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D Conference Committee 
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Explanation or reason for introduction of bill/resolution: 

Relating to wholesale drug distribution. 

Minutes: Attached testimony 

Chairman Lee opens hearing on SB 2342. 

Senator Anderson, from District 8 and Executive Director of the North Dakota Board of 
Pharmacy, introduces the bill to the committee. See attached testimony #1. 

(0:10:00) Senator Anderson proposes the following amendments as wells as offers further 
explanation as to why. Legislative Council is in the process of drafting them and should 
have them for the committee soon. These amendments include: 

Remove all of section 6 
Remove the "medical equipment" references in the three definitions: authentication, 
authorized distributor of record, and pedigree 

(0:12:50) Senator Dever asks if there is sales tax on this equipment and whether or not 
this equipment is taxed under the NO Affordable Care Act. 

Senator Anderson explains that you are exempt from sales tax if you have a prescription, 
regardless of what the prescription is for. He is not up to speed on the Affordable Care Act 
taxes so he is unable to answer that part of the question. 

Chairman Lee states that there is additional tax on durable medical equipment and also 
mentions the fiscal note to the committee. 

(0:14:39) Mark Hardy, PharmD and Assistant Executive Director of the North Dakota State 
Board of Pharmacy, testifies in support. See attached testimony #2. 

(0:23:34) Chairman Lee notes a typo on page 2 of his testimony - it should be page 23, 
not page 12. She also inquires about the fees being charged to providers relating to the 
Prescription Drug Monitoring Program and asks if these are in addition to the increases in 
fees here in order to make that program self-sustaining. 
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Mr. Hardy explains that there is a bill in House Human Services that has to do with the 
Control Substance Registration and this was their initial plan to fund the Prescription Drug 
Monitoring Program moving forward. They are less than optimistic that this is going to get 
passed so this is their backup plan. 

(0:25:30) Senator Axness reads from a constituent's email who is involved with respiratory 
equipment and asks if we are duplicating or adding another layer of accountability. 

Mr. Hardy states that they are not looking to regulate the individual practitioners. This is 
about the businesses that are conducting it and to have some sort of license structure for 
them to be able to continue to provide those services and set the standards for what they 
are expecting. 

Chairman Lee asks where IPAT (Interagency Program for Assistive Technology) fits in. 

Dr. Hardy is unable to answer and suggests that Senator Anderson might be able to offer 
some insight. 

Senator Anderson states that he is not really familiar with how they work but if they are 
licensed individuals then they are fine. 

(0:27:44) Chairman Lee proceeds to explain what IPAT is to the committee and expresses 
that she would like to have this question answered. She asks Dr. Hardy to contact Judy 
Lee, the Director of I PAT, to see if there is any conflict with what they do. 

Senator Dever offers the local contact name for IPAT (Peggy) to Mr. Hardy. 

(0:30:25) Senator Larsen references the Drug Distribution Model and asks about 
equipment that is bought off of the internet. 

Mr. Hardy explains that this will only encompass if you need a prescription for the 
equipment and purchasing it from a provider that is specifically billing Medicare. 

Senator Dever asks if Medicare deals with used equipment. 

Mr. Hardy thinks that they do a little bit and that there may be some provisions. 

No further questions from the committee and no further testimony in favor. 

(0:32:58) Sharon D'Agostino with Johnson & Johnson testifies in opposition. She spoke to 
Senator Anderson before this hearing and would be in support of his proposed 
amendments. They are working with the FDA on developing what is called the UDI 
(Unique Device Indicator) Database which would be a global database so they hope that at 
some point they will be able to honor his intent on ensuring integrity in devices. She also 
suggests taking a look at the "medical equipment" reference in sections 7, 8, and 9. Ms. 
D'Agostino is confident that the discussion with Senator Anderson will continue to where 
they can get the bill in a condition that they would be in support of. 
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(0:34:44) Chairman Lee asks Senator Anderson or Dr. Hardy to explain why "medical 
equipment" was only removed from certain definitions and not from sections 7, 8 and 9. 

Senator Anderson explains that once you take the pedigree requirement out this applies 
to those people who are going to be licensed. If you are going to license them then this 
language needs to be left in to control what they do with the license. 

Senator Dever questions who supplies oxygen/medical gas. 

Senator Anderson states that many of the welding companies are in the medical gas 
business and explains the problem with licensing them to go directly to the consumer. 

Ms. D'Agostino asks to discuss this further with Senator Anderson offline once the 
amendment comes through. 

(0:38:53) Joel Gilbertson from Pharma stands in opposition but states that he has also 
worked with Senator Anderson and agrees with Ms. D'Agostino that they would be okay 
with the amendments as Senator Anderson described them. 

No further testimony. 

The hearing on SB 2342 is closed. 

( Recording was stopped after the hearing was closed but Chairman Lee decided to offer 
some thoughts before moving on. The recording misses a few seconds but jumps back in 
at 0:39:44.) 

Additional testimony submitted - see attachments #3-5. 
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Recording Job Number: 18683 

D Conference Committee 

Committee Clerk Signature: 

Explanation or reason for introduction of bill/resolution: 

Relating to wholesale drug distribution. 

Minutes: 

Vice Chairman Larsen opens committee discussion on SB 2342: 

Senator Anderson goes over the amendments with the committee. They are still waiting 
on the hard copy draft from Legislative Council. 
The amendments they review are: 
Page 1, lines 12 & 16 - remove "medical equipment" 
Page 4, line 26 - remove "medical equipment" 
Pages 17 - 19 - remove section 6 

Further discussion and clarification takes place on the removal of the "medical equipment" 
reference. 

Senator Anderson moved to adopt the amendments as long as the committee is 
comfortable not seeing them yet. 

Senator Dever seconded. 

Roll Call Vote: 5-0, motion passes. (Chairman Lee was not present during the vote so it 
was left open for her. She voted "Y ES" off the record and it was noted on the roll call 
sheet.) 

Senator Anderson moved Do Pass as Amended and Rerefer to Appropriations. 

Senator Dever seconded. 

Discussion: Senator Axness reads his constituent's email again and wants to clarify that 
these changes will take care of his concerns. Senator Anderson proceeds to explain how 
this bill will ensure his constituents involvement. 
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Roll Call Vote: 5-0, motion passes. ( Chairman Lee was not present during the vote so it 
was left open for her. She voted "YES" off the record and it was noted on the roll call 
sheet.) 

Senator Anderson is the carrier. 



Bill/Resolution No.: SB 2342 

FISCAL NOTE 
Requested by Legislative Council 

01/29/2013 

1 A. State fiscal effect: Identify the state fiscal effect and the fiscal effect on agency appropriations compared to funding 
levels and appropriations anticipated under current law 

2011-2013 Biennium 2013-2015 Biennium 2015-2017 Biennium 

General Fund Other Funds General Fund Other Funds General Fund Other Funds 

Revenues $0 $0 $0 $343,200 $0 $343,200 
Expenditures $0 $15,000 $0 $0 $0 
Appropriations $0 $0 $0 $0 $0 

1 B. County, city, school district and township fiscal effect: Identify the fiscal effect on the appropriate political 
subdivision 

2011-2013 Biennium 2013-2015 Biennium 2015-2017 Biennium 

Counties $0 $0 
Cities $0 $0 
School Districts $0 $0 
Townships $0 $0 

2 A. Bill and fiscal impact summary: Provide a brief summary of the measure, including description of the provisions 
having fiscal impact (limited to 300 characters). 

Bill to amend and clarify wholesale drug pedigree to encompass those businesses involved in the 
manufacturing/distributing of prescription drugs, medical gases and medical equipment. The increased fiscal 
revenue will be mostly associated with a increase in the annual license fee. 

B. Fiscal impact sections: Identify and provide a brief description of the sections of the measure which have fiscal 
impact. Include any assumptions and comments relevant to the analysis. 

$0 
$0 

$0 
$0 
$0 
$0 

Currently the annual fee is $200 for all the businesses needing to obtain a wholesale license. The fees in the current 
legislation are broken down as to the type of business being licensed. The fees for wholesalers/distributors and 
manufacturers are increased by $200. The increase in fees based on our number of current licensees is how we 
determined the biannual impact. This also adds a license fees for those durable medical equipment distributors and 
retailers of which there is no current clear license structure available which may have a minimal fiscal impact. 

3. State fiscal effect detail: For information shown under state fiscal effect in 1A, please: 

A. Revenues: Explain the revenue amounts. Provide detail, when appropriate, for each revenue type and fund 
affected and any amounts included in the executive budget. 

Current amount of licensed business affected are 858. Annual revenue increase $171,600 and biannually is 
$343,200 

B. Expenditures: Explain the expenditure amounts. Provide detail, when appropriate, for each agency, line item, and 
fund affected and the number of FTE positions affected. 

We envision expenditures to be associated with the database programming necessary to implement the changes set 
forward in the legislation. No changes in FTE are envisioned with the legislation. 



C. Appropriations: Explain the appropriation amounts. Provide detail, when appropriate, for each agency and fund 
affected. Explain the relationship between the amounts shown for expenditures and appropriations. Indicate whether 
the appropriation is also included in the executive budget or relates to a continuing appropriation. 

Name: Mark Hardy 

Agency: ND Board of Pharmacy 

Telephone: 701-328-9535 

Date Prepared: 02/04/2013 



1 3.0807.02003 
Title. 03000 

Adopted by the Human Services Committee (/� 
February 1 1 ,  201 3 p 

PROPOSED AMENDMENTS TO SENATE BILL NO. 2342 

Page 1 ,  line 3, remove "43-1 5.3-06,"  

Page 1 ,  line 1 2, remove ", medical gas. or medical equipment" 

Page 1 ,  line 1 6  remove ", medical gas. or medical equipment" 

Page 4, line 26, remove ", medical gas, or medical equipment" 

Page 9, line 30, after "for" insert "_g_" 

Page 9, line 30, replace "wholesalers" with "wholesaler applicant," 

Page 9, line 31 , after "individual" insert "identified as the prescription drug wholesaler 
applicant's designated representative for the facility" 

Page 1 0, line 1 ,  after "individual" insert "identified by a prescription drug wholesaler applicant 
as a designated representative for a facility and therefore" 

Page 1 7, remove lines 3 through 3 1  

Page 1 8 , remove lines 1 through 30 

Page 1 9, remove lines 1 through 5 

Page 22, line 25, remove ", medical gas, or" 

Page 22, line 26, remove "medical equipment" 

Page 22, line 28, remove ", medical gas, or medical equipment" 

Page 22, line 28, remove the third underscored comma 

Page 22, line 29, remove "medical gas, or medical equipment" 

Page 22, line 30, remove ", medical gas, or medical equipment" 

Page 23, line 2, remove ", medical gases, or medical equipment" 

Page 23, line 1 9, remove ", medical gas, or medical equipment" 

Page 23, line 20, remove "medical gas, or medical equipment," 

Page 23, line 22, remove ", medical" 

Page 23, line 23, remove "gas, or medical equipment" 

Renumber accordingly 

Page No. 1 

J.- 11- \3 
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Date: d!t /; 3 · 
Roll Call Vote #: / 

2013 SENATE STANDING COMMITTEE 
ROLL CALL VOTES 

BILL/RESOLUTION NO. �3� 
Senate Human Services Committee 

D Check here for Conference Committee 

Legislative Council Amendment Number /:i (160] . MOD I 
Action Taken: D Do Pass D Do Not Pass D Amended �dopt Amendment 

D Rerefer to Appropriations D Reconsider 

Motion Made By &n. �»-.) Seconded By �. Ow-e.,(L 
Senators Yes/ No Senator Yes 

Chariman Judy Lee v' Senator Tyler Axness v 
Vice Chairman Oley Larsen v 
Senator Dick Dever v 
Senator Howard Anderson, Jr. / 

No 

Total (Yes) b No 0 ------�---�----------- ---�------------------------

Absent 0 
Floor Assignment 

If the vote is on an amendment, briefly indicate intent: 
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Date: d/t/;3 
Roll Call Vote#: CQ < 

2013 SENATE STANDING COMMITTEE 
ROLL CALL VOTES 

BILL/RESOLUTION NO. ;J3L/c:2__ 
Senate Human Services Committee 

0 Check here for Conference Committee 

Legislative Council Amendment Number Is>. C)� o--z. Od. /)0 I 
Action Taken: [CVbo Pass 0 Do Not Pass �mended 0 Adopt Amendment 

ifRerefer to Appropriations 0 Reconsider 

Motion Made By �- AnJJI.t&b---- Seconded By & h. (}gyp JL 

Senators Yes.r No Senator Yes 
Chariman Judy Lee v Senator Tyler Axness v 
Vice Chairman Oley Larsen v 
Senator Dick Dever / 
Senator Howard Anderson, Jr. / 

Total (Yes) h No 0 
Absent 0 
Floor Assignment &Qn A-nd�, 
If the vote is on an amendment, briefly indicate intent: 

No 



Com Standing Committee Report 
February 12, 2013 8:16am 

Module ID: s_stcomrep_26_006 
Carrier: Anderson 

Insert LC: 13.0807.02003 Title: 03000 

REPORT OF STANDING COMMITTEE 
SB 2342: Human Services Committee (Sen. J. Lee, Chairman) recommends 

AMENDMENTS AS FOLLOWS and when so amended, recommends DO PASS 
and BE REREFERRED to the Appropriations Committee (5 YEAS, 0 NAYS, 
0 ABSENT AND NOT VOTING). SB 2342 was placed on the Sixth order on the 
calendar. 

Page 1, l ine 3, remove "43-15.3-06," 

Page 1, l ine 12, remove". medical gas, or medical equipment" 

Page 1, l ine 16 remove", medical gas. or medical equipment" 

Page 4, line 26, remove", medical gas. or medical equipment" 

Page 9, line 30, after "for" insert"§" 

Page 9, line 30, replace "wholesalers" with "wholesaler applicant." 

Page 9, line 31, after " individual" insert " identified as the prescr iption drug wholesaler 
applicant's designated representative for the facility" 

Page 10, l ine 1, after "individ ual" insert " identified by a prescription drug wholesaler applicant 
as a designated representative for a facility and therefore" 

Page 17, remove l ines 3 through 31 

Page 18, remove l ines 1 through 30 

Page 19, remove l ines 1 through 5 

Page 22, l ine 25, remove ", medical gas, or" 

Page 22, l ine 26, remove "medical equipment" 

Page 22, l ine 28, remove", medical gas, or medical equ ipment" 

Page 22, l ine 28, remove the third underscored comma 

Page 22, l ine 29, remove "medical gas, or medical equipment" 

Page 22, l ine 30, remove", medical gas. or medical equipment" 

Page 23, l ine 2, remove", medical gases. or medical equ ipment" 

Page 23, line 19, remove", medical gas, or medical equipment" 

Page 23, l ine 20, remove "medical gas, or medical equipment." 

Page 23, l ine 22, remove", medical" 

Page 23, l ine 23, remove "gas, or medical equ ipment" 

Renum ber accordingly 

(t) DESK (3) COMMITIEE Page 1 s _ stcomrep _26 _ 006 
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2013 SENATE STANDING COMMITTEE MINUTES 

Senate Appropriations Committee 
Harvest Room, State Capitol 

SB 2342 
02- 18-20 13 
Job# 19 12 1 

D Conference Committee 

Committee Clerk Signature 

Explanation or reason for introduction of bill/resolution: 

Relating to wholesale drug distribution 

Minutes: See attached testimony 

Chairman Holmberg called the committee to order on Monday, February 18, 20 13 at 3:00 
pm in regards to SB 2342. All committee members were present. Brittani Reim from 
Legislative Council and Tammy R. Dolan from OMB were present. 

Senator Anderson, District 8 and Director of State Board of Pharmacy: He is the prime 
sponsor of the bill and he explained what the bill does. There are no state appropriated 
dollars in here. These are strictly license fees. (4.03) 

Mark J. Hardy, ND Board of Pharmacy provided Testimony attached# 1 in support of the 
bill. 

Senator Warner: Are the definitions of durable medical identical in this bill with federal 
law? 

Mark J. Hardy: They are very similar. Yes. 

Senator Warner moved a do pass. Senator Robinson 2"d. 

Chairman Holmberg: Discussion Call the roll on a Do Pass on SB 2342. 

A Roll Call vote was taken. Yea: 11 Nay: 1 Absent: 1. Senator Anderson from 
Human Services will carry the bill. The hearing was closed on SB 2342. 



Amendment to: SB 2342 

FISCAL NOTE 
Requested by Legislative Council 

02/12/2013 

1 A. State fiscal effect: Identify the state fiscal effect and the fiscal effect on agency appropriations compared to funding 
d levels and appropriations antiCIPated un er current law. 

2011·2013 Biennium 2013·2015 Biennium 2015-2017 Biennium 

General Fund Other Funds General Fund Other Funds General Fund Other Funds 

Revenues $0 $0 $0 $343,200 $0 $343,200 

Expenditures $0 $15,000 $0 $0 $0 

Appropriations $0 $0 $0 $0 $0 

1 B. County, city, school district and township fiscal effect: Identify the fiscal effect on the appropriate political 
subdivision 

2011·2013 Biennium 2013·2015 Biennium 2015·2017 Biennium 

Counties $0 $0 

Cities $0 $0 

School Districts $0 $0 

Townships $0 $0 

2 A. Bill and fiscal impact summary: Provide a brief summary of the measure, including description of the provisions 
having fiscal impact (limited to 300 characters). 

Bill to amend and clarify wholesale drug pedigree to encompass those businesses involved in the 
manufacturing/distributing of prescription drugs, medical gases and medical equipment. The increased fiscal 
revenue will be mostly associated with a increase in the annual license fee. 

B. Fiscal impact sections: Identify and provide a brief description of the sections of the measure which have fiscal 
impact. Include any assumptions and comments relevant to the analysis. 

$0 

$0 

$0 

$0 

$0 

$0 

Currently the annual fee is $200 for all the businesses needing to obtain a wholesale license. The fees in the current 
legislation are broken down as to the type of business being licensed. The fees for wholesalers/distributors and 
manufacturers are increased by $200. The increase in fees based on our number of current licensees is how we 
determined the biannual impact. This also adds a license fees for those durable medical equipment distributors and 
retailers of which there is no current clear license structure available which may have a minimal fiscal impact. The 
amendments would create no change to the fiscal note on this bill. 

3. State fiscal effect detail: For information shown under state fiscal effect in 1A, please: 

A. Revenues: Explain the revenue amounts. Provide detail, when appropriate, for each revenue type and fund 
affected and any amounts included in the executive budget. 

Current amount of licensed business affected are 858. Annual revenue increase $171,600 and biannually is 
$343,200 All revenue associated with the bill is generated by licensure fees. 

B. Expenditures: Explain the expenditure amounts. Provide detail, when appropriate, for each agency, line item, and 
fund affected and the number of FTE positions affected. 

We envision expenditures to be associated with the database programming necessary to implement the changes set 
forward in the legislation. No changes in FTE are envisioned with the legislation. 



C. Appropriations: Explain the appropriation amounts. Provide detail, when appropriate, for each agency and fund 
affected. Explain the relationship between the amounts shown for expenditures and appropriations. Indicate whether 
the appropriation is also included in the executive budget or relates to a continuing appropriation. 

Name: Mark Hardy 

Agency: ND Board of Pharmacy 

Telephone: 701-328-9535 

Date Prepared: 02/04/2013 



Bill/Resolution No.: SB 2342 

FISCAL NOTE 
Requested by Legislative Council 

01/29/2013 

1 A. State fiscal effect: Identify the state fiscal effect and the fiscal effect on agency appropriations compared to funding 
I I d 

. 
t· f . 

t d d t I eve s an appropna tons an tcJpa e un er curren aw. 
2011·2013 Biennium 2013·2015 Biennium 

General Fund Other Funds General Fund Other Funds 

2015·2017 Biennium 

General Fund Other Funds 

Revenues $0 $0 $0 $343,200 $0 $343,200 

Expenditures $0 $15,000 $0 $0 $0 

Appropriations $0 $0 $0 $0 $0 

1 B. County, city, school district and township fiscal effect: Identify the fiscal effect on the appropriate political 
subdivision 

2011·2013 Biennium 2013·2015 Biennium 2015·2017 Biennium 

Counties $0 $0 

Cities $0 $0 

School Districts $0 $0 

Townships $0 $0 

2 A. Bill and fiscal impact summary: Provide a brief summary of the measure, including description of the provisions 
having fiscal impact (limited to 300 characters). 

Bill to amend and clarify wholesale drug pedigree to encompass those businesses involved in the 
manufacturing/distributing of prescription drugs, medical gases and medical equipment. The increased fiscal 
revenue will be mostly associated with a increase in the annual license fee. 

B. Fiscal impact sections: Identify and provide a 
'
brief description of the sections of the measure which have fiscal 

impact. Include any assumptions and comments relevant to the analysis. 

$0 

$0 

$0 

$0 

$0 

$0 

Currently the annual fee is $200 for all the businesses needing to obtain a wholesale license. The fees in the current 
legislation are broken down as to the type of business being licensed. The fees for wholesalers/distributors and 
manufacturers are increased by $200. The increase in fees based on our number of current licensees is how we 
determined the biannual impact. This also adds a license fees for those durable medical equipment distributors and 
retailers of which there is no current clear license structure available which may have a minimal fiscal impact. 

3. State fiscal effect detail: For information shown under state fiscal effect in 1A, please: 

A. Revenues: Explain the revenue amounts. Provide detail, when appropriate, for each revenue type and fund 
affected and any amounts included in the executive budget. 

Current amount of licensed business affected are 858. Annual revenue increase $171,600 and biannually is 
$343,200 

B. Expenditures: Explain the expenditure amounts. Provide detail, when appropriate, for each agency, line item, and 
fund affected and the number of FTE positions affected. 

We envision expenditures to be associated with the database programming necessary to implement the changes set 
forward in the legislation. No changes in FTE are envisioned with the legislation. 



C. Appropriations: Explain the appropriation amounts. Provide detail, when appropriate, for each agency and fund 
affected. Explain the relationship between the amounts shown for expenditures and appropriations. Indicate whether 
the appropriation is also included in the executive budget or relates to a continuing appropriation. 

Name: Mark Hardy 

Agency: NO Board of Pharmacy 

Telephone: 701-328-9535 

Date Prepared: 02/04/2013 



Date: -l -If'- / _3 
Roll Call Vote# I I 

2013 SENATE STANDING COMMITTEE 
ROLL CALL VOTES 

BILL/RESOLUTION NO. OL3 C/c:b_ 
Senate Appropriations Committee 

D Check here for Conference Committee 

Legislative Council Amendment Number 

Action Taken 

r 
Motion Made By Seconded By 
--------------------

Senators Yes No Senator 

Chariman Ray Holmberg V' Senator Tim Mathern 
Co-Vice Chairman Bill Bowman �. / Senator David O'Connell 
Co-Vice Chair Tony Grindberg - � Senator Larry Robinson 
Senator Ralph Kilzer � Senator John Warner 
Senator Karen Krebsbach // v 
Senator Robert Erbele v 
Senator Terry Wanzek �L 
Senator Ron Carlisle ,_/' v 
Senator Gary Lee y 

Yes No 

y' 
/ v 

.. r'_ 
� 

Total (Yes) 
-------4/ / ___________ 

No 
__ _.__ ____________________ _ 

Absent / 
Floor Assignment ¥ � 
If the vote is on an amendment, briefly indicate intent: 



Com Standing Committee Report 
February 18, 2013 3:42pm 

Module ID: s_stcomrep_30_022 
Carrier: Anderson 

REPORT OF STANDING COMMITTEE 
SB 2342, as engrossed: Appropriations Committee (Sen. Holmberg, Chairman) 

recommends DO PASS (11 YEAS, 1 NAYS, 1 ABSENT AND NOT VOTING). 
Engrossed SB 2342 was placed on the Eleventh order on the calendar. 

(1) DESK (3) COMMITTEE Page 1 s_stcomrep_30_022 
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2013 HOUSE STANDING COMMITTEE MINUTES 

House Human Services Committee 
Fort Union Room, State Capitol 

SB 2342 
March 20, 20 13 

Job #2024 1 

D Conference Committee 

Explanation or reason for introduction of 

Relating to wholesale drug distribution and to provide a penalty. 

Minutes: 

Chairman Weisz opened the hearing on SB 2342. 

1-7 

Sen. Howard Anderson: Introduced and sponsored the bill. (See Testimony #1) 

7:35 
Chairman Weisz: Are you aware of amendments Rep. Koppelman is going to offer? 

Anderson: Yes. We don't want to say that everybody can ship things to other than 
licensees. That is the only section that we may change. We are aware of the amendment. 
I don't think it makes a large difference in the bill one way or another. 

Rep. Kim Koppelman: From District 13 in West Fargo and co-sponsored the bill. Some 
people dealing in illicit drugs also were involved in counterfeit prescription drugs in the 
supply chain. N D  was one of the first states to have a drug pedigree program. The people 
of N D  can be assured when they get a prescription filled it is exactly what the prescription 
called for. This bill seeks to do something similar with medical devices. ( Passed out an 
amendment. See Attachment #2) I think with these amendments and the amendments 
Sen. Anderson gave in the Senate will clean up this bill and the work that was begun in the 
Senate. (Went through amendment.) I think this is a good bill. 

15:37 
Mark Hardy: Executive Director of the State Board of Pharmacy testified in support of the 
bill. ( See Testimony #3) 

22:00 
Chairman Weisz: You are aware of the amendments? 

Hardy: Yes, we briefly looked at them this morning. We have a couple of tweaks we may 
ask for if that is ok. We feel we can work with the people from the industry and come 
together with a compromise. 



House Human Services Committee 
SB 2342 
March 20, 2013 
Page 2 

Rep. Silbernagel: Are wholesale medical gas distributors a new licensure? 

Hardy: It is a new licensure. There is no provision within our current wholesale statute to 
provide medical gases directly to patients. They are currently doing this now as a business 
practice, but this provides the provisions in the law to allow them to do that. 

Chairman Weisz: On the amendments, they are removing Section 5 and the rationale for 
that? 

Hardy: There are issues as far as the pedigree requirements and there are valid points to 
the medical equipment side of the business. Their industry works a little different from the 
drug industry. We can certainly work with those issues. What we would like to maintain in 
that section is that they are only shipping durable medical equipment to a licensed facility or 
licensed individual. That is number 2 within that section. I think we can work on the 
language to make that amendable to what we envision; so it is going to that new class of 
license that we have toward the end of the bill is a durable medical equipment retailer. All 
of those companies are licensed under the new provisions of this bill. It shouldn't really 
affect them. 

OPPOSIT ION 

25: 15 
Ashley Palmer: Director of Government Affairs with the Health Industry Distributors 
Association (HIDA) testified in opposition of the bill. (See Testimony #4) 
28:20 
Chairman Weisz: Can you reference exactly on the bill? 

Palmer: Pages 4 and 5. 

Chairman Weisz: You are only taking them out on 4 and 5. 

Palmer: Yes sir. The normal distribution channel is on page 4. 

Chairman Weisz: Number 16? 

Palmer: Yes sir. And the definition of repackage is on page 5, number 20. Both of those 
definitions would be addressed through the proposed amendment. 

29:2 1 
Palmer: ( Resumes testimony) 

3 1:44 
Chairman Weisz: If these amendments are adopted, are you comfortable with the bill? 

Palmer: We would be. 



House Human Services Committee 
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Bob Sutton: Speaking on behalf of Kreisers. Kreisers is a medical, surgical distributor at 
the purest form. We are headquartered in Sioux Falls, SD. I have managed the branch in 
Fargo for the past 25 years. We cover Montana, Wisconsin, ND and all the way south to 
Kansas. I've been in the business for 38 years and it is safe to say with Kreisers that there 
isn't a hospital, nursing home, care center, assisted living, or surgery center in ND that 
doesn't know us and more than likely purchase from us. We ask that you amend the bill by 
removing the references to medical equipment from areas of the bill that really pertain to 
pharmacy and pharmaceutical supply chain. The law without the amendments would 
interrupt the efficiencies and add cost. It was discussed earlier that the two are apples and 
oranges and our systems don't track that very well. As a medical products distributor I am 
concerned the bill inadvertently expands the pharmaceutical track and trace regulations 
and restrictions to the medical devices and equipment prior to the amendments discussed. 
We are comfortable with the amendments discussed. 

35: 19 
Rep. Muscha: My daughter has diabetes and receives shipments directly to her home 
because she has a pump. According to the bill it says, "Any person who receives"; she 
wouldn't need a license would she? 

Sutton: The way it is written, she would. 

Rep. Mooney: The amendments brought forth by Rep. Koppelman; you would be satisfied 
with? 

Sutton: Yes. 

36:48 
Sharon D'Agostino: From Johnson and Johnson. I worked with Dr. Hardy and Senator 
Anderson and tried to work with them on some of the adjustments referred to this morning 
and thought we had taken care of it. We are in support of the amendment and would be 
comfortable with it. 

Chairman Weisz closed the hearing. 

HA ND ED I N  TESTIMO NY I N  OPPOSITION 

Carrie Hartgen: From Advanced Medical Technology Association. (See Testimony #5) 

Medline Industries Inc.: (See Testimony #6) 

Pam Scherrer: A licensed wholesale drug/device distributor: (See Testimony #7) 



2013 HOUSE STANDING COMMITTEE MINUTES 

House Human Services Committee 
Fort Union Room, State Capitol 

SB 2342 
March 26, 20 13 

Job 205 13 

D Conference Committee 

Explanation or reason for introduction of bill/resolution: 

Minutes: y 1 

Chairman Weisz: Additional amendment by the Board of Pharmacy. Everyone has seen 
this and agrees with it. This bill is for licensing the revenue stream to pay on the medical 
suppliers to help fund their prescription drug monitoring program. 

4:19 Representative Porter: I move a Do Pass on both sets of amendments. 
Seconded by Representative Looysen. Voice vote taken, motion carried. 

Chairman Weisz: We have an amended bill before us. 

Representative Porter: I have a concern about this being the revenue producer. 
Someone will pay for this. Consumers will with their health insurance premiums. I think it's 
a broad stretch of the authority of a pharmacy board to be licensing durable medical 
equipment. 

Representative Mooney: Did we hear any real benefit to any of this? 

Chairman Weisz: After all the amendment the benefit is funding the prescription drug 
monitoring program so that the board of pharmacy doesn't have to take that from their 
internal funds. 

Representative Mooney: So then do we hear any real benefits to the client? 

Chairman Weisz: You could try to make an argument as far as licensing to know who they 
are. Does that have a public safety benefit? You could argue there is some public safety. 

Representative Mooney: Did they say that we've had any issues? 

Chairman Weisz: Not that I'm aware of. 

9:10 Representative Silbernagel: I discussed this with my brother who is involved in the 
medical gas distribution industry and we both agree with Representative Porters 



House Human Services Committee 
S B  2342 
March 26, 201 3  
Page 2 

comments, if there are issues in the marketplace it's a way to generate some additional 
taxes. If there were industry issues, we would have heard about them. 

10:00 Representative Muscha: There aren't many producers of those types of supplies 
necessarily. 

Representative Oversen: When looking at the testimony, are we not in compliance with 
something then? 

Representative Porter: This is a question that needs to be answered. All of the industry 
that came and testified on the bill said that it needed significant work just being generous, 
not to kill it. They are dealing and selling nationwide. 

Chairman Weisz: We need more answers to this. 



2013 HOUSE STANDING COMMITTEE MINUTES 

House Human Services Committee 
Fort Union Room, State Capitol 

Committee Clerk Signature 

SB 2342 
March 27,2013 

Job #20549 

0 Conference Committee 

Explanation or reason for introduction of bill/resolution: 

Relating to wholesale drug distribution. 

Minutes: 

Chairman Weisz: Let's take up SB 2342. We will finish our discussion from yesterday. Mr. 
Hardy would you come up please. If the bill would die, there was some testimony that 
implied we had to do the licensing because the federal. Is that or is that not a requirement? 

Mark Hardy: As far as durable medical equipment retailers for them to provide those 
services in each one of the states, they need some sort of license to do the competitive 
bidding process that works through the federal Medicare provisions. 

Chairman Weisz: They don't have an issue selling to you and me in the state, but would 
selling equipment in North Dakota for federal. 

Hardy: Yes, through Medicare. 

Chairman Weisz: That answers the question Rep. Oversen had? 

Rep. Oversen: Yes. 

Vice-Chair Hofstad: I move a Do Pass as Amended on engrossed SB 2342. 

Rep. Fehr: Second. 

ROLL CA LL VOTE: 11 y 2 n 0 absent 

Bill Carrier: Rep. Mooney 



Amendment to: SB 2342 

FISCAL NOTE 
Requested by Legislative Council 

03/27/2013 

1 A. State fiscal effect: Identify the state fiscal effect and the fiscal effect on agency appropriations compared to funding 
I d d I evels an appropnatrons antrcipated un er current aw. 

2011·2013 Biennium 2013·2015 Biennium 

General Fund Other Funds General Fund Other Funds 

2015-2017 Biennium 

General Fund Other Funds 

Revenues $0 $0 $0 $343,200 $0 $343,200 

Expenditures $0 $15,000 $0 $0 $0 

Appropriations $0 $0 $0 $0 $0 

1 B. County, city, school district and township fiscal effect: Identify the fiscal effect on the appropriate political 
subdivision 

2011·2013 Biennium 2013·2015 Biennium 2015·2017 Biennium 

Counties $0 $0 

Cities $0 $0 

School Districts $0 $0 

Townships $0 $0 

2 A. Bill and fiscal impact summary: Provide a brief summary of the measure, including description of the provisions 
having fiscal impact (limited to 300 characters). 

Bill to amend and clarify wholesale drug pedigree to encompass those businesses involved in the 
manufacturing/distributing of prescription drugs, medical gases and medical equipment. The increased fiscal 
revenue will be mostly associated with a increase in the annual license fee. 

B. Fiscal impact sections: Identify and provide a brief description of the sections of the measure which have fiscal 
impact. Include any assumptions and comments relevant to the analysis. 

$0 

$0 

$0 

$0 

$0 

$0 

Currently the annual fee is $200 for all the businesses needing to obtain a wholesale license. The fees in the current 
legislation are broken down as to the type of business being licensed. The fees for wholesalers/distributors and 
manufacturers are increased by $200. The increase in fees based on our number of current licensees is how we 
determined the biannual impact. This also adds a license fees for those durable medical equipment distributors and 
retailers of which there is no current clear license structure available which may have a minimal fiscal impact. The 
amendments would create no change to the fiscal note on this bill. 

3. State fiscal effect detail: For information shown under state fiscal effect in 1 A, please: 

A. Revenues: Explain the revenue amounts. Provide detail, when appropriate, for each revenue type and fund 
affected and any amounts included in the executive budget. 

Current amount of licensed business affected are 858. Annual revenue increase $171 ,600 and biannually is 
$343,200 All revenue associated with the bill is generated by licensure fees. 

B. Expenditures: Explain the expenditure amounts. Provide detail, when appropriate, for each agency, line item, and 
fund affected and the number of FTE positions affected. 

We envision expenditures to be associated with the database programming necessary to implement the changes set 
forward in the legislation. No changes in FTE are envisioned with the legislation. 



C. Appropriations: Explain the appropriation amounts. Provide detail, when appropriate, for each agency and fund 
affected. Explain the relationship between the amounts shown for expenditures and appropriations. Indicate whether 
the appropriation is also included in the executive budget or relates to a continuing appropriation. 

Name: Mark Hardy 

Agency: NO Board of Pharmacy 

Telephone: 701-328-9535 

Date Prepared: 02/04/2013 



Amendment to: SB 2342 

FISCAL NOTE 
Requested by Legislative Council 

02/12/2013 

1 A. State fiscal effect: Identify the state fiscal effect and the fiscal effect on agency appropriations compared to funding 
d levels and appropriations antiCIPated un er current law. 

2011·2013 Biennium 2013·2015 Biennium 2015-2017 Biennium 

General Fund Other Funds General Fund Other Funds General Fund Other Funds 

Revenues $0 $0 $0 $343,200 $0 $343,200 

Expenditures $0 $15,000 $0 $0 $0 

Appropriations $0 $0 $0 $0 $0 

1 B. County, city, school district and township fiscal effect: Identify the fiscal effect on the appropriate political 
subdivision 

2011·2013 Biennium 2013·2015 Biennium 2015·2017 Biennium 

Counties $0 $0 

Cities $0 $0 

School Districts $0 $0 

Townships $0 $0 

2 A. Bill and fiscal impact summary: Provide a brief summary of the measure, including description of the provisions 
having fiscal impact (limited to 300 characters). 

Bill to amend and clarify wholesale drug pedigree to encompass those businesses involved in the 
manufacturing/distributing of prescription drugs, medical gases and medical equipment. The increased fiscal 
revenue will be mostly associated with a increase in the annual license fee. 

B. Fiscal impact sections: Identify and provide a brief description of the sections of the measure which have fiscal 
impact. Include any assumptions and comments relevant to the analysis. 

$0 

$0 

$0 

$0 

$0 

$0 

Currently the annual fee is $200 for all the businesses needing to obtain a wholesale license. The fees in the current 
legislation are broken down as to the type of business being licensed. The fees for wholesalers/distributors and 
manufacturers are increased by $200. The increase in fees based on our number of current licensees is how we 
determined the biannual impact. This also adds a license fees for those durable medical equipment distributors and 
retailers of which there is no current clear license structure available which may have a minimal fiscal impact. The 
amendments would create no change to the fiscal note on this bill. 

3. State fiscal effect detail: For information shown under state fiscal effect in 1A, please: 

A. Revenues: Explain the revenue amounts. Provide detail, when appropriate, for each revenue type and fund 
affected and any amounts included in the executive budget. 

Current amount of licensed business affected are 858. Annual revenue increase $171,600 and biannually is 
$343,200 All revenue associated with the bill is generated by licensure fees. 

B. Expenditures: Explain the expenditure amounts. Provide detail, when appropriate, for each agency, line item, and 
fund affected and the number of FTE positions affected. 

We envision expenditures to be associated with the database programming necessary to implement the changes set 
forward in the legislation. No changes in FTE are envisioned with the legislation. 



C. Appropriations: Explain the appropriation amounts. Provide detail, when appropriate, for each agency and fund 
affected. Explain the relationship between the amounts shown for expenditures and appropriations. Indicate whether 
the appropriation is also included in the executive budget or relates to a continuing appropriation. 

Name: Mark Hardy 

Agency: ND Board of Pharmacy 

Telephone: 701-328-9535 

Date Prepared: 02/04/2013 



Bill/Resolution No.: SB 2342 

FISCAL NOTE 
Requested by Legislative Council 

01/29/2013 

1 A. State fiscal effect: Identify the state fiscal effect and the fiscal effect on agency appropriations compared to funding 
I I d 

. 
t· f . 

t d d t I eve s an appropna tons an tcJpa e un er curren aw. 
2011·2013 Biennium 2013·2015 Biennium 

General Fund Other Funds General Fund Other Funds 

2015·2017 Biennium 

General Fund Other Funds 

Revenues $0 $0 $0 $343,200 $0 $343,200 

Expenditures $0 $15,000 $0 $0 $0 

Appropriations $0 $0 $0 $0 $0 

1 B. County, city, school district and township fiscal effect: Identify the fiscal effect on the appropriate political 
subdivision 

2011·2013 Biennium 2013·2015 Biennium 2015·2017 Biennium 

Counties $0 $0 

Cities $0 $0 

School Districts $0 $0 

Townships $0 $0 

2 A. Bill and fiscal impact summary: Provide a brief summary of the measure, including description of the provisions 
having fiscal impact (limited to 300 characters). 

Bill to amend and clarify wholesale drug pedigree to encompass those businesses involved in the 
manufacturing/distributing of prescription drugs, medical gases and medical equipment. The increased fiscal 
revenue will be mostly associated with a increase in the annual license fee. 

B. Fiscal impact sections: Identify and provide a 
'
brief description of the sections of the measure which have fiscal 

impact. Include any assumptions and comments relevant to the analysis. 

$0 

$0 

$0 

$0 

$0 

$0 

Currently the annual fee is $200 for all the businesses needing to obtain a wholesale license. The fees in the current 
legislation are broken down as to the type of business being licensed. The fees for wholesalers/distributors and 
manufacturers are increased by $200. The increase in fees based on our number of current licensees is how we 
determined the biannual impact. This also adds a license fees for those durable medical equipment distributors and 
retailers of which there is no current clear license structure available which may have a minimal fiscal impact. 

3. State fiscal effect detail: For information shown under state fiscal effect in 1A, please: 

A. Revenues: Explain the revenue amounts. Provide detail, when appropriate, for each revenue type and fund 
affected and any amounts included in the executive budget. 

Current amount of licensed business affected are 858. Annual revenue increase $171,600 and biannually is 
$343,200 

B. Expenditures: Explain the expenditure amounts. Provide detail, when appropriate, for each agency, line item, and 
fund affected and the number of FTE positions affected. 

We envision expenditures to be associated with the database programming necessary to implement the changes set 
forward in the legislation. No changes in FTE are envisioned with the legislation. 



C. Appropriations: Explain the appropriation amounts. Provide detail, when appropriate, for each agency and fund 
affected. Explain the relationship between the amounts shown for expenditures and appropriations. Indicate whether 
the appropriation is also included in the executive budget or relates to a continuing appropriation. 

Name: Mark Hardy 

Agency: NO Board of Pharmacy 

Telephone: 701-328-9535 

Date Prepared: 02/04/2013 
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Adopted by the Human Services Committee 3./;J. 7/ (3 
March 27, 201 3 

PROPOSE D AME N DMENTS TO ENGROSSED SE NATE BI LL NO. 2342 

Page 1 ,  line 3, remove "43- 1 5 . 3-05 , "  

Page 4, line 3,  remove the underscored comma 

Page 4, line 4 ,  remove "medical gas, or medical equipment" 

Page 4, line 5, remove "medical gas, or medical equipment," 

Page 4,  line 1 0 , remove ", gas, or equipment" 

Page 4, line 1 2 , remove ", gas, or equipment" 

Page 4, line 1 6 , remove ", gas, or equipment" 

Page 4, line 20,  remove ", gas, or equipment" 

Page 5, line 8, overstrike the comma 

Page 5, line 8, remove "medical gas, or" 

Page 5, line 9, remove "medical equipment" 

Page 1 5, remove lines 23 through 3 1  

Page 1 6, remove l ines 1 through 3 1  

Page 1 7 , remove lines 1 through 5 

Page 24, line 5, after the underscored period insert "A durable medical equipment retailer may 
only obtain medical equipment from a manufacturer or wholesaler that is duly licensed 
by the state." 

Renumber accordingly 

Page No. 1 1 3 .0807. 03003 



Date: ;3 -c:?t-/3 
Roll Call Vote #: I 

House Human Services 

201 3 HOUSE STANDING COMMITTEE 
ROLL CALL VOTES 

BILURESOLUTION NO. :A 3 i� 

D Check here for Conference Committee 

Legislative Council Amendment Number 

. 

Committee 

Action Taken:  D Do Pass D Do Not Pass D Amended � Adopt Amendment S 

D Rerefer to Appropriations D Reconsider 

Motion Made By � .� Seconded By �· �4?f.../ 
Representatives Yes No Representatives Yes No 

CHAI RMAN WEISZ REP. MOONEY 
VICE-CHAI RMAN HOFSTAD REP. MUSCHA 
REP.  AN DERSON REP. OVERSEN 
REP. DAMSCHEN 
REP. FEHR 
REP. KIEFERT 
REP.  LANI NG 
REP. LOOYSEN 
REP. PORTER 
REP. S I LBERNAGEL 

Total (Yes) __________ No ____________ _ 

Absent 

Floor Assignment 

If the vote is on an amendment, briefly indicate intent: AIJOfl 0 �00 3 � 
� � t/� � {-W- � 1 )  

�� 



Date: .._J-6 z--/_3 
Roll Call Vote #: J 

House Human Services 

201 3 HOUSE STAN DING COMMITTEE 
ROLL CALL VOTES i 

BILL/RESOLUTION NO. 4.3 J2_ 

D Check here for Conference Committee 

Legislative Council Amendment Number 

Committee 

Action Taken:  J8( Do Pass D Do Not Pass J2( Amended D Adopt Amendment 

D Rerefer to Appropriations D Reconsider 

Motion Made By --se,. '1/� Seconded By -&f· � 
Representatives Yes 1/ No Representatives Yes v No 

CHAI RMAN WEI SZ J// REP. MOON EY v 
VICE-CHAIRMAN HOFSTAD V; REP. MUSCHA v v 
REP. ANDERSON VJ REP. OVERSEN Y' 
REP. DAMSCHEN //; 
REP. FEHR 1/J 
REP. KIEFERT VJ 
REP. LANI N G  J// 
REP. LOOYSEN J/ 
REP. PORTER � 
REP. S I LBERNAGEL v 

Total (Yes) /( No � 
--------��------- ---------�----------------

Absent 

Floor Assignment 

If the vote is on an amendment, briefly indicate intent: 



Com Standing Committee Report 
March 27, 2013 4:07pm 

Module ID: h_stcomrep_54_020 
Carrier: Mooney 

Insert LC: 13.0807.03003 Title: 04000 

REPORT OF STANDING COMMITTEE 
SB 2342, as engrossed: Human Services Committee (Rep. Weisz, Chairman) 

recommends AMENDMENTS AS FOLLOWS and when so amended, recommends 
DO PASS (11 YEAS, 2 NAYS, 0 ABSENT AND NOT VOTING). Engrossed SB 2342 
was placed on the Sixth order on the calendar. 

Page 1, l ine 3, remove "43-15 .3-05," 

Page 4, l ine 3, remove the underscored comma 

Page 4, l ine 4, remove "medical gas, or medical equ ipment" 

Page 4, l ine 5, remove "medical gas, or medical equipment." 

Page 4, l ine 10, remove ", gas, or equ ipment" 

Page 4, l ine 12, remove ", gas, or equipment" 

Page 4, l ine 16, remove ", gas, or equipment" 

Page 4, l ine 20, remove ", gas, or equ ipment" 

Page 5, l ine 8, overstr ike the comma 

Page 5, l ine 8, remove "med ical gas, or" 

Page 5, l ine 9, remove "medical equ ipment" 

Page 15, remove l ines 23 through 31 

Page 16, remove l ines 1 through 31 

Page 17, remove l ines 1 through 5 

Page 24, l ine 5, after the underscored period insert "A d urable medical equ ipment retailer 
may only obtain medical equ ipment from a manufacturer or w holesaler that is d uly 
l icensed by the state ." 

Renumber accordingly 

( 1 )  DESK (3) COMMITTEE Page 1 h_stcomrep_54_020 



2013 TESTIMONY 

SB 2342 



Senate Bill 2342 
Senate Human Services Committee 

9 :00AM Monday, February 1 1 , 20 1 3  
Red River Room 

Chairman Lee and Members of the Senate Human Services Committee, I 
am Howard Anderson, Senator from District 8 and the Executive 
Director of the North Dakota State Board of Pharmacy. 

I have been working on this rewrite for three years, in consultation with 
those in North Dakota who are in the Medical Equipment, Medical Gas 
and Device business. 

S ince the Federal Government decided that they wanted to bid out the 
sale of much of this equipment and devices to mail order, which will 
come mostly from Florida and California we have gotten hundreds of 
calls about what license they need to supply these devices directly to 
North Dakota patients from their mail order locations. The Federal 
requirements include being appropriately licensed by the states and we 
had nothing to answer this need. 

Therefore we got together and I wrote an interpretation, which resides 
on the board' s  web site, that they need someone licensed in North 
Dakota to help the patient and be responsible for their care. Our 
wholesale act, adopted in 2007, requires sale to only licensees.  These 
might be phannacies, Hospitals, Respiratory Therapists, Physicians and 
a whole host of people who have a license authorizing them to serve the 
public, however we have no way to capture that information or license 
the direct sale to consumers, on a prescription order, except to have a 
pharmacy license. Many of these companies are not pharmacies in their 
home state and thus are not eligible for one here. 

Therefore this bill was written to revise the Wholesale licensing act to 
accomplish the following: 



Provide a licensing mechanism for the sale of medical equipment 
and supplies directly to the consumer, when prescribed by a practitioner 
and intended to be paid for by a third party payer, such as a Medicare 
Part D plan, Medicaid, or another insurer. It does not affect sales of 
these items when sold without the need for a prescription, except in the 
case of Legend Devices that would require a prescription under Federal 
Law. 

Provides a mechanism to capture the name and license number of 
the North Dakota licensed professional that will be responsible to see 
that the patient knows how to use the device properly. If you get a 
gastric suction pump in the mail, someone needs to help you use it 
properly and that person should not be on the phone from Florida. If  
there is  a patient complaint, we need a way to address that with the 
licensee through their own North Dakota Licensing B o ard. 

Provides an increase in license fees for some o f  our licensees, to 
help the Board of Pharmacy finance the Prescription Drug Monitoring 
Program, help with drug take back programs and make upgrades to the 
Prescription Drug Repository Program. We have been spending down 
our reserves to finance these programs since 2009 and the companies 
who manufacture and sell the products are needed to help pay for those 
programs. 

We have an excellent web site where licenses can be applied for 
and renewed, without repeating required infonnation each year, and we 
will use some of the money to make enhancements and maintain this 
licensee friendly system. It  . also allows a very easy to use "Verify a 
License" program that saves licensees the $25 fee when they need that 
verification for the Federal Requirements or for licensure in another 
state. 

You have heard from some of the manufacturers of this equipment 
and devices that the pedigree requirements we have in place for 
prescription drugs are not yet applicable to this industry. Therefore we 



have taken the suggestion of Joel Gilbertson and suggested an 
amendtnent to remove the changes to Section S IX and leave the pedigree 
requirements to drugs until the industry gets their Universal Product 
Identifier proj ects c01npleted. The Pedigree requirements are intended to 
protect consumers from counterfeit products and thus can help the 
legitimate manufacturers as well, when they are ready. 

My Assistant Executive Director, Mark Hardy, Pharm D.  has some 
additional information for you and will explain the fiscal note and 
Pharmacy Board Budget in as much detail as you would like. 

Thank you. 
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Senate B i l l  2342 - Wholesa le D rug Distri bution 
Senate H u man Services Com m i ttee - Red River Room 

9 : 00 AM - Monday - Februa ry 1 1, 20 1 3  

Chai rperson Lee, mem bers of the Senate H u m a n  Services Comm ittee, for the reco rd I a m  

Mark J .  H a rdy, PharmD, Assista nt Executive Director o f  the North Da kota State Board of 
Pha rmacy .  I appreciate the oppo rtunity to be here to speak to you today a bout Senate B i l l  
2342. 

This Bi l l  p rovides revisions and enacts sections to North Da kota Centu ry Code 43- 1 5 . 3  

which the Boa rd of Pha rmacy has been looking to i ncorporate . W e  currently have two 
sections of wholesale statutes in our law. This legislation is  i ntended to com bine these and 

a lso clear up any differences throug hout the bi l l .  I would l i ke to wa l k  th rough the changes in 
the Bi l l  so that you may have a good understa nding of what th is  legislation does . 

You wi l l  n otice the incl usion of medical ga� or medical eqwpment throughout m uch of the 
legislatio n .  This makes it clear that the movement of medical  gases and/or legend medica l  
eq u i pment req u i res l icensure. 

We have added the defi n itions of: Broker - Device - Durab le med ica l equipment - M edical 
device - M edical  equ ipment - Medical gas - Pharmacy d istri butor a nd Trace and Track, a long 
with Virtua l  d istri butor a nd Virtual man ufactu rer .  Aga i n  this cla rifies much of the a m bigu ities 
that are in the cu rrent wholesa le statute and makes it very clear what busi ness activities 
req u i re l icensing in North Da kota . 

I wou ld l i ke to ta lk  just a bit about the busi nesses of a Vi rtual  distri butor and Vi rtua l 
ma n ufacturer .  These a re relatively new and i ncreasing models that, i n  the case of a v i rtua l  
manufactu rer, a re a co m pa ny that does not ta ke actua l  control of a d rug o r  device, b u t  
contracts t h e  manufactu ri ng to a separate fac i l ity and the del ivery to a logistics p rovider, b u t  
does ha nd le  t h e  b i l l ing and the FDA Registration, a long with havi ng t h e  n a m e  o f  the i r  
"company" on the prod uct. Th is type of business c a n  b e  a sou rce of q uestionab le a ctivity, so 
we feel it  is necessa ry to make it clear that l icensure is  req u ired of these business pra ctices. 
We curre ntly ask these v i rtual d istri butors and v irtua l  manufacturers to l i cense u nder o u r  
current law, b u t  this b i l l  w i l l  make i t  clear a l icense i s  req u i red . Once a g a i n ,  this wi l l  ensure 
supply c h a i n  integrity and should any issues a rise with North Da kota citizens we a re a ble to 
hold the rig ht business accountable for those concerns .  



On page 9 of this b i l l ,  l i nes 6 through 1 0  is language that wi l l  mainta i n  the Boa rd of 
Pharmacy's position of ensuring a wholesa le d istri butor of prescri pti o n  drugs must obta in  
accred itation from the Nationa l  Association of Boards of Pharmacy [ NABP] Verified Accred ited 
Wholesale Distri butor [VAWD] prog ra m .  Th is accreditation has been a proven tool for Boa rds 
of Pharmacy to ensure out-of-state wholesale d istri butors are in com pl iance with laws and 
ru les, to again safeg uard su pply and product i ntegrity .  This accred itation is beco m i n g  a 

national sta ndard for leg itimate wholesa le d istri butors a nd it is com mendable that N o rth 
Dakota was a leader i n  this req u i rement to br ing an enhanced level of safety to o u r  citizens .  

On page 1 5, beg i n n i ng on l i ne 4 - a l l ows the Boa rd of Pharmacy to i nspect fac i l it ies which 

are l i censed with the Boa rd .  It  a lso a l lows a designee of the Boa rd to con d uct i nspections; 
this may be perti nent i f  we were to feel any suspicious activity is being conducted ,  espec ia l ly  
i n  a n  out-of-state l icense.  

On page 1 7  under  43- 1 5 .3-06 Electronic Pedigree - you wi l l  notice that the dates a re moved 
back from the previous legislation . To give you some backg rou nd o n  this track a n d  trace 
pedi g ree technology, th is has been someth ing that has been widely d i scussed as a method to 
better control the movement of prescri ption d rugs, med ical  gases a nd medica l eq u i pment. 
The tech nology is prog ressing, however not as qu ickly as many had first envisioned.  
Ca l i fornia is attempti ng to lead the way on the electronic  track and trace req u i rement. The 
Boa rd certa i n ly sees good reason for im plementing this tech nology across the p h a rmaceutica l 

supply cha i n .  
Essentia l ly th is wou ld  address issues with the g ray ma rket o f  pharmaceutica ls, w h i c h  is  
certa i n ly a large issue i n  the nation .  I am sure you have heard one of the many n ews repo rts 
of cou nterfeit su bsta nces bei ng found or even reach ing the patient l eve l .  

As w e  get to page 1 2  beg i n n i ng on l i n e  26, a new section i s  being created for retai l  medica l  
gas retai lers. This  provides c larification that medica l gas retai lers n eed to be l icensed with the 

Board of Pharmacy to provide medica l gases d i rectly to a North Da kota citize n .  They cu rrently 
l icense under the provisions of the current law. 

On page 25 beg i n n i ng on l i ne 3 i s  a lso a new section that creates a new class of l i ce nse for 
retai l  durable medical eq u i pment reta i lers .  This  has been a recent issue for the Board,  as we 
do not currently have a l i cense class to l i cense .Qura ble medical gq u i pment, reta i lers or D M E  
prod ucts, especia l ly  out-of-state compa n ies. 

This has been brought to our i m mediate attention d ue to the Medica re com petitive 
biddi ng process put forward in the new hea lthcare proposa ls .  Currently a D M E  reta i l er 
has two options to cond uct this type of business when send ing thei r  products d i rectly to 
patients i n  North Dakota . They may be l icensed as a pharmacy, but many of these businesses 
do not even employ pharmacists and are not l icensed as pharmacies i n  the state they are 
actua l ly located , hence do not qua l i fy for a North Da kota Pharmacy Permit.  Or, thei r other 
option is to contract with a North Da kota l icensed i ndividua l  who is a uthorized to d ispense the 
DME prod uct pursuant to their  practice act. 



This  new section sti l l  m a i nta i ns that a D M E  retai lers m u st em ploy or contract with a North 
Da kota healthcare professiona l  authorized by their practice act to do busi ness d i rectly with 
o u r  citizens .  The Board feels  that this is very im porta nt for any problems that may a rise 
with a prod uct or we receive a complaint from a North Da kota citizen .  U lti mately this is for 

the patient's safety a n d  wel l-being.  

A s imple exa mple is receivi ng a ca ne in  the mai l .  If  that ca ne has not been fitted to the 
patient, o r  a healthcare professional is not made ava i l a b le for questions a bout how to 
pro perly fit that ca ne, it cou l d  put that patient at a h igher risk for fa l l ing  a n d  adverse events 
from happening.  It ce rta i n ly is i n  the best i nterest of o u r  patients to have a North Da kota 

l icensed i ndivid ual  to oversee these types of activities. 

For those businesses that a re cu rrently in North Dakota and operate as med i ca l  eq u i pment 
reta i lers, s uch as Sanfo rd or Altru or our loca l Great Pla i ns Reha b i l itation,  they em ploy or have 
l icensed p rofessionals o n  staff to answer these types of questions. The 
Boa rd feel s  this is ideal  to ensure that the patient is properly educated on the devices a nd 
eq u i pment that they receive. 

O n  page 26 beg i n n i ng on l i n e  27 - the fees a re l isted accord i ng to each l i cense category. 
C u rrently the wholesa l e  fee is $200 for a l l  l icenses. The new categories that a re not 
identified i n  the current  law a re the dura ble medical eq u i pment d istri butors a n d  retai l er 
l icenses. The fees a re i ncreased by $200 for ma n ufactu rers, d istri b u tors a nd brokers .  

T h e  fisca l note on t h i s  b i l l  accou nts for this i ncrease i n  a n n ua l  l icensure fees . T h e  additiona l  
money is to  he lp  provi d e  take-back programs for prescri ption d rugs, fu nd the Repository 
Program h e l p  provide the fu nds for the i nspections of these l icensees. Additiona l  reven u e  wi l l  
h e l p  fund the Prescripti o n  Drug Monitori ng Prog ra m, which i s  curren tly bei n g  fu n ded b y  the 
Board of Pharmacy's reserves.  The expenses rel ated to the fisca l n ote a re the esti mated cost 
of i m plementing the d a ta base revisions to account for these changes.  We feel these fees a re 
i n  l i ne with what other states a re charg ing  for such a n n ua l  l i censes. The Boa rd feels that we 
h ave reached out to m a ny of the i nterested parties to ensure a l l  iss u es a re addressed i n  this 
legis lation,  i ncl uding the DME reta i lers and distri butors . 

Tha n k  you for you r  ti me i n  hearing my expla nation of Senate Bi l l  2342 a n d  the Board of 
Pha rmacy would appreciate your  su pport. 

I wi l l  be h a ppy to a nswer a ny questions you may have. 



FDA Drug Distribution Model 
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ND B oa rd o f  Ph a rm a cy 
Income S tatem ent - A c tual vs. Budget  

POMP 
For the Twelve Mon ths Ending June 30, 20 10 

Revenue: 
M iscellaneous Income 
Total Revenue 

Opera ting Exp enses: 

Employee-Rela ted Expenses: 
Payroll E xpenses 
Salaries E xpe nse 

Total Employee-Related Ex pens 

Other Operating Expenses: 
E xpense 
Consultants/ Contracts E xpense 
Insurance Expe nse 
T ravel/M eeting E xpense 

Total Other Operating Expenses 

Total Operating Expens es 

YTD 

A ctual 

$ 2 7 5  

275 

6 , 8 4 2  
53, 1 94 

60, 03 6 

3,293 
6 , 2 7 7  
3 , 5 5 '1 
2 , 4 0 3  

1 5, 524 

75,560 

B u dget 

Income( Loss) ($75,285) ==== 

Income S ta tement - Actual vs. Budget · 

Enhancement 
For the Twelve Months Ending June 30, 2010 

YTD 

A ctual 

l"?even u e: 
Income $82 ,529 

Total Revenue 8 2, 529 

Opera ting Expenses: 

Ernployee-Rela tecl Expenses: 

O ther Operating Expenses: 
E z11ense 2 2 2  
Consultanls/ C onlr<:H_: I ::, l:' /l)r� nsr:: b5,2 'I (J 
Travr�I/IVI eel ing E zpr:: n:'"'� 

Total Other Op era ting Expense's 8 2, 390 

To tal Operating Expenses 

lncom0( Loss) $139  

B udget  



NO Board of Ph arm a cy 
Income S tatem ent . A ctual vs. Budget 

PDMP 
For the Twelve Months  Ending Jun e 30, 20 1 1  

Revenue: 

Operating Exp enses: 

Employee-Related Expenses: 
P ayroll Expenses 
S a laries Expense 

Total Employee-Related Expens 

O ther Operating Expenses: 
Expense 
Consulta nts/ Contracts E xp ense 
Insura nce Expense 
T ravel/Meeting Expense 

Total Other Operating Expenses 

Total Operating Expenses 

YTO 

A ctual 

$7 ,002 
52 ,573 

59, 575 

3 ,297 
75 ,51 2 
1 0 ,393 

3,546 

92, 748 

1 52,323 

B udget 

Income( Loss) ($152,323) ==== 



NO Board of Pharm a cy 
In come Statement - A ctual vs. Budget 

POMP 
For the Twelve Months En ding Jun e 30, 2012 

YTD 

A ctua l  

Revenue: 
M iscellaneous Income $ '1 ,859 

Total Revenue 1,859 

Operating Expenses: 

Employee-Related Expenses: 
Payroll E xpenses 5,758 
S alaries Expense 36,604 

Total Employee-Related Expens 42, 362 

Other Operating Expenses: 
E xpense 5 , 267 
Consultants/ Contracts Expense 7 7 ,3 1 4  
Insurance Expense '1 '1 ,098 
Travel/Meeting E xpense 7 , 827 

Total Other Operating Expenses 1 01, 506 

Total Operating Expenses 143, 868 

Income( Loss) ($142,009) 

B udge t  

7 , 79 5  
35 ,05 0  

4 2, 84 5  

5 , 00 0  
93 , 1 04 
1 2 , 782 
6 , 00 0  

1 16,886 

1 59, 731 

($159, 731) 



N O RTH D A KOTA STATE B O A RD OF PHA RIVI AC\' 

ST A TEJVI E N TS O F  C H AJ� G ES IN NET A S S ETS 
FOR THE Y E A R S  E N D ED HlNE 30 , 2 0 1 1 AND 2 0 1 0 

U n res t r icted 

C a p i t a l  
U n d es i g n a t e cl D esign a t ed Assets 

J u n e  30, 2009 $ 6 1 6 ,: 5 6 8  :h 3 80,3 1 :?.  $ 20 , 8 8 7  
Excess o f  revenues over 

expenses ( 7 0 , 3 4 5 )  
Equ i p m e n t  acq u i s i t i ons (23 , 0 7 6 )  23 ,076 
Deprec i s t i o n  I I  , 5 2 1 ( I  1 , 52 1 )  
I ncrease des ign;lted net 

nssets ( 2 1 2 , 5 1 8 ) 2 1 2, 5 1 8  

J u ne 30, 20 1 0  3 2 2 , 1 5 0 5 92 , 8 3 0  3 2 ,Li cl 2 
Excess of expenses over 

reven ues ( 1 3 2 ,964 ) 
Equ i p m e n t  s c q u i s i t ions  
Deprec i n t ion 1 4 ,309 ( 1 4 ,3 09) 
J ncresse des ign a ted net  

nssets ( 1 2 9,94  7 )  1 29,94 7 

J u n e  30, 2 0 1 1 $ 7 3  5 4 8  " $  722 , 7 7 7  $ 1 8  I 3 3  

To t a l  

$ 1 , 0 1 7 , 7 6 7  

( 70 ,3 '1 5 )  

9 4 7 ,4 22 

( I  3 2 , 9 64 ) 

$ 8 1 4 ,4 5 8  



701 Pennsylvania Avenue, Ste. 800 
Washington, DC 20004-2654 
Tel: 202 783 8700 
Fax: 202 783 8750 
www.AdvaMed.org 

February 1 0, 20 1 3  

The Honorable Judy Lee, Chair 

Senate Human Services Committee 
State House 
Bismarck, ND 58505 

Dear Senator Lee: 

AdvaMed 
Advanced Medical Technology Association 

I am writing on behalf of the members of the Advanced Medical Technology Association, AdvaMed, 
to share some information relating to Senate Bill 2342, relating to pedigree. 

AdvaMed represents more than 1 ,300 of the world's leading medical technology innovators and 
manufacturers who provide advanced technologies improving health outcomes across the continuum 
of care, from diagnostic tests to wound care and orthopedics, cardiovascular therapies and beyond. 
Over 70% of our member companies are relatively small, with less than 1 00 employees and sales of 
less than $30 million. 

No state that has adopted a pharmaceutical pedigree law has included medical devices, or medical 

products of any kind, in their law. Pedigree laws are designed specificall y  to address concerns with 

counterfeit and adulterated drugs in the supply chain. Medical devices are very different from drugs 
in the way that they are developed and get to patients. It is inappropriate to try to force fit them into 
laws designed for drugs. AdvaMed has been a leader in the development of a unique device 
identifier (UDI) system that wil l  enable health officials to track medical devices. 

If the sponsor' s intent is to license suppliers of home medical equipment, which at least twenty-six 

other states have done, we would urge the sponsor and Committee to look at the statutes in those 
states, Kentucky perhaps being the most recent state to adopt licensure requirements with the 20 1 2  
passage of HB 282.  Laws like these can provide effective oversight and deter fraud and abuse. 

We hope that this information is helpful. We would be glad to discuss the issue further. 

Sincerely, 

Thomas E. Tremble 
Vice President, State Government Relations 

cc: Senator Howard Anderson 

Bringing innovation to patient care worldwide 
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HEALTH INDUSTRY DISTRIBUTORS ASSIJC1,1TION 

February 8, 20 1 3  

The Honorable Howard Anderson Jr. 
2 1 07 Seventh Street NW 
Turtle Lake, ND 58575-9667 

Re: SB 2342 
Dear Senator Anderson: 

On behalf of the Health Industry Distributors Association (HIDA), which represents the interests 
of over 600 medical-surgical products distributors that are committed to promoting safety and 
cost savings within the healthcare supply chain, I write to express our concerns with respect to 
SB 2342. As currently drafted, the legislation would expand track and trace, pedigree 
requirements to medical equipment. We respectfully request that this bill not move forward until 
certain technical changes are made. 

HIDA 's members deliver lifesaving healthcare products to more than 294,000 points of care 
including over 2 1 0,000 physician offices, 6,500 hospitals, and 44,000 nursing home and 
extended care facilities throughout the nation. 1 

Pharmaceutical pedigrees are not well-suited for medical equipment 
As medical-products distributors, we are concerned that many of the devices that fall under the 
definition of "medical equipment" in the bill may also be distributed to hospitals, physician 
offices, and long-term care facilities. When a distributor purchases products from a 
manufacturer, there is no way to know at the outset which products will be distributed to which 
patient care setting. Moreover, the average medical products distributor affords healthcare 
providers access to more than 200,000 medical products from as many as 2,200 manufacturers. 
A single distribution center supplies an average of 440 healthcare sites with medical products. 

Additionally, there is no infrastructure for pedigree with medical products, which would add 
significant cost and complexity to the North Dakota medical products supply chain. Likewise, 
the creation of a tracking system for a subset of products would interrupt the efficiency of the 

supply chain and the delivery of everyday medical products. 

1 -·nw fc.mumjc Impact "( lh£ Hca!tbcnrc !)tgrjhotj�<n lndui'VY - HIDA. retrieved on <ktober 11. 2012. 

HIDA Comments Re: SB 2342 
February 8, 2013 
Page 2 

SB 2342 conflicts with federal efforts to implement UDI 
As currently written, SB 2342 does not harmonize with federal efforts to establish a unique 
device identification (UDI) system for medical equipment and devices. The U.S. Food and Drug 
Administration (FDA) is required by the 2007 Food and Drug Administration Amendments Act 
(FDAAA) to develop regulations establishing a UDI system for medical devices. Federal 
policymakers envision a national product identification system that can improve both medical 
device tracking and safety surveillance. In July 2 0 1 2, the FDA published a proposed rule to 
establish the parameters and timeline to implement UDI for medical devices. The final rule is 
expected to be released in the spring of 2013.  

Thank you for your time and consideration. We welcome the opportunity to speak with you in 
more detail about our concerns and to partner with you to find a workable solution to address the 
safety and security of the healthcare supply chain. If you have any questions or are interested in 
learning more about medical products distributors, please contact Ashley Palmer at 
palmerc@hida.orl! or (703) 838-6 1 13. 

Kind regards, 

' -- ··  

. 
.., \ '-.. 

< 
'-.. �� l :J�� \ " 

'--- - .J 

Linda Rouse O'Neill 
Vice President, Government Affairs 

CC: 
The Honorable Judith Lee 
The Honorable Kim Koppelman 
Assistant Executive Director, Board of Pharmacy Mark Hardy 

f 
310 Monlt;ornery Street • Alexandria, VA 22314-1516 
Phor•" 1703) 549-4432 • F3lC (703) 549-6495 • www.HIDA.org- � -=c�:::_/�-� '--�- -· -�- -- t 
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Lee , Judy E. 

1 m :  
_ .:nt: 

Matt J ensen <mattj @delasco.com> 
Friday, February 08, 20 1 3  3:39 PM 
handerson@nd.com ;  Lee, Judy E. To: 

Subject: S. 2342 - Pedigree req uirements for medical eq uipment 

Dear Senator Anderson and Ms. Lee, 

Dermatologic Lab & Supply, Inc. ( d.b.a. Delasco) is a medical-products distributor. As such, we are concerned 
that S. 2342 would expand pharmaceutical track and trace regulations to medical equipment and I encourage the bill 
sponsors to remove the bill from consideration for the following reasons: 

1 .  Pedigrees for medical equipment are un precedented and would add significant cost and complexity to the North Dakota 
medical products supply chain. 

• There is no infrastructure for pedigree w ith medical products. 
• To c reate a pedigree trac king system for a s u bset of products would interrupt the effic iency of the su pply chain . 
• Many of the devices that fall under the definition of "medical equipment" may also be d istributed to hospitals, 

physic ian offices, and long-term care fac ilities. 
• A pharmaceutical law is not appl icable to medical products. 
• The average medical products distributor provides healthcare providers access to more than 200 , 000 medical 

products from as many as 2,200 man ufacturers. 
• A single distribution center suppl ies an average of 440 healthcare sites with med ical products. 
• When a distributor purchases product from a man ufacturer, there is no way to know at the outset which products 

will be distributed to which patient care setting. 

2.  This legislation does not harmonize with fede ral efforts to establish a unique device identification (UDI) system for 
medical equipment and devices. 

• The U.S. Food and Drug Administration (FDA) is required by the 2007 Food and D rug Administration 
Amendments Act (FDAAA) to develop regulations establish ing a UDI system for m edical devices. Federal 
policymakers envision a national product identification system that can im prove both medical device tracking and 
safety surveillance. 

• In July 2012, the FDA publ ished a proposed rule to establish the parameters an d timeline to im plement UDI for 
medical devices. The final rule is expected to be released in the spring of 20 1 3. 

S incerely, 

Matt Jensen 
Director of Regulatory Affairs 
Delasco 
Phone: 7 12-323-3269 
Fax :  7 1 2-323- 1 1 56 
mattj l'mdelasco .com 

··tp://www.delasco.com 

1 



OFFICE OF THE EXEC UTIVE D I R ECTOR 
1 906 E Broadway Ave 

Bismarc k  NO 58501 -4700 j_) 
Telephone (701 ) 328-9535 1"\ �z / Fax ( 701 ) 328-9536 if\ 

E-mail= ndboph@btinet.net . www. nodakpha rmacy .com 

� ':.! ,  . -rV'IC!_rk.� . _Hardy, Pharm D, R.Ph.  
Jack Dalrymple, Governor 

· 

Assistant Executive Dire.ctor 

{) 

0 

Howard C. And e rson, Jr, R.Ph. 
Executive Director 

Senate Bill 2342 - Wholesaler Drug Distribution 
Senate Appropriations Committee - Harvest Room 

.,, ,� .�·!�!�;.PO PM - Monday - February 18, -20.!t3 
. ' t!; ,.,_ro . �  ,,. . • �h . • ··" �  .. . ( ,�,. �·''.Ill' .. 

� �h:::&� 1 �t' :� '!i�; -<.--�-.. ��--� � -�·· ·· ' ' . .  ' ·� 
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Chairpers0n' H9! mbe�g;�rriembers of. the .. Senate Appropriatifuns Committee, for the record I 
am Mark f�Rare�,�Pha nti1D, Assistartt'"ExeGVJtiv(lbirectori6(the �olitb Dakota State Board of 

• . ... .. • • .,.� -1. • .., ,.,r 
Pharmacy. I aJ3preciate the opportunity to be here to speak to yow briefly about Senate Bi l l  
2342 Wholesale Drug Distribution. . ... . 

This legislation provides revisions to our current Wholesale statute and incorporates changes 
that will provide clarity to what business activities wi l l  require licensure in North Dakota � 
Part of this legislation a lso includes an ir�crease of annual  licensure fees for manufacturers, 
distributors and -broke�s:.:.;�m1ese fees are.an annual increase of $200. The fiscal note on this 
bi l l  accounts for this iacrease-in fees. The additional money is to help provide take-back 
programs for prescriptio·n�drugs, fund the Repository Program and help provide the funds for 
the inspections of these · licensees. Additional revenue Will .help fund the Prescription Drug 
Monitoring Program, whicn is'�currently being funded' T5y the Board of Pharmacy's reserves. The 
expenses related to the fiscal note are the estimated cost of implementing the data base 
revisions to account for these changes. We feel these fees are in l ine with what other states 
are charging for such annual l icenses. The Board feels that we have reached out to many of 
the interested parties to ensure al l  issues are addressed in this legislation, including the DME 
retai lers and distributors. 

I am including the annual expenses for the Prescription Drug Monitoring Program [POMP] for 
2009, 2010 and 2011 fiscal years and a printout from our auditor's report showing the spend­
down of the Board of Pharmacy's reserves during those years. Our 2012 auditor's report for 
2012 wil l  show a similar spend-down. 

There were no oppositions during the testimony with in  the Senate Human Service Committee 
to the fee increases on the applicable parties. 

Thank you for your time in hearing my explanation of Senate Bil l 2342 and the Board of 
Pharmacy would appreciate your support. 

I wil l  be happy to answer any questions you may have. 

I 
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ND B oard of  Pharm a cy 
Income S tatement - Actual vs. Budget 

POMP ' •  ' l  . · : c  L 
For the Twelve Mon ths Ending J.ur?e 30: ·2010 . . � 1 

YTD ·- ,�'Iii ' · ' 
I' '< . �· � ,�, ' \ { '.�: < 

Revenue: 
M iscellaneous Income 

Total Revenue 

Operating Expenses: 

Employee-Related Expenses: 
Payroll Expenses 
Salaries Expense 

Total Employee-Related Exp�ns · 
·:. J :. ;.-_ · .  

Other Opera ting Expenses: 
E xpense 

A ctual 

$275 

275 

6 , 842' " ' · 
53, '1 94 

60, 036 

Budget 

·; ' ,• '"/ . l_ · .. • .. ,·, !" - . · · ·1 -t' 

' \ ' i 1_ 1 ' ' 

�- : .. . •• , ; 1 •• •.) r 

Consultants} C ontracts Expense�- . , :  
Insurance Expense · . 1 · ' ·· ' 

3,29!3'·' -' ; 1 ' 
6,277 
3 , 55'1"" r 
2 ,403 

· '! ! , HJ '<< 1 � H .  •t> 1 

Travell M eeting E xpense •; 

Total Other Operating Expenses 
·- ,.. \ � � 

Total Operating Expenses 

:.·; J • :- • ��- ·:...· ::;::;ru:di:� ( 
--.........-. .  -i .--�\JI)i i :.!•-� l\r·f·,l-:-:• • · 1 . •  ' � 

15,524 
'•. !\ I � '  ' 

75,560 

Income( Loss) ($75,285) ====;= 

Incom e S tatemen t - A c tual vs. Budget 
Enhancement 

For th e Twelve Mon th s  Ending June 30, 2010 

Revenue: 
Income 

Total Revenue 

Opera ting Expenses: 

Employee-Ref a ted Expenses: 

Other Operating Expenses: 
Expense 
Consultants/ Contracts E xpense 
TraveiiMeeling E xpense 

Total Other Operating Expenses 

Total Operating Expenses 

Income( Loss) 

YTD 

A ctual 

$82,529 

82,529 

222 
65,2 1 0  
1 6 ,958 

82,390 
82, 390 

Budget 



NO Board of Pharmacy 
Income Statement - Actual vs. Budget 

PDMP 
For the Twelve Months Ending June 30, 2 0 1 1  

Revenue: 

Operating Expenses: 

Employee-Related Expenses: 
Payroll Expenses 
S a laries Expense 

Total Employee-Related Expens 

O ther Operating Expenses: 
Expense 
Consultants/ Contracts E xpense 
Insurance Expense 
Travel/Meeting E xpense 

Total Other Operating Expenses 

Total Operating Expenses 

YTD 

A ctual 

$7 ,002 
52 ,573 

59,575 

3,297 
75,512 
1 0 ,393 

3,546 

92, 748 

152,323 

B udget 

lncome(Loss) ($152,323) ==== 



i !  

0 
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lncome·statem'tm·t - A ctual vs. B udget 
PDMP 

For the Twelve Months End�'f!-� ·�.u.ne :JO, 2�-
1�. 

-t. �·· 

Revenue: 
Miscellaneous Income 

Total. Rf(venue 

r I 
Operating Expenses: 

Employee-Related Experfses: 
Payroll 'Expenses 
Salaries Expense 

Total Employee-Related Expens 

Other Operating Expenses: 
Expense . . . 
Consultantsf.CoRiracts Expense 
Insurance Expense 
Travel/Me-eting E xpense 

.... - ,"'"': .. .:... 
Total O(her Operating Expenses 

Total Operating Expenses 

Income( Loss) 

YTD I - h  )j. · t ' 

A ctual 

$J .859 

I ·  
5,758 

• 36,604 

42,362 

�.207 
· 77.3r4 
1 1 ,098 . ' . 

·-:L.BZ'l 

101,506 

143,868 

($142,009) 

' i  

, I  

Budget 

I I i  : · l 

1 ' ·  
, . . , .  

! l  · "  , .. 
7, 795 

35,050 
,;  q ; l  

42, 845 

) . � ' ·  

5,000 · f ' ·. 

93, 1 04 
1 2,782 .h · • j 

•.' 

' 6 ,000 

116,886 

159,731 

($159,731) 



NORTH DAKOTA STATE BOARD OF PHARMACY 

STATEMENTS O F  CHAN GES IN NET ASSETS 
FOR THE YEARS END ED J1TNE 30, 20 1 1  AND �0 1 0  

U m·est ric ted 
Capital 

U n d esign ated D es ignated Assets Total 

J u n e  30, 2 0 0 9  $ 6 1 6, 5 6 8  $ 3 80,3 1 2  $ 20 ,887  $ 1 ,0 1 7,767 
Excess of revenues over 

expenses ( 70,3 4 5 )  (70,3 4 5 )  
Equ ipment acqu is i t ions (23 ,076) 23 ,076 
Deprec i a t ion 1 1 , 52 1 ( 1 1 ,52 1 )  
Increase des i gna ted net 

assets (2 1 2, 5 1 8) 2 1 2,5 1 8  

J u n e  30,  2 0 1 0  322, 1 50 5 92 , 8 3 0  32,442 947,422 
Excess of expenses over 

reven u es ( 1 32,964) ( 1 32,964 ) 
Equ ipment acquis i t ions 
Deprec ia t ion 1 4 ,309 ( 1 4 ,3 09) 
Increase designated net 

assets ( 1 2 9,947) 1 29,947 

J u n e  30, 2 0 1 1 $ 73 5 4 8  $ 712 777 $ 1 8  1 3 3 $ 8 1 4 .458 



Senate Bill 2342 
House Human Services Committee 

9 :00AM Wednesday, March 20, 20 1 3  
Fort Union Room 

qfl 

Chairman Weisz and Members of the House Human Services Committee, I am 
Howard Anderson, Senator from District 8 and the Executive Director of  the North 
Dakota State Board of Pharmacy. 

I have been working on this rewrite for three years, in consultation with those in 
North Dakota who are in the Medical Equipment, Medical Gas and Device 
business. 

S ince the Federal Government decided that they wanted to bid out the sale of much 
of this equipment and devices to mail order, which will come mostly from Florida 
and California we have gotten hundreds of calls about what license they need to 
supply these devices directly to North Dakota patients from their mail order 
locations. The Federal requirements include being appropriately l icensed by the 
states and we had nothing to answer this need. 

Therefore we got together and I wrote an interpretation, which resides on the 
board ' s  web site, that they need someone licensed in North D akota to help the 
patient and be responsible for their care. Our wholesale act, adopted in 2007, 
requires sale to only licensees. These might be pharmacies, Hospitals ,  Respiratory 
Therapists, Physicians and a whole host of people who have a l icense authorizing 
them to serve the public, however we have no way to capture that information or 
license the direct sale to consumers, on a prescription order, except to have a 
pharmacy license.  Many of these companies are not pharmacies in their home state 

and thus are not eligible for one here. 

Therefore this bill was written to revise the Wholesale licensing act to accomplish 
the following: 

Provide a licensing mechanism for the sale of medic al equipment and 
supplies directly to the consumer, when prescribed by a practitioner and intended 
to be paid for by a third party payer, such as a Medicare Part D plan, Medicaid, or 
another insurer. It does not affect sales of these items when sold without the need 
for a prescription, except in the case of Legend Devices that would require a 
prescription under Federal Law in any case. 



Provides a mechanism to capture the name and license number of the North 
Dakota licensed professional that will be responsible to see that the patient kt"'1.ows 
how to use the device properly. If you get a gastric suction pump in the mail, 
someone needs to help you use it properly and that person should not be on the 
phone from Florida. If there is a patient complaint, we need a way to address that 
with the licensee through their own North Dakota Licensing Board. 

Provides an increase in license fees for some of our licensees, to help the 
Board of Phannacy finance the Prescription Drug Monitoring Program, help with 
drug take back programs and make upgrades to the Prescription Drug Repository 
Program. We have been spending down our reserves to finance these programs 
since 2009 and the companies who manufacture and sell the products are needed to 
help pay for those programs. 

We have an excellent web site where licenses can be applied for and 
renewed, without repeating required information each year, and we will use some 
of the money to make enhancements and maintain this licensee friendly system. It 

also allows a very easy to use "Verify a License" program that saves licensees the 
$25 fee when they need that verification for the Federal Requirements or for 
licensure in another state. 

On the Senate side we heard from some of the manufacturers of this 
equipment and devices that the pedigree requirements we have in place for 
prescription drugs are not yet applicable to this industry. Therefore we have taken 

the suggestion of Joel Gilbertson and removed those changes to S ection SIX and 
leave the pedigree requirements to drugs until the medical device industry gets 
their Universal Product Identifier proj ects completed. The Pedigree requirements 
are intended to protect consumers from counterfeit products and thus can help the 
legitimate manufacturers as well, when they are ready. 

My Assistant Executive Director, Mark Hardy, Pharm D .  has some additional 
information for you and will explain the fiscal note and Pharmacy Board Budget in 
as much detail as you would like. 

Thank. you. 
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Prepared by the Legislative Council staff for 
Representative K. Koppelman 
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P ROPOSED AMENDMENTS TO ENGROSSED SENATE B I LL NO. 2342 

Page 1 ,  l ine 3, remove "43-1 5. 3-05," 

Page 4, line 3, remove the underscored comma 

Page 4,  line 4, remove "medical gas. or medical equipment" 

Page 4, l ine 5, remove "medical gas. or medical equipment." 

Page 4, l ine 1 0, remove ". gas. or equipment" 

Page 4, l ine 1 2, remove ", gas, or equipment" 

Page 4, l ine 1 6, remove ". gas, or equipment" 

Page 4, l ine 20, remove ". gas. or equipment" 

Page 5, l ine 8, overstrike the comma 

Page 5,  l ine 8,  remove "medical gas, or" 

Page 5, line 9, remove "medical equipment" 

Page 1 5, remove lines 23 through 3 1  

Page 1 6, remove lines 1 through 31  

Page 1 7, remove lines 1 through 5 

Renumber accordingly 

Page No. 1 1 3. 0807. 03001 
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J ac k  D a l ry m p l e ,  Governor Assi stant Executive D i rector 
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Exec utive D i rector 

Senate Bi l l  2342 - Wholesaler D rug Distribution 

House H u m a n  Services Comm ittee - Fort U n ion Room 

9 : 00 AM - Wed nesday - Ma rch 20, 2013 

Chairman Weisz, mem bers of the House H uman Services Comm ittee, for the record I 
a m  M a rk J .  Hardy, PharmD, Assista nt Executive Di rector of the North Dakota State Boa rd of 
Pha rmacy. I appreciate the o pportunity to be here to spea k to you briefly a bout Senate B i l l  
2342 Wholesale  Drug Distri bution .  

This  B i l l  p rovides revisions a n d  enacts sections to North Da kota Century Code 43- 15 .3  

which the Board of Pharmacy has been looking to i ncorporate . W e  currently have two 
sections of wholesale  statutes in our  law. This leg islation  is i ntended to combine these a n d  
a lso clear u p  a ny differences throug hout the bi l l .  I wou ld  l i ke to wa l k  through the cha nges i n  
the B i l l  s o  that you m a y  have a good u nderstanding o f  what this l eg islation does . 

You w i l l  n otice the i ncl usion of medical gas/ or medical equipment throughout m uch of the 
legis lation . This  ma kes it clear that the movement of medical  gases a nd/or legen d  medica l 
eq u i pment requ i res l i censure. 

We h ave a dded the defi nit ions of: Broker - Device - Dura ble  medical equi pment - Medica l  
device - M edica l equi pment - Medical gas - Pha rmacy distri b utor a nd Trace and Track, a long 
with V irtua l  d istri butor a nd V i rtual  man ufacturer. Agai n  th is  c larifies much of the a m big u ities 
that a re in the cu rrent wholesale statute and ma kes it very clear what busi ness a ctivities 
req u i re l i ce nsing i n  North Da kota . 

I wou ld  l i ke to ta l k  j ust a bit a bout the busi nesses of a Virtu a l  d istri butor a nd Vi rtua l 
man ufacturer. These a re re latively new a nd increasi ng models that, i n  the case of a v i rtua l  
man ufactu rer, are a company that does not  take actua l  control of  a d rug o r  device, but  
contracts the man ufacturing to a sepa rate faci l ity and the del ivery to a log i stics provider, but  
does hand le  the b i l l i ng  and the FDA Registration, along with having the name of thei r 
"compa ny" on the product. Th is type of busi ness can be a source of questionable activity.  In  
fact, a cou ple months ago I pa rtici pated i n  a task force on these busi ness types, so we fee l  i t  

is necessa ry to make it clear that l i censure is req uired of  these busi ness practices. We 
cu rrently ask these v i rtua l  d istri butors and v i rtual ma nufacturers to  l icense under o u r  cu rrent 
law, but th is  bi l l  wi l l  make it clear a l i cense is req uired . Once again, this wi l l  ensure supply 
cha i n  i nteg rity a nd should any issues arise with North Da kota citizens we a re ab le  to ho ld  the 
right busi n ess accou nta ble for those concerns. 



On page 9 of this b i l l ,  l i nes 6 through 10 is lang uage that wi l l  mai nta in  the Board of 
Pharmacy's position of ensuri ng a wholesa le d istri butor of prescri ption drugs must obtain 
accreditation from the National  Association of Boards of Pha rmacy [NABP] Verified Accredited 
Wholesa le Distri butor [VAWD] prog ra m .  This accreditation has been a proven tool for Boa rds 
of Pharmacy to ensure out-of-state wholesale d istri butors are in co mpl ia nce with laws and 
ru les, to aga in  safeg uard supply and prod uct i ntegrity. This accreditation is  becoming a 
national  standard for l eg itimate wholesale distri butors and it is com mendable that North 
Dakota was a leader i n  this requ i rement to bri ng an enha nced level of safety to our citizens.  

On page 15, beginn ing on l i ne 4 - a l lows the Board of Pharmacy to i nspect faci l ities which 
a re l icensed with the Boa rd.  It a l so a l lows a designee of the Boa rd to conduct i nspections; 
this may be perti nent if we were to feel a ny suspicious activity is  bei ng cond ucted, especia l ly 
i n  a n  out-of-state l i cense. 

On page 17  under 43-1 5 .3-06 Electronic Pedigree - you wi l l  notice that the dates a re moved 
back from the previous legislation .  To give you some backg round on this track and trace 
pedigree tech nology, this has been something that has been widely d iscussed as a method to 
better control the movement of prescri ption drugs. The technology is prog ressing, however 
not as q ui ckly as many had fi rst envisioned . Cal ifornia is attempting to lead the way on thE 
electron ic  track a nd trace req u irement. The Board certa i n ly sees g ood reason for i mplementing 
this technology across the pha rmaceutical supply chai n .  

Essentia l ly this would help to address issues with the g ray market of pharmaceuticals, which is  
certa i n ly a large issue i n  the nation .  I am sure you have heard one of the many n ews reports 
of counterfeit substa nces bei ng found or even reaching the patient level .  

As we get to page 23 beginn ing on l i ne 26, a n ew section is bei ng created for reta i l  medica l  
gas reta i lers .  This provides c la rification that medical gas retai lers need to be l icen sed with the 
Board of Pharmacy to provide medica l gases directly to a North Dakota citizen. They currently 
l i cense u n der the provisions of the cu rrent law. 

On page 25 beg i n n i ng on l ine  3 is  a lso a new section that creates a new class of l icense for 
reta i l  d u ra ble medical equipment reta i lers . Th is has been a recent  issue for the Board,  as we 
do not cu rrently have a l icense class to l i cense .Qurable medical _gq u i pment, reta i le rs or D M E  
prod ucts, especia l ly  out-of-state companies.  

This has been brought to our i m mediate attenti on due to the Med i ca re competitive 
biddi ng process put forward in the new healthca re proposa ls .  Cu rrently a DME reta i ler  

has two o ptions to cond uct this type of  busi ness when sending thei r  prod ucts di rectly to 
patients i n  North Da kota . They may be l icensed as a pha rmacy or contract with a North 
Dakota l i ce nsed i ndividual  who is a uthorized to d ispense the DME prod uct pursua nt  to the i r  
practice act. 



This new section sti l l  mai ntains that a D M E  retai lers must employ o r  contract with a N o rth 
Da kota hea lthca re professional a uthorized by their practice act to do business d i rectly with 
o u r  citizens. The Boa rd feels that this is very importa nt for any problems that may arise 
with a prod uct or we receive a compla int from a North Da kota citize n .  U lti mately this is for 
the patient's safety a n d  wel l -being . 

A s i m ple  example is receiving a cane i n  the ma i l .  If that cane has not been fitted to the 
patient, or a hea lthca re professional  is not made avai lab le for q uestions about how to 
p roperly fit that cane, it cou ld put that patient at a h igher risk for fa l l i n g  and adverse events 
from happen ing .  It certa in ly is in the best i nterest of our  patients to have a North Da kota 
l icensed individua l  to oversee these types of activities. 

For those busi nesses that are currently in North Da kota and operate as medical eq u i p ment 
reta i lers, they em ploy or have l icensed professionals on staff to a n swer these types of 
q uestions. The Boa rd feels this is ideal to ensure that the patient is pro perly ed ucated o n  
t h e  devices and equ i pment that they receive. 

On page 26 beg i n n i n g  on l i ne 27 - the fees are l isted accordi ng to each l icense category. 
Cu rrently the wholesale  fee is $200 for al l  l i censes. The new categori es that are not 
identified i n  the current law are the d u rable medica l  eq u ipment d istri butors and reta i l e r  
l i censes. The fees a re increased by $200 for manufacturers, d istri b utors and brokers . 

The fiscal note on this bi l l  accou nts for this i ncrease i n  a n n ua l  l icensure fees. The additiona l  
m oney is  to he lp  provide take-back programs for prescri ption d ru g s, fu nd the Repository 
Prog ram and help provide the fu nds for the i nspections of these l icensees. Additiona l  reven ue 
wi l l  he lp  fu nd the Prescri ption Drug Monitori ng �rogra m, which i s  currently bei n g  fun ded by 
the Board of Pharmacy's reserves .  The expenses related to the fisca l note are the esti mated 
cost of im plementi ng the data base revisions to accou nt fo r these cha nges. We feel these fees 
a re i n  l i ne with what other states a re charg i ng for such a n n ua l  l i ce n ses. The Board feels that 
we have reached out to many of the i nterested parties to ensure a l l  issues are addressed i n  
t h i s  leg islation, inc lud ing the D M E  retai lers a n d  distri butors. 

A l so inc l uded are the expenses of the PDMP for 2009 - 20 10 - 20 1 1  annua l  fisca l yea rs. 
Lastly a pri ntout from our audito r's report showing the spend down of the Boa rd of 
P h a rmacy's reserves during the 2009 - 201 0 - 20 1 1  fisca l years. 2 0 1 2  w i l l  show a s i m i l a r  
s p e n d  down . 

Tha n k  you for your t ime in  hea ri ng my expla nation of Senate Bi l l  2342 and the Boa rd of 
Pharmacy wou l d  a ppreciate you r  su pport .  

I wi l l  be happy to answer any q uestio ns you may have . 
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NO B o a rd of Ph a rm a cy 
Income S tatem en t - Ac tual  vs.  Budget  

POMP 
For th e Twelve Mo n th s  En ding J un e 30,  2010 

Reven ue:  
M iscellaneous Income 

To tal Revenue 

Opera ting Exp enses: 

Employee-Rela ted Expenses: 
Payroll E xpenses 
S a laries E xp e nse 

To tal Employee-Related Expens 

O ther Opera t ing  Expenses: 
E xpense 
Consullanlsl Contracts E xpense 
Insurance E xp e n s e  
T ravel/Mee ting E xpense 

To tal Other Opera ting Expenses 

Total Operating Expenses 

YTD 

A ctua l  

$ 2 7 5  

275 

6 , 8 4 2  
53, 1 94 

60, 03 6  

3 , 2 9 3  
6 , 2 7 7  
3 , 5 5 1  
2 , 4 0 3  

1 5, 524 

75, 560 

B u dget 

Income( Loss) ($75,285) ==== 

Income S tatem ent - A c t ual vs. B udge t  
Enhan cement 

For the Twelve Mon th s  Ending Jun e 30,  2010  

l7even ue: 
Income 
Total Revenue 

Opera tin g Exp enses: 

Employee-Rela tecl Expenses:  

O ther Opera ting Expenses: 
E xpense 
C onsul! a n l sl C o n t ra c l s  E zpensro 
T ravr: I!Meel ing E zpen::,e 

YTD 

A ctual  

$82 , 5 2 9  

8 2, 52 9  

2 2 2  
6 5 . 2 1 0  
1 6 .958 

B udget  

-------- --------··--

Total Oth er Op era t ing Exp e n s e s  8 2, 3 9 0  

To tul Op era tin g ExjJ e n s es 

In c ome( Loss) 



NO Board o f  Ph arm a cy 
Income S tatem ent - A c tual  vs. Budget 

POMP 
For the Twelve Mon th s  Endin g June 30, 20 1 1  

Reven ue: 

Opera ting Exp enses: 

Employee-Related Expenses: 
P a yroll Expenses 
S a laries Expense 

Total Employee-Related Expens 

O ther Operating Expenses: 
Expense 
Consul lants/ Contracts E xp e nse 
I nsurance Expense 
Travel/M eeting Expense 

Total Other Operating Expenses 

Total Operating Expenses 

YTD 

A ctual 

$7 ,002 
52 ,573 

59, 575 

3, 297 
75,51 2 
1 0 ,393 

3 ,546 

92, 748 

152,323 

B udget 

lncome(Loss) ($152, 323) ==== 



ND Board of  Ph arm a cy 
Income S tatement - Actual  vs. Budget 

POMP 
For the Twelve Mon ths Endin g June 30, 2012  

YTD 

A ctual 

Reven ue: 
Miscella neous Income $ '1 ,859 

Total Revenue 1 ,859 

Opera ting Exp enses: 

Employee-Related Expenses: 
Payroll E xpenses 5 , 758 
S a la ries E xpense 36,60LJ 

Total Employee-Related Expe ns 42, 362 

O ther Operating Expenses: 
E xp ense 5 , 2 67 
Consulta nts/ Contracts Expense 7 7 , 3 1 4  

Insurance Expense '1 1 ,098 
Travel/ M eeting Expense 7 , 827 

Total Other Operating Expenses 1 01 , 506 

Total Operating Expenses 143, 8 68 

Inc ome( Loss) ($142, 009) 

Budge t  

7 , 795 
35,050 

4 2, 845 

5 , 000 
93,  '1 04 
1 2 , 782 

6 , 000 

1 1 6, 886 

159, 731 

($159, 731) 



N O RTH D A KOTA STATE B O ARD O F  PH ARfvi ACY 

STATE M E NTS OF C H AN G ES IN NET ASS ETS 
FOR TH E Y E A RS E N D ED Jl!NE 30, 20 1 1  AND 2 0 1 0  

U n r e s t r i c t e d  

c� p i t a l 

U n d es i g n a tecl D e s i gn a t e d  A ss e ts 

J u n e  3 0 ,  2 0 0 9  $ 6 1 6 , 5 6 8  $ 3 80,3 1 2  $ :20 , 8 87  
Excess of  revenues over 

expen ses ( 70 ,3 4 5 )  
Equ i p m e n t  <�cq u is i t i ons  (2 3 ,0 76) 23 ,07 6  
Deprec i a t ion 1 1 , 52 1 ( 1 1  , 5:2 1 )  
I ncrease cles ign �1 ted  ne t  

asse t s  ( 2 1 2 , 5 1 8 ) 2 1 2 , 5 1 8  

J u n e 3 0 , 2 0 1 0  322 , 1 5 0 5 92 , 8 3 0  32 , 4"12  
Excess o f  expenses over 

rev e n ues ( 1 3 2 ,964 ) 
Eq u i pmen t  8 cq u is i t i ons  
Deprec i Cl t ion  1 4 ,3 09 ( J LI ,J Q9) 
I ncrease cl es ign ntecl net  

asse t s  ( 1 2 9,94 7 )  1 29,94 7 

J u n e 30, 2 0 1 1 $ 7 3  5 4 8  $ 722, 7 7 7  $ 1 8  I 3 3  

$ 

$ 

To t a l  

1 ,0 1 7 ,767 

( 70,3 ,1 5 )  

94 7 ,Li 22 

( 1 3 2 ,964 ) 

8 1 4 ,L1 5 8 

v '-' 
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HEALTH INDUSTRY DISTRIBUTORS ASSOCIATION 

Statement 

of the 

Health Industry Distributors Association (HIDA) 

to the 

North Dakota House Human Services Committee 

Hearing on S.B. 2342 

March 20, 2 0 1 3  

Chairman Weisz a n d  Members o f  the Committee o n  Human Services: 
My name is Ashley Palmer. I am Director of Government Affairs with the Health Industry Distributors 
Association, H I DA, the premier trade association representing medical products distributors. I 
appreciate this opportunity to share testimony on behalf of our members today. 

Our members are committed to promoting safety and cost savings within the healthcare supply chain. 
H I DA represents the interests of over 600 medical products distributors who deliver medical products 

and supplies, manage logistics, and offer customer services to more than 294,000 points of care. Their 
customers include over 2 10,000 physician offices, 6,500 hospitals, and 44,000 nursing home and 
extended care facilities throughout the country. 1 

On behalf of the H I DA membership I want to convey our concerns with regard to S B  2342 as it is 
currently drafted. We respectfully request that this bill be tabled until certain technical changes are 
made. As currently drafted, the legislation inadvertently restricts the sales and transactions of medical 
devices and gases between trading partners. 

We understand the objective of the legislation is to license medical gas and medical equipment suppliers. 
H I DA is not opposed to the licensure of these suppliers. North Dakota would not be the first state to 
require such licensure. However, certain provisions of the bill expand definitions and restrictions 
currently applicable to the pharmaceutical supply chain to the medical products supply chain that are 
misaligned or that are simply not feasible. 

There are two key areas in the bill that concern our membership:  
1 .  The expansion o f  definitions that specifically pertain to the pharmaceutical supply chain; and 
2.  Transaction restrictions. 

1 "The Economic Impact of the Healthcare Distribution lndustrv," HIDA, retrieved on October 1 7, 2012.  

· ·DISTR.iBUTION 
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With regard to the definitions, H I DA strongly recommends removing references to medical gas and 

equipment from the definitions of "normal distribution channel" and "repackage" because these terms 
are specific to the pharmaceutical supply chain and do not translate to medical products. 

The second key area of concern pertains to Sec. 5 of the bill that would expand pharmaceutical 
transaction restrictions to the medical equipment supply chain. Many of the supply chain restrictions in 
this section of the North Dakota Century Code (Section 43-15.3-05) were initially drafted for the drug 

supply chain for specific reasons (for example, a high-risk of diversion or to prevent entry of counterfeit 
p roduct into the supply chain) that do not necessarily translate to the medical equipment supply chain. 

One example of a restricted pharmaceutical transaction that would not work in the medical equipment 
supply chain is  for returned products. As currently drafted in the bill,  a medical equipment wholesaler 
would only be able to accept returns from a pharmacy or chain pharmacy warehouse. H owever, in 
addition to a home setting, many medical devices and equipment may also be distributed to hospitals, 

physician offices, and long-term care facilities. Therefore, restricting the wholesale distributor to only 
receive returns and exchanges from a pharmacy or a chain pharmacy warehouse does not work in the 
medical equipment supply chain. 

The pharmaceutical and medical equipment supply chains are distinctly different, and the infrastructure 
to support the restrictions and new definitions proposed in this bill does not currently exist in the 
medical equipment supply chain. There are, for example, federal efforts underway by the U.S.  Food and 
Drug Administration to implement a unique device identification (UDI) system that would enable this 
some of these activities on a national scale. 

In summary, I want to reiterate that my organization is not opposed to the licensure of medical gas and 
equipment suppliers. We are, however, opposed to SB 2342 in its current form. I respectfully encourage 
the committee to support an amendment that makes the changes necessary to reflect the differences 
between the pharmaceutical and medical equipment supply chains. Thank you for your consideration 
and for allowing me the opportunity to provide testimony today. 
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701 Pennsylvania Avenue, Ste. 800 
Washington, DC 20004-2654 
Tel: 202 783 8700 
Fax: 202 783 8750 
www.AdvaMed.org 

The H onorable Robin Weisz 
Chairman, House Human Services Committee 
North Dakota House of Representatives 
State Capitol 
Bismarck, ND 58505 

RE: SB 2342 
Sent via Email 

Dear Rep. Weisz: 

AdvaMed 
Advanced Medical Technology Association 

On behalf of the Advanced Medical Technology Association (AdvaMed), I am writing to express 

concern with SB 2342 as it came to the House from the Senate. The bi l l  needs significant work 
before it advances on the House side. 

AdvaMed represents more than I ,300 of the world 's  leading medical technology innovators and 
manufacturers who provide advanced technologies improving health outcomes across the continuum 
of care, from diagnostic tests to wound care and orthopedics, cardiovascular therapies and beyond. 

Whi le we understand the bi l l  sponsor's initial objective to l icense medical gas and DME suppliers, 
we strongly suggest a l icensing b i l l  would be a more appropriate venue for doing so. As currently 
written, the bi l l  would inappropriately subject medical equipment to pedigree requirements. No 
other state that has adopted a pharmaceutical pedigree law has included medical devices, or medical 
products of any kind, in their law. As you may know, the development, manufacture, distribution, 
prescription and uti l ization of medical devices is completely different than with pharmaceuticals 
which have typically been the focus of pedigree legislation. Medical device (implants and the l ike) 
are already control led from the manufacturer to the hospital. 

If the intent of the legislation is to l icense suppl ier of home medical equipment, which at least 

twenty-six other states have done, we would then strongly urge the Committee to amend the b i l l  in  
its entirety to better accomplish this objective within a licensing statute. We bel ieve the amendments 
drafted by Legislative Counsel to substitute the bi l l  would be a more prudent approach and better 
achieve the bi l l  sponsor's  intent of l icensing medical gas and DME suppl iers. If such a 
comprehensive rewrite of the bi l l  is not possible, then we respectful ly request that medical 
equipment be removed from the entire scope of the pedigree requirements contained within the b i l l  
before the bi l l  advances. 

Bringing illOO'Iiltion to patient care worldwide 



AdvaMed 
Advanced Medical Technology Association 

Please don't hesitate to contact me should you need additional information. 

Regards, 

� �� � rl ;/� 
Carrie Hartgen 

cc: Members of the House Human Services Committee 
Rep. Kim Koppelman 
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Toll Free: 

1 .800.MEDLINE 

Statement of Medline Industries Inc. 
to the North Dakota House Human Services Committee 

Hearing on S.B. 2342 - March 20, 2013 

Chairman Weisz and Members of the Committee on Human Services: 

The following statement for the record is submitted on behalf of Medline Industries, Inc., a 
manufacturer and distributor of medical products including medical devices. 

We wish to express our concerns with S.B. 2342. We recognize and do not oppose the central 
purpose of this legislation-to license medical gas and durable medical equipment suppliers. 
H owever, as currently drafted, the legislation aims to apply pharmaceutical specific regulations to the 
distribution of medical equipment in a way that would impose a significant regulatory burden on 
industry-inevitably increasing prices of medical devices while reducing access. Furthermore, 
because these requirements would be exclusive to North Dakota, medical equipment manufacturers 
and distributors would have to create a separate supply chain with unique and complicated controls 
for the North Dakota market. 

We do not believe that this is the intent of the North Dakota legislature. Therefore, we strongly urge 
you to table this legislation until certain technical changes are made. 

Most concerning of these unintended consequences is the application of pedigree-related 
requirements for certain medical devices. The implementation of a pedigree system for the 
pharmaceutical supply chain has taken decades and cost tens of millions of dollars. Such a system 
for medical equipment would be potentially even more complicated and costly without providing 
benefits for patients. The FDA has recognized this fact and is working on a Unique Device 
Identification system that will track medical devices in a manner that takes into consideration the 
difference between the medical device and pharmaceutical supply chains. 

The proposed legislation also unnecessarily limits several important transactions that are critical to 
ensuring that patients have safe and affordable access to the medical equipment they rely on. 

As currently drafted, this legislation attempts to apply pharmaceutical-specific processes that are not 
applicable in the medical equipment supply chain. We urge the committee to support an 
amendment that makes the changes necessary to reflect the differences between the pharmaceutical 
and medical equipment supply chains. This amendment seeks to accomplish the underlying goal of 
the legislation in a way consistent with other states' approaches to this important issue. 

Thank you for allowing us the opportunity to provide this statement for the record. Should you have 
any questions, please contact Rob Calia at (847)-643-4249 or via email at rcalia@medl.ine.com. 



N O LA, H H M S - Crabtree, Vicl<y 
From: 
Sent: 
To: 
Subject: 

Pam Scherrer < Pa m.Scherrer@ M MSM EDICAL.COM > 

Tuesday, March 19, 2013 4:06 PM 

N D LA, H H M S - Cra btree, Vicky 

N D  SB 2342 Ammend ment Req uest 

Dear Con1m ittee Metnbers of S B2342 ; 

As a l i censed Wholesale Drug/Device Di stributor sh ipp ing into the state of North 

Dakota I respectfu l ly i mp l ore you to amend the S B2342 to remove any references 
to m e di cal equip 1nent and medical gases from the areas that pertain to 
pharmaceut ical-sup p ly chain regulations, speci fical ly  pedigree .  

The honest hardworking c it izens of your state wi l l  be hard pressed to  get the 

requ ired m ed ical eq u i pment and gases as try i ng to add these items to the Ped igree 

process w i l l  bring many to a ha lt .  The Ped igree process, even for pharmaceutical  

drugs, i s  sti l l  in its i n fancy. I t  causes i ntenuption, delays  and extrem e  costs to the 

supply chain and is  not beneficial  to the end user or anyone i nv o lved.  There i s  not a 
qu ick turnaround or an efficient i nfrastructure to i m plement the Pedigree process 

for equipment and gases. The reputable manufacturers and d i stributors w i ll be the 
ones who err on the side of compl iance and caution; thus causing i nterrupti ons  and 

d e l ay s  possi b l y  even sh utt ing the supply chain down com pletel y .  We do not want 

risk our rep utation,  l i cense and busi ness if we cannot com p l y  to the l aws and ru l es 
of North Dakota. 

The suppl iers who wi l l  conti nue to sh ip  i nto your state wi l l  be the ones u n faJn i l i ar 

with the law or i ntenti onal l y  non compl iant because they can make a qu ick profit;  
there products have a greater chance of not com ing from a legit imate company thus 

defeat ing the goal and i ntention of patient safety . 

Thank you for considering my request. 

S in cerely,  

Pam Schener 
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�--�--------------------------------------------------------
Pam Scherrer 

Director Quality Assurance - P2 1 Training 

MMS - A Medical Supply Company 
1 3400 Lakefront Drive, Earth City, MO 63045 

Phone : 3 1 4-291 -2900 x2238 

pam.scherrer@mmsmedical .com 
http://www.mmsmedical .com/ 
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SB2 342 additional amendment - House Human Services 

Page 24, line 5, add - A durable medical equipment retailer shall only obtain medical equipment 
from a manufacturer and/or wholesalers that are duly licensed in this state. 

The b oard feels with the addition of this amendment to the others presented by Rep. Koppelman 
will clear up the ambiguities in the revisions to 43

;
� 1 5 .3-05 (pages 1 5 - 1 7) and will keep the intent of 

ensuring the manufacturers and wholesalers will be licensed and can b e  held accountable for any p atient 
complaints or concerns related to their medical equipment when a prescription is necessary 




