of conpe-
tent jurisdiction.

(v) Conviction of a m sdeneanor puni shable by inprisonnent
for a maximumtermof 2 years; a m sdeneanor involving the ille-
gal delivery, possession, or use of a controlled substance; or a
felony. A certified copy of the court record is conclusive evi-
dence of the conviction.

(vi) Lack of good noral character.

(vii) Conviction of a crimnal offense under sections 520a
to 5201 of the M chigan penal code, 1931 PA 328, MCL 750.520a to
750.5201. A certified copy of the court record is concl usive
evi dence of the conviction.
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(viii) Conviction of a violation of section 492a of the
M chi gan penal code, 1931 PA 328, MCL 750.492a. A certified copy
of the court record is conclusive evidence of the conviction.

(i x) Conviction of a m sdenmeanor or felony involving fraud
in obtaining or attenpting to obtain fees related to the practice
of a health profession. A certified copy of the court record is
concl usi ve evi dence of the conviction.

(x) Final adverse administrative action by a |licensure, reg-
istration, disciplinary, or certification board involving the

hol der of, or an applicant for, a license or registration regu-
| ated by another state or a territory of the United States, by
the United States mlitary, by the federal governnment, or by
anot her country. A certified copy of the record of the board is
concl usi ve evidence of the final action.

(xi) Conviction of a m sdeneanor that is reasonably rel ated
to or that adversely affects the licensee’s ability to practice

in a safe and conpetent nmanner. A certified copy of the court
record i s conclusive evidence of the conviction.

(c) Prohibited acts, consisting of 1 or nore of the
fol | ow ng:

(i) Fraud or deceit in obtaining or renewing a |license or
regi stration.

(ii) Permitting the Iicense or registration to be used by an
unaut hori zed person.

(iii) Practice outside the scope of a |icense.

(iv) Obtaining, possessing, or attenpting to obtain or
possess a controll ed substance as defined in section 7104 or a
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drug as defined in section 7105 without |awful authority; or
selling, prescribing, giving away, or adm nistering drugs for
ot her than | awful diagnostic or therapeutic purposes.

(d) Unethical business practices, consisting of 1 or nore of
the foll ow ng:

(i) False or m sleading adverti sing.

(ii) Dviding fees for referral of patients or accepting
ki ckbacks on nedi cal or surgical services, appliances, or nedica-
tions purchased by or in behalf of patients.

(iii) Fraud or deceit in obtaining or attenpting to obtain
third party rei nbursenent.

(e) Unprofessional conduct, consisting of 1 or nore of the
fol | ow ng:

(i) Msrepresentation to a consuner or patient or in obtain-
ing or attenpting to obtain third party rei mbursenent in the
course of professional practice.

(ii) Betrayal of a professional confidence.

(iii) Pronotion for personal gain of an unnecessary drug,
device, treatnent, procedure, or service.

(iv) Directing or requiring an individual to purchase or
secure a drug, device, treatnent, procedure, or service from
anot her person, place, facility, or business in which the
| i censee has a financial interest.

(f) Failure to report a change of nane or nmiling address
within 30 days after the change occurs.

(g) Aviolation, or aiding or abetting in a violation, of
this article or of a rule pronulgated under this article.

02939’ 99 (H 2)
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(h) Failure to conply with a subpoena issued pursuant to
this part, failure to respond to a conpl aint issued under this
article or article 7, failure to appear at a conpliance confer-
ence or an admnistrative hearing, or failure to report under
section 16222 or 16223.

(i) Failure to pay an installnent of an assessnent | evied
pursuant to —section—2504—o6f— the insurance code of 1956, 1956 PA
218, MCL —5606:25064— 500. 100 TO 500.8302, within 60 days after
notice by the appropriate board.

(j) Aviolation of section 17013 or 17513.

(k) Failure to neet 1 or nore of the requirenments for |icen-
sure or registration under section 16174.

(I') Aviolation of section 17015 or 17515.

(m A violation of section 17016 or 17516.

(n) Failure to conply with section 9206(3).

(o) Aviolation of section 5654 or 5655.

(p) Aviolation of section 16274.

(Q A VICOLATION OF SECTION 17020 OR 17520.

Sec. 16226. (1) After finding the existence of 1 or nore of
the grounds for disciplinary subcommttee action listed in sec-
tion 16221, a disciplinary subconmttee shall inpose 1 or nore of
the foll owi ng sanctions for each violation:

Violations of Section 16221 Sancti ons
Subdi vision (a), (b)(ii), Probation, limtation, denial,
(b)(iv), (b)(vi), or suspensi on, revocation

02939’ 99 (H 2)
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(b)(vii)
Subdi vision (b)(viii)
Subdi vision (b) (i),
(b)(iii), (b)(v),
(b) (i x),
(b)(x), or (b)(xi)
Subdi vision (c) (i)

Subdi vision (c)(ii)

Subdi vision (c)(iii)

Subdi vision (c) (iv)
or (d)(iii)

Subdi vision (d) (i)

or (d)(ii)

Subdi vision (e) (i)

02939’ 99 (H 2)
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restitution, conmunity service,
or fine.

Revocation or denial.

Limtation, suspension,

revocati on, denial,

probation, restitution,
comunity service, or fine.

Deni al ,

probati on,

revocati on, suspension,

limtation, comu-
nity service, or fine.
Deni al ,

restitution,

suspensi on, revocation,

comunity service,
or fine.

Probati on, denial, suspension,

revocation, restitution, commu-

nity service, or fine.

Fi ne, probation, denial,

suspensi on, revocation, comu-

nity service,

or restitution.

Repri mand, fine, probation,

comunity service, denial

or restitution.

Repri mand, fine, probation,

limtation, suspension, conmmu-

nity service, denial, or

restitution.
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Subdi vision (e)(ii)
or (h)

Subdi vision (e)(iii)
or (e)(iv)

Subdi vi si on

(f)
(9)

Subdi vi si on

Subdi vi sion (i)
Subdi vision (j),
(0), R (Q

Subdi vi si on (k)

—ot—

Subdi vision (1) or (n)

Subdi vi sion (m
Subdi vi si on (p)

(2) Determ nation of sancti
section shall be made by a disci

judicial review, the court of ap
deci sion or order of a disciplin
substantial rights of the petiti
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Repri mand, probation,

suspensi on, restitution, comu-

nity service, denial, or fine.

Repri mand, fine, probation,

suspensi on, revocation, limta-

tion, conmunity service,

denial, or restitution.

Repri mand or fine.
Repri mand, probation, denial,

suspensi on, revocation, limta-

tion, restitution, conmunity

service, or fine.

Suspensi on or fine.

Repri mand or fine.

Repri mand, denial, or
limtation.

Deni al, revocation, restitution,
probation, suspension, limta-
tion, reprimnd, or fine.

Revocation or denial.

Revocati on.

ons for violations under this
I f,
peal s determines that a fina

plinary subconm ttee. during

ary subcomm ttee prejudices

oner for 1 or nore of the grounds
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listed in section 106 of the admi nistrative procedures act of
1969, 1969 PA 306, MCL 24.306, and holds that the final decision
or order is unlawful and is to be set aside, the court shal
state on the record the reasons for the holding and may renand
the case to the disciplinary subcommttee for further

consi derati on.

(3) Adisciplinary subcommttee may i npose a fine of up to,
but not exceeding, $250,000.00 for a violation of
section 16221(a) or (b).

(4) A disciplinary subcommttee may require a |licensee or
regi strant or an applicant for |icensure or registrati on who has
violated this article or article 7 or a rule pronul gated under
this article or article 7 to satisfactorily conplete an educa-
tional program a training program or a treatnent program a
mental , physical, or professional conpetence exanmi nation, or a
conbi nati on of those prograns and exam nati ons.

SEC. 17020. (1) EXCEPT AS OTHERW SE PROVI DED FOR A TEST
PERFORMED UNDER SECTI ON 5431 AND EXCEPT AS OTHERW SE PROVI DED BY
LAW BEG NNI NG UPON THE EXPI RATI ON OF 6 MONTHS AFTER THE EFFEC-

TI VE DATE OF THE AMENDATORY ACT THAT ADDED THI S SECTI ON, A PHYSI -
Cl AN OR AN | NDI VI DUAL TO WHOM THE PHYSI Cl AN HAS DELEGATED AUTHOR-
| TY TO PERFORM A SELECTED ACT, TASK, OR FUNCTI ON UNDER SECTI ON
16215 SHALL NOT ORDER A PRESYMPTONVATI C OR PREDI CTI VE GENETI C TEST
W THOUT FI RST OBTAI NI NG THE WRI TTEN, | NFORMED CONSENT OF THE TEST
SUBJECT, PURSUANT TO THI S SECTI ON.

(2) FOR PURPOSES OF SUBSECTION (1), WRI TTEN, | NFORVED
CONSENT CONSI STS OF A SI GNED WRI TI NG EXECUTED BY THE TEST SUBJECT

02939’ 99 (H 2)
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OR THE LEGALLY AUTHORI ZED REPRESENTATI VE OF THE TEST SUBJECT THAT
CONFI RM5 THAT THE PHYSI Cl AN OR THE | NDI VI DUAL ACTI NG UNDER THE
DELEGATORY AUTHORI TY OF THE PHYSI Cl AN HAS EXPLAI NED, AND THE TEST
SUBJECT OR THE LEGALLY AUTHORI ZED REPRESENTATI VE OF THE TEST
SUBJECT UNDERSTANDS, AT A MNIMUM ALL OF THE FOLLOW NG

(A) THE NATURE AND PURPCSE OF THE PRESYMPTOVATI C OR PREDI C-
TI VE GENETI C TEST.

(B) THE EFFECTI VENESS AND LI M TATI ONS OF THE PRESYMPTOVATI C
OR PREDI CTI VE GENETI C TEST.

(© THE | MPLI CATI ONS OF TAKI NG THE PRESYMPTOVATI C OR PREDI C-
TI'VE GENETI C TEST, | NCLUDI NG, BUT NOT LIMTED TO THE MEDI CAL
Rl SKS AND BENEFI TS.

(D) THE FUTURE USES OF THE SAMPLE TAKEN FROM THE TEST
SUBJECT | N ORDER TO CONDUCT THE PRESYMPTOVATI C OR PREDI CTI VE
GENETI C TEST AND THE | NFORMATI ON OBTAI NED FROM THE PRESYMPTOVATI C
OR PREDI CTI VE GENETI C TEST.

(E) THE MEANI NG OF THE PRESYMPTOVATI C OR PREDI CTI VE GENETI C
TEST RESULTS AND THE PROCEDURE FOR PROVI DI NG NOTI CE OF THE
RESULTS TO THE TEST SUBJECT.

(F) WHO W LL HAVE ACCESS TO THE SAMPLE TAKEN FROM THE TEST
SUBJECT | N ORDER TO CONDUCT THE PRESYMPTOVATI C OR PREDI CTI VE
GENETI C TEST AND THE | NFORMATI ON OBTAI NED FROM THE PRESYMPTOVATI C
OR PREDI CTI VE GENETI C TEST, AND THE TEST SUBJECT' S RI GHT TO CON
FI DENTI AL TREATMENT OF THE SAVMPLE AND THE | NFORMATI ON.

(3) WTHIN 6 MONTHS AFTER THE EFFECTI VE DATE OF THE AMENDA-
TORY ACT THAT ADDED THI S SECTI ON, THE DEPARTMENT OF COVMMUNI TY
HEALTH, | N CONSULTATION WTH THE M CH GAN BOARD OF MEDI CI NE, THE

02939’ 99 (H 2)
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M CHI GAN BOARD OF OSTEOPATHI C MEDI CI NE AND SURGERY, AT LEAST 1
PHYSI CIl AN WHO | S BOARD CERTI FI ED BY THE AMERI CAN BOARD OF MEDI CAL
GENETI CS, AND APPROPRI ATE PROFESSI ONAL ORGANI ZATI ONS, SHALL
DEVELOP AND DI STRI BUTE A MODEL | NFORMED CONSENT FORM FOR PURPOSES
OF THI' S SECTI ON THAT PRACTI TI ONERS MAY ADOPT. THE DEPARTMENT OF
COVWUNI TY HEALTH SHALL | NCLUDE IN THE MODEL FORM AT LEAST ALL OF
THE | NFORVMATI ON REQUI RED UNDER SUBSECTI ON (2). THE DEPARTMENT OF
COVWUNI TY HEALTH SHALL DI STRI BUTE THE MODEL FORM TO PHYSI Cl ANS
AND OTHER | NDI VI DUALS SUBJECT TO THI S SECTI ON UPON REQUEST AND AT
NO CHARGE. THE DEPARTMENT OF COVMUNI TY HEALTH SHALL REVI EW THE
MODEL FORM AT LEAST ANNUALLY FOR 5 YEARS AFTER THE FI RST MODEL
FORM | S DI STRI BUTED, AND SHALL REVI SE THE MODEL FORM | F NECESSARY
TO MAKE THE FORM REFLECT THE LATEST DEVELOPMENTS | N MEDI CAL
GENETI Cs.

(4) THE DEPARTMENT OF COVMUNI TY HEALTH, | N CONSULTATI ON W TH
THE ENTI TI ES DESCRI BED | N SUBSECTI ON (3), MAY ALSO DEVELOP AND
DI STRI BUTE A PAMPHLET THAT PROVI DES FURTHER EXPLANATI ON OF THE
| NFORMATI ON | NCLUDED | N THE MODEL | NFORMED CONSENT FORM

(5) I'F A TEST SUBJECT OR H'S OR HER LEGALLY AUTHORI ZED REP-
RESENTATI VE SI GNS A COPY OF THE MODEL | NFORMED CONSENT FORM
DEVELOPED AND DI STRI BUTED UNDER SUBSECTI ON (3), THE PHYSI Cl AN OR
| NDI VI DUAL ACTI NG UNDER THE DELEGATORY AUTHORI TY OF THE PHYSI Cl AN
SHALL G VE THE TEST SUBJECT A COPY OF THE SI GNED | NFORVED CONSENT
FORM AND SHALL | NCLUDE THE ORI G NAL S| GNED | NFORMED CONSENT FORM
I N THE TEST SUBJECT' S MEDI CAL RECORD.

(6) I'F A TEST SUBJECT OR H'S OR HER LEGALLY AUTHORI ZED
REPRESENTATI VE SI GNS A COPY OF THE MODEL | NFORVED CONSENT FORM

02939’ 99 (H 2)
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DEVELOPED AND DI STRI BUTED UNDER SUBSECTI ON (3), THE TEST SUBJECT
| S BARRED FROM SUBSEQUENTLY BRI NG NG A ClVIL ACTI ON FOR DAMAGES
AGAI NST THE PHYSI Cl AN, OR AN | NDI VI DUAL TO WHOM THE PHYSI Cl AN
DELEGATED THE AUTHORI TY TO PERFORM A SELECTED ACT, TASK, OR FUNC-
TI ON UNDER SECTI ON 16215, WHO ORDERED THE PRESYMPTOVWATI C OR PRE-
DI CTI VE GENETI C TEST, BASED ON FAI LURE TO OBTAI N | NFORVED CONSENT
FOR THE PRESYMPTOVATI C OR PREDI CTI VE GENETI C TEST.

(7) A PHYSICIAN S DUTY TO | NFORM A PATI ENT UNDER THI S SEC-

TI ON DOES NOT REQUI RE DI SCLOSURE OF | NFORMATI ON BEYOND WHAT A
REASONABLY WELL- QUALI FI ED PHYSI CI AN LI CENSED UNDER THI S ARTI CLE
WOULD KNOW

(8) EXCEPT AS OTHERW SE PROVI DED | N SUBSECTI ON (9), AS USED
IN THI S SECTI ON:

(A) "CGENETI C | NFORVATI ON' MEANS | NFORMATI ON ABOUT A GENE,
GENE PRODUCT, OR | NHERI TED CHARACTERI STI C WHI CH | NFORMATION | S
DERI VED FROM A GENETI C TEST.

(B) "CGENETIC TEST" MEANS THE ANALYSI S OF HUVAN DNA, RNA,
CHROMOSOVES, AND THOSE PROTEI NS AND METABOLI TES USED TO DETECT
HERI TABLE OR SOVATI C DI SEASE- RELATED GENOTYPES OR KARYOTYPES FOR
CLI Nl CAL PURPOSES. A GENETI C TEST MUST BE GENERALLY ACCEPTED I N
THE SCI ENTI FI C AND MEDI CAL COVMUNI TI ES AS BEI NG SPECI FI CALLY
DETERM NATI VE FOR THE PRESENCE, ABSENCE, OR MUTATI ON OF A GENE OR
CHROMOSOVE | N ORDER TO QUALI FY UNDER THI' S DEFI NI TION. GENETIC
TEST DOES NOT | NCLUDE A ROUTI NE PHYSI CAL EXAM NATI ON OR A ROUTI NE
ANALYSI S, | NCLUDI NG, BUT NOT LIMTED TO, A CHEM CAL ANALYSIS, OF
BODY FLUI DS, UNLESS CONDUCTED SPECI FI CALLY TO DETERM NE THE
PRESENCE, ABSENCE, OR MUTATI ON OF A GENE OR CHROMOSQME.

02939’ 99 (H 2)
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(© "PREDI CTI VE GENETI C TEST" MEANS A GENETI C TEST PERFORMED
FOR THE PURPOSE OF PREDI CTI NG THE FUTURE PROBABI LI TY THAT THE
TEST SUBJECT W LL DEVELOP A GENETI CALLY RELATED DI SEASE OR
Dl SABI LI TY.

(D) "PRESYMPTOVATI C GENETI C TEST" MEANS A GENETI C TEST PER-
FORMED BEFORE THE ONSET OF CLI NI CAL SYMPTOVS OR | NDI CATI ONS OF
DI SEASE.

(9) FOR PURPOSES OF SUBSECTION (8)(B), THE TERM " CGENETI C
TEST" DOES NOT | NCLUDE A PROCEDURE PERFORMED AS A COVPONENT OF
Bl OVEDI CAL RESEARCH THAT |'S CONDUCTED PURSUANT TO FEDERAL COVVON
RULE UNDER 21 C. F. R PARTS 50 AND 56 AND 45 C. F. R PART 46.

SEC. 17520. (1) EXCEPT AS OTHERW SE PROVI DED FOR A TEST
PERFORMED UNDER SECTI ON 5431 AND EXCEPT AS OTHERW SE PROVI DED BY
LAW BEG NNI NG UPON THE EXPI RATI ON OF 6 MONTHS AFTER THE EFFEC-

TI VE DATE OF THE AMENDATORY ACT THAT ADDED THI S SECTI ON, A PHYSI -
Cl AN OR AN | NDI VI DUAL TO WHOM THE PHYSI Cl AN HAS DELEGATED AUTHOR-
| TY TO PERFORM A SELECTED ACT, TASK, OR FUNCTI ON UNDER SECTI ON
16215 SHALL NOT ORDER A PRESYMPTONVATI C OR PREDI CTI VE GENETI C TEST
W THOUT FI RST OBTAI NI NG THE WRI TTEN, | NFORMED CONSENT OF THE TEST
SUBJECT, PURSUANT TO THI S SECTI ON.

(2) FOR PURPCSES OF SUBSECTION (1), WRITTEN, | NFORMVED CON
SENT CONSI STS OF A SI GNED WRI TI NG EXECUTED BY THE TEST SUBJECT OR
THE LEGALLY AUTHORI ZED REPRESENTATI VE OF THE TEST SUBJECT THAT
CONFI RM5 THAT THE PHYSI Cl AN OR THE | NDI VI DUAL ACTI NG UNDER THE
DELEGATORY AUTHORI TY OF THE PHYSI Cl AN HAS EXPLAI NED, AND THE TEST
SUBJECT OR THE LEGALLY AUTHORI ZED REPRESENTATI VE OF THE TEST
SUBJECT UNDERSTANDS, AT A MNIMUM ALL OF THE FOLLOW NG

02939’ 99 (H 2)
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(A) THE NATURE AND PURPOCSE OF THE PRESYMPTOVATI C OR
PREDI CTI VE GENETI C TEST.

(B) THE EFFECTI VENESS AND LI M TATI ONS OF THE PRESYMPTOVATI C
OR PREDI CTI VE GENETI C TEST.

(© THE | MPLI CATI ONS OF TAKI NG THE PRESYMPTOVATI C OR PREDI C-
TI'VE GENETI C TEST, | NCLUDI NG, BUT NOT LIM TED TO THE MEDI CAL
Rl SKS AND BENEFI TS.

(D) THE FUTURE USES OF THE SAMPLE TAKEN FROM THE TEST
SUBJECT | N ORDER TO CONDUCT THE PRESYMPTOVATI C OR PREDI CTI VE
GENETI C TEST AND THE | NFORMATI ON OBTAI NED FROM THE PRESYMPTOVATI C
OR PREDI CTI VE GENETI C TEST.

(E) THE MEANI NG OF THE PRESYMPTOVATI C OR PREDI CTI VE GENETI C
TEST RESULTS AND THE PROCEDURE FOR PROVI DI NG NOTI CE OF THE
RESULTS TO THE TEST SUBJECT.

(F) WHO W LL HAVE ACCESS TO THE SAMPLE TAKEN FROM THE TEST
SUBJECT | N ORDER TO CONDUCT THE PRESYMPTOVATI C OR PREDI CTI VE
GENETI C TEST AND THE | NFORMATI ON OBTAI NED FROM THE PRESYMPTOVATI C
OR PREDI CTI VE GENETI C TEST, AND THE TEST SUBJECT' S Rl GHT TO CON
FI DENTI AL TREATMENT OF THE SAMPLE AND THE | NFORMATI ON.

(3) WTHIN 6 MONTHS AFTER THE EFFECTI VE DATE OF THE AMENDA-
TORY ACT THAT ADDED THI S SECTI ON, THE DEPARTMENT OF COVMUNI TY
HEALTH, | N CONSULTATION WTH THE M CH GAN BOARD OF MEDI CI NE, THE
M CHI GAN BOARD OF OSTEOPATHI C MEDI CI NE AND SURGERY, AT LEAST 1
PHYSI CIl AN WHO | S BOARD CERTI FI ED BY THE AMERI CAN BOARD OF MEDI CAL
GENETI CS, AND APPROPRI ATE PROFESSI ONAL ORGANI ZATI ONS, SHALL
DEVELOP AND DI STRI BUTE A MODEL | NFORMED CONSENT FORM FOR PURPOSES
OF THI' S SECTI ON THAT PRACTI TI ONERS MAY ADOPT. THE DEPARTMENT OF

02939’ 99 (H 2)
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COVMUNI TY HEALTH SHALL | NCLUDE IN THE MODEL FORM AT LEAST ALL OF
THE | NFORVATI ON REQUI RED UNDER SUBSECTI ON (2). THE DEPARTMENT OF
COVWUNI TY HEALTH SHALL DI STRI BUTE THE MODEL FORM TO PHYSI Cl ANS
AND OTHER | NDI VI DUALS SUBJECT TO THI S SECTI ON UPON REQUEST AND AT
NO CHARGE. THE DEPARTMENT OF COVMUNI TY HEALTH SHALL REVI EW THE
MODEL FORM AT LEAST ANNUALLY FOR 5 YEARS AFTER THE FI RST MODEL
FORM | S DI STRI BUTED, AND SHALL REVI SE THE MODEL FORM | F NECESSARY
TO MAKE THE FORM REFLECT THE LATEST DEVELOPMENTS | N MEDI CAL
GENETI Cs.

(4) THE DEPARTMENT OF COVMUNI TY HEALTH, | N CONSULTATI ON W TH
THE ENTI TI ES DESCRI BED | N SUBSECTI ON (3), MAY ALSO DEVELOP AND
DI STRI BUTE A PAMPHLET THAT PROVI DES FURTHER EXPLANATI ON OF THE
| NFORMATI ON | NCLUDED | N THE MODEL | NFORMED CONSENT FORM

(5) I'F A TEST SUBJECT OR H'S OR HER LEGALLY AUTHORI ZED REP-
RESENTATI VE SI GNS A COPY OF THE MODEL | NFORMED CONSENT FORM
DEVELOPED AND DI STRI BUTED UNDER SUBSECTI ON (3), THE PHYSI Cl AN OR
| NDI VI DUAL ACTI NG UNDER THE DELEGATORY AUTHORI TY OF THE PHYSI Cl AN
SHALL G VE THE TEST SUBJECT A COPY OF THE SI GNED | NFORVED CONSENT
FORM AND SHALL | NCLUDE THE ORI G NAL S| GNED | NFORMED CONSENT FORM
I N THE TEST SUBJECT' S MEDI CAL RECORD.

(6) I'F A TEST SUBJECT OR H'S OR HER LEGALLY AUTHORI ZED REP-
RESENTATI VE SI GNS A COPY OF THE MODEL | NFORMED CONSENT FORM
DEVELOPED AND DI STRI BUTED UNDER SUBSECTI ON (3), THE TEST SUBJECT
| S BARRED FROM SUBSEQUENTLY BRI NG NG A ClVIL ACTI ON FOR DAMAGES
AGAI NST THE PHYSI Cl AN, OR AN | NDI VI DUAL TO WHOM THE PHYSI Cl AN
DELEGATED THE AUTHORI TY TO PERFORM A SELECTED ACT, TASK, OR
FUNCTI ON UNDER SECTI ON 16215, WHO ORDERED THE PRESYMPTOVATI C OR
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PREDI CTI VE GENETI C TEST, BASED ON FAI LURE TO OBTAI N | NFORVED
CONSENT FOR THE PRESYMPTOVATI C OR PREDI CTI VE GENETI C TEST.

(7) A PHYSICIAN S DUTY TO | NFORM A PATI ENT UNDER THI S SEC-

TI ON DOES NOT REQUI RE DI SCLOSURE OF | NFORMATI ON BEYOND WHAT A
REASONABLY WELL- QUALI FI ED PHYSI CI AN LI CENSED UNDER THI S ARTI CLE
WOULD KNOW

(8) EXCEPT AS OTHERW SE PROVI DED | N SUBSECTI ON (9), AS USED
IN THI S SECTI ON:

(A) "CGENETI C | NFORVATI ON' MEANS | NFORMATI ON ABOUT A GENE,
GENE PRODUCT, OR | NHERI TED CHARACTERI STI C WHI CH | NFORMATION | S
DERI VED FROM A GENETI C TEST.

(B) "CGENETIC TEST" MEANS THE ANALYSI S OF HUVAN DNA, RNA,
CHROMOSOVES, AND THOSE PROTEI NS AND METABOLI TES USED TO DETECT
HERI TABLE OR SOVATI C DI SEASE- RELATED GENOTYPES OR KARYOTYPES FOR
CLI Nl CAL PURPOSES. A GENETI C TEST MUST BE GENERALLY ACCEPTED I N
THE SCI ENTI FI C AND MEDI CAL COVMUNI TI ES AS BEI NG SPECI FI CALLY
DETERM NATI VE FOR THE PRESENCE, ABSENCE, OR MUTATI ON OF A GENE OR
CHROMOSOVE | N ORDER TO QUALI FY UNDER THI' S DEFI NI TION. GENETIC
TEST DOES NOT | NCLUDE A ROUTI NE PHYSI CAL EXAM NATI ON OR A ROUTI NE
ANALYSI S, | NCLUDI NG, BUT NOT LIMTED TO, A CHEM CAL ANALYSIS, OF
BODY FLUI DS, UNLESS CONDUCTED SPECI FI CALLY TO DETERM NE THE PRES-
ENCE, ABSENCE, OR MJTATI ON OF A GENE OR CHROMOSQOME.

(© "PREDI CTI VE GENETI C TEST" MEANS A GENETI C TEST PERFORMED
FOR THE PURPOSE OF PREDI CTI NG THE FUTURE PROBABI LI TY THAT THE
TEST SUBJECT W LL DEVELOP A GENETI CALLY RELATED DI SEASE OR
Dl SABI LI TY.
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(D) "PRESYMPTOVATI C GENETI C TEST" MEANS A GENETI C TEST
PERFORMED BEFORE THE ONSET OF CLI NI CAL SYMPTOVS OR | NDI CATI ONS OF
DI SEASE.

(9) FOR PURPOSES OF SUBSECTION (8)(B), THE TERM " CGENETI C
TEST" DOES NOT | NCLUDE A PROCEDURE PERFORMED AS A COVPONENT OF
Bl OVEDI CAL RESEARCH THAT |'S CONDUCTED PURSUANT TO FEDERAL COVVON
RULE UNDER 21 C. F. R PARTS 50 AND 56 AND 45 C. F. R PART 46.
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