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1 
'?LL NOo --l!l.l.-ca~ 
~~ ·_;_, - ... f . 

I ' ' :.,h. ·{.v "-' 

,"A~ ACT Til". A THORI.ZE T~~ 
~ 2Y RESCRIPTION OF DI~ETHYL SULFOXIDE (OMSD)i AMENDI~G 

6 SECTIJ~ 50-31-311, MCA." 

7 

5 BE IT ENACTED 3Y THE LEGISLATURE OF THE STATE OF MONTANA: 

9 Section 1. Section 50-31-311, ~CA, is ~m8nded to read: 

10 "50-31-311• N~w drug ap~1ication required. (1) No 

11 ~~~~PLQ~d jn [se~~i2~-Z-tb£2ugh_fJ~-U~ person 

12 ~hett ~ sell, deliver, offer for sale, hole for sal~• or 

13 give away any new drug unless: 

1't (a) an application with respect thereto has been 

15 1pproved and said approval has not been withdrawn under 

16 section 505 of the federal act; or 

17 (bl when not subject to the federal acto such dru<' has 

lC been tested ~nd has been found to be safe for u~e ~r~ 

17 effective in use under the conditic:ls r>rescribedo 

20 r~commen~ado or suggested in the lab8ling ~hereof and, prior 

21 to selling or off·•rinG for sale such drug, there has been 

'2.2 file1 with the ~ep3rtment an 2pplicBtion setting fcrth: 

23 ( i) full re;>orts of investi]cti ::ms whi ci"~ hcv·2 be2n 

24 :nc. je to show wh<=ther or not such druq is safe for use and 

25 ·..rif:::t~:cr such dru'] is .affective in us:~; 
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(ii) a full list of the articles used as components of 

such drug; 

(iii) a full statement of the composition of such drug; 

(iv) a full description of the methods used in. and the 

facilities and controls used fort the manufacture, 

processing, and packing of such drug; 

(v) such samples of such drug and of the articles used 

as co~ponents thereof as the department may require; and 

(vi) specimens of the labeling proposed to be used for 

such drug. 

(2) An application provided for in subsection (l)(b) 

shall become effective on the l80th day after the filing 

thereof, except that, if the department finds, after due 

notice to the applicant and giving him an opportunity for a 

h~aring, that the drug is not safe or not effective for use 

under the conditions prescribed, recommended, or suggested 

in the proposed labeling thereof, it shallt prior to the 

effective date of the application, issue an order refusin~ 

to permit the application to become effective. 

(3) An order refusing to permit an application under 

this section to become effective may be revoked by the 

department." 

Nfa_sf~~£ Section 2. DMSO defined. As used In 

[sections 2 through 3)• •DMSO" means dimethyl sulfoxide. 

~f'ri SEC:TIQ()I• Section 3• DNSO authorized. The 

-z- I N T R 0 D U C E D B I L L 
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manufacture, sald, possession, and Jistri~uticn of DMSQ arc 

lawful within this state. However, distribution or sale cf 

DMSO for huffian use must ~e oy prascri~tian in ~ccordance 

with S0-31-307. A person wno violates this scctic~ is 

su~j~ct to the penalties ~rovideJ for in 58-31-5~6. 

~SftiiOHa Section 4• HJspital not to interferB. A 

hospital or health care facility may not i~t~rfere with the 

B physician-patient relationship by restricting or forbiddin~ 

~ the use of DNSO when requested by a ?atlent and prescribed 

10 or administered by a ~hysician. 

11 ~EW SECilO~ Sections. Health care fdcility 

12 nonliability. No hospital, health care facility, or employee 

13 thereof shalt be held liable for the administration of D~SO 

14 to any person at the direction of a physici3n licensed in 

Montana. 

NEW SECIIPu• Section 6. Physician not subject to 

15 

16 

17 disciplinary action. A physician may not be subjected to 

18 disciplinary action by the board of medical examiners for 

19 prescribing or administering DHSO to a patient under his 

20 care as an adjunct to recognizej, customcry, or acce?ted 

21 modes of therapy in the treatment of any malignancy, 

22 disease, illness. or physical condition. 

23 NEW SECIIQN. Section 7. OMSO not en~orsed. [Sections 

24 2 through 8] are not 30 endorsement of O~SO for the 

25 treatment of any malignancy, disease, illness• or physical 
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condition. 

fli~C.Il!llt& Sections. D11SO optional. [Secticns £ 

throuqh 8] do not require: 

(1) a physician, pharmacist, oharmacyo ~anuf~cturero 

or distributer to manufacture, sell, or distribute n~sr; cr 

(21 a physician to prescri~e D~SG fer 2ny patier~. 

-'End-

-4-
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HOUSE BILL NOo 797 

INTRODUCED BY BENNETT, MENAHANt AZZARA, SEIFERT, 

HEMSTAOo CONNt KEYSER, DEVLINt SWITZERt 

WINSLOWt SIVERTSEN, GOULDo NILSON, PAVLOVICH 

A BILL FOR AN ACT ENTITLED: "AN ACT TO AUTHORIZE THE SALE 

BY PRESCRIPTION OF DIMETHYL SULFOXIDE (DMSO); AMENDING 

SECTION S0-31-3llt MCAo" 

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF MONTANA: 

Section 1. Section 50-31-311, HCAt is amended to read: 

"5D-31-311. New drug application required. (l} He 

f~~l.l..!__ll__Jll.Qv ided_L!!_(secti !!!ll __ £_!hrough .!!lL.!l~ person 

~~l+ ~X sell, deliver, offer for sale. hold for sale, or 

give away any new drug unless: 

(a) an application with respect thereto has been 

approved and said approval has not been withdrawn under 

section 505 of the federal act; or 

(b) when not subject to the federal act, such drug has 

been tested and has been found to be safe for use and 

ef f ec t i ve i n use under the conditions prescribe do 

recommended. or suggested in the labeling thereof and, prior 

to selling or offering for sale such drug. there has been 

filed with the department an application setting forth: 

(i) full reports of investigations which have been 
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made to show whether or not such drug is safe for use and 

whether such drug is effective in use; 

(ii) a full list of the articles used as components of 

such drug; 

(iii) a full state•ent of the composition of such drug; 

(iv) a full description of the methods used in• and the 

faci I ities and controls used for, the manufacture• 

processing, and packing of 5UCh drug; 

tvJ such samples of such drug and of the articles used 

as co•ponents thereof as the departaent aay require; and 

(vii specimens of the labeling proposed to be used for 

such drug. 

(21 An application provided for in subsection (l)(b) 

shall beco.e effective on the !BOth day after the filing 

thereof, e•cept that, if the department finds, after due 

notice to the applicant and giving him an opportunity for a 

hearing• that the drug is not safe or not effective for use 

under the conditions prescribed, recommended, or suggested 

in the proposed labeling thereof, it shall, prior to the 

effective date of the application, issue an order refusing 

to permit the application to bee~ effective. 

(3) An order refusing to permit an application under 

this section to become effective may be revoked by the 

depart~nt." 

NEW_~EC!ION~ Section 2 •. DMSO defined. As used in 

-2- HB 797 
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[sect ions 2 through 8 h "DMSO" means dimethyl sui foxi de. 

~~~-SE£!!Q~~ Section 3o DMSO authorized. The 

manufacture, sale, possession, and distribution of DMSO are 

lawful within this state. However, distribution or sale of 

DMSO for human use must be by prescription in accordance 

with 50-31-307. A person who violates this section is 

subject to the penalties provided for Jn 50-31-506. 

NE~SECTIO~~ Section 4. Hospital not to interfere. A 

hospital or health care facility may not interfere with the 

10 physician-patient relationship by restricting or forbidding 

ll the use of OMSO when requested by a patient and prescribed 

lZ or administered by a physician. 

l3 NE~EC!IO~~ Section 5. Health care facility 

14 nonliability. No hospital, health care facility, PH~~ACYo 

15 or employee thereof shall be held I iable for the 

16 ad~inistration of DMSO to any person at the direction of a 

17 physician licensed in Montana. 

18 NEW SECTIQ~~ Section 6. Physician not subject to 

19 disciplinary action. A physician may not be subJected to 

20 disciplinary action by the board of medical examiners for 

21 prescribing or administering DMSO to a patient under his 

zz care as an adjunct to recognized, customary, or accepted 

23 modes of therapy in the treatment of any malignancy, 

24 disease, illness. or physical condition. 

25 NEW SECT10N. Section 7. DMSO not endorsed. [Sections 
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Z through 8} are not an endorsement of DMSO for the 

treatment of any malignancy, disease, illness, or physical 

condition. 

~EW SE~TIO~ Section Bo DMSO optional. [Sections 2 

through 8] do not require: 

(11 a physician, pharmacist, pharmacy, manufacturer• 

or distributor to manufacture, sello or distribute DMSO> or 

(2J a physician to prescribe DMSO for any patient. 

-End-

-It- HB 797 
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HOUSE Bill NO. 797 

INTRODUCED BY BENNETT, HENAHAN, AZZARA, SEIFERT, 

HEHSTAOo CONN, KEYSER, DEVliN, SWITZER, 

WINSlOW, SIVERTSEN, GOULD• NILSON• PAVLOVICH 

A Bill FOR AN ACT ENTITLED: "AN ACT TO AUTHORIZE THE SAlE 

BY PRESCRIPTION OF DIMETHYL SULFOXIDE (DMSO); AMENDING 

SECTION 50-31-Jllt HCAo" 

BE IT ENACTED BY THE lEGISLATURE OF THE STATE OF MONTANA: 

Section 1. Section 50-31-311• HCA, is amended to read: 

"50-31-311. New drug application required. C1) No 

~!&~~-2i-_e£Qvided __ in__[~~2n§ _ _l_1h(ough ~~ person 

she~~~~ sell, deliver, offer for sale, hold for sale, or 

give away any new drug unless: 

(a) an application with respect thereto has been 

approved and said approval has not been withdrawn under 

section 505 of the federal act; or 

(b) when not subject to the federal act. such drug has 

been tested and has been found to be safe for use and 

effective in use under the conditions prescr i bed• 

recommended. or suggested in the labeling thereof and. prior 

to selling or offering for sale such drug• there has been 

filed with the department an application setting forth: 

(i) full reports of investigations which have been 
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made to show whether or not such drug is safe for use and 

whether such drug is effective in use; 

(ii) a full list of the articles used as components of 

such drug; 

(iii) a full statement of the composition of such drug; 

(iv) a full description of the methods used in• and the 

faci I ities and controls used for, the manufacture. 

processing, and packing of such drug; 

(v) such samples of such drug and or the articles used 

as components thereof as the department may require; and 

(vi) specimens of the labeling proposed to be used for 

such drug. 

(ZJ An application provided for in subsection (l}(bJ 

shall become effective on the 180th day after the filing 

thereof, except that, if the department finds, after due 

notice to the applicant and giving him an opportunity for a 

hearing, that the drug is not safe or not effective for use 

under the conditions prescribed, recommended, or suggested 

in the proposed labeling thereof, it shall, prior to the 

effective date of the application, issue an order refusing 

to permit the application to beco.e effective. 

(3) An order refusing to permit an application under 

this section to become effective may be revoke~ by the 

department." 

NEW SECTION. Section lo DHSO defined. As used in 

-2- H!l 797 
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(sections 2 through 8]• •oMSO" means dimethyl sulfoxide. 

~~~ SEC!lQ~~ Section 3. OMSO authorized. The 

manufacture. sale, possession. and distribution of DMSO are 

lawful within this state. However. distribution or sale of 

DMSO for human use must be by prescription in accordance 

with 50-31-307. A person who violates this section is 

subject to the penalties provided for in 50-Jl-506. 

~~-SEC!lQ~~ Section 4. Hospital not to interfere. A 

hospital or health care facility may not interfere with the 

10 physician-patient relationship by restricting or forbidding 

11 the use of OMSO when requested by a patient and prescribed 

12 or administered by a physician. 

13 NE!:L-1!~£!!0~ Section 5. Health care facility 

14 nonliability. No hospital. health care facility. ftl~~ACYo 

15 or e11ployee thereof shall be held I iable for the 

16 administration of OHSO to any person at the direction of a 

17 ~hysician licensed in Montana. 

18 ~~~~TIQ~~ Section 6. Physician not subject to 

19 disciplinary action. A physician may not be subjected to 

20 disciplinary action by the board of medical examiners for 

21 prescribing or administering OHSO to a patient under his 

22 care as an adjunct to recognized, customary, or accepted 

23 modes of therapy in the treatment of any malignancy. 

24 disease, illness, or physical condition. 

25 NEW SECTION. Section 1. OMSO not endorsed. [Sections 

-3- HB 797 
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2 through 8] are not an endorsement of OHSO for the 

treatment of any malignancy• disease, illness. or physical 

condition. 

~~~fTIO~ Section 8. OHSO optional. [Sections 2 

through 8] do not require: 

(1) a physician, pharmacist. pharmacy, manufacturer, 

or distributor to manufacture. sell, or distribute OMSO; or 

(2) a physician to prescribe OHSO for any patient. 

-End-

-4- HB 797 
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HOUSE Bill NO. 797 

INTROOUCEO BY BENNETT, MENAHANo AlZARAo SEIFERT, 

HE~STAOo CONNo KEYSERo DEVLINo SWITlERo 

WINSLOWo SIVERTSEN, COULOo NILSON, PAVLOVICH 

A Bill FOR AN ACT ENTITLED: "AN ACT TO AUTHORIZE THE S.ALE 

BY PRESCRIPTION OF OHIETHYl SULFOXIDE { OMSO j; AMENDING 

SECTION 50-31-Jilo MCA." 

BE IT ENACTED BY THE lEGISLATURE OF THE STATE uF MONTANA: 

Section 1. Section 50-31-311• MCAo is a~nded to read: 

"50-31-311· Ne~ drug application requi~ed. (1) He 

~~~~Q! __ ~ __ QLQvided _ _in_~£!i~_£_t~g~~~ person 

~~+~ ~~~ sell, deliver, offer for sale, hold for saleo or 

give a~ay anr ne~ drug unless: 

(a) an application ~ith respect thereto has been 

approved and said approval has not been withd~awn under 

section 505 of the federal act; o~ 

(b) when not subject to the federal acto such d~ug has 

been tested and has been found to be safe for use and 

effective in use under the conditions presc~ibedo 

recommended, or suggested in the labeling thereof ando prior 

to selling or offering for sale such drug, there has been 

ftled ~ith the department an application setting forth: 

(i) full reports of investigations ~hich have been 
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made to sho~ whether or not such drug is safe for use aod 

whether such drug is effective in use; 

(ii) a full list of the articles used as ca.ponents of 

such drug; 

(iii) a full state~ent of the coaposition of such drug; 

(ivl a full description of the •ethods used ino and the 

faci I i ties and controls used for • the •anufactureo 

processing, and packing of such drug; 

(v} such samples of such drug and of the articles used 

as components the~eof as the department may require; and 

(vii spec.mens of the labeling proposed to be used for 

such drug. 

{21 An applicataon provided for in subsection (l)(b) 

shall beco~ effective on the lBOth day after the filing 

thereof, except that, if the departMent findso after oue 

notice to the applicant and giving him an opportunity for a 

hearing, that the drug is not safe or not effective for use 

under the conditions prescribed, recommended, or suggested 

in the proposed labeling thereof, at shall, prior to the 

effective date of the application, issue an order refusing 

to permit the application to becOMe effective. 

(31 An order refusing to permit an application under 

this section to become effective may be revoked by the 

department." 

NE~-~ECTIO~~ Section z. OHSO defined. As used in 

-2- HB 797 
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[sections 2 through B}o •oHso• means diMethyl sulfoxide. 

~~~-~EC!IO~~ Section 3. OHSO authorized. The 

manufacture, sale, possession. and distribution of DMSO are 

lawful within this state. However, distribution or sale of 

OMSO for hu.an use must be by prescription in accordance 

with 50-31-307. A person who violates this section is 

subject to the penalties provided for in 50-31-506. 

NE~-~££!10~~ Section lo• Hospital not to interf~re. A 

hospital or health care facility may not interfere with the 

physician-patient relationship by restricting or forbidding 

the use of OMSO when requested by a patient and prescribed 

or administered by a physician. 

~EW_j~£TIO~~ Section 5. Health 

nonliability. No hospitalo health care 

or employee thereof shall be 

care 

facil it:)•• 

held liable 

faci I ity 

~~A(Yo 

for the 

16 administration of OHSO to any person at the direction of a 

l7 

18 

19 

physician licensed in Montana. 

~~M SEC!ID~~ Section 6• Physician 

disciplinary action. A physician aay not 

not subject 

be subJeCted 

to 

to 

20 disciplinary action by the board of medical examiners for 

21~. prescrib•ng or admrnistering DHSO to a patient under his 

u 

2'3 

care as an adjunct 

modes of therapy in 

to reco90izedo customary, or accepted 

the treat~nt of any malignancy, 

21o disease, illness, or physical condition. 

25 NEW_jEC!IO~~ Section 1. OHSO not endorsed. [Sections 

-3- HB 797 
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2 through 8) are not an endorse Alent of OH SO for the 

treatment of any malignancy. disease, allnesso or phys&cal 

condition. 

NEW~£T10~~ Section 8. DHSO optional. (Sectoons 2 

through 8) do not require: 

(1) a physician, pharmacist• pharmacy, manufacturer, 

or distributor to ~~~anufactureo sello or distribute D"'SD; or 

(2) a ~hysician to prescribe OMSO for any patient• 

-End-

_.,_ 
HB 797 


