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HB 1283 
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2003 HOUSE STANDING COMMITTEE MINUTES 

BILL/RESOLUTION NO. 1283 

House Industry, Business and Labor Committee 

□ Conference Committee 

Hearing Date January 28, 2003 

Ta eNumber Side A 
1 

Side B 
X 

Minutes: CHAIR KEISER: Opened hearing on HB 1283 

REP, KASPER: Gave overview of bill concerning consumer profiling. 

Meter# 
0.2-1412 

REP. EKSTROM: Is this in line with national standards? Rep. Kasper deferred to 

representatives from the Pharmaceutical Association. 

GALEN ,JORDE (ND Pharmaceutical Assoc.): Supports with written testimony. Offered 

amendments. 

REP, KEISER: Will the amendments offer protection for in-house hospital phannacies t.o 

operate? Jorde responded thin yes it would. 

REP. SEVERSOIS,: Is there a reason for the amendment to include a 5 yr. or unlimited 

expiration date? Jorde responded that there is no set standard, but they need to have an 

explb!ion ifate. Cannot get a blanket authorization. You need to know the for whom, for what 

purpose, and how the infonnation is gui11g lo be used. No opportunities for a long, open-ended 

date. 

.. . 11 d to Modern Information Systems for mlcroff lmfng and 
The mfcrographlc images on this film are accurate reproductions of r::~~sn::tsv:~:ndords of the American National Standards lnatftute 
were filmed hi the regu\ar course of bus1rlflf8Sh rri·l=;o.:;gar~~s: fs Lesa legible than this Notice, u ts due to the quaUty of the 
(ANSI) for archival microfilm, NOTICE: I to 
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Page2 
House Industry, Business and Labor Committee 
Bill/Resolution Number 1283 
Hearing Date 1-28-03 

CHAIR KEISER: Closed hearing on HB 1283 with no opposition testimony. 

Rep. Johnson moved to adopt the amendments by Rep. Kasper. Seconded by Rep, Severson, 

Voice vote. Motion adopted. Rep. Severson moved to adopt the amendmenis from the ND 

Phannaceutical Association. Rep. Klein seconded, Discussion followed on getting the 

amendments into proper fonnat. Voice vote. Motion adopted. 

Rep. Severson moved to recommenJ DO PASS AS AMENDED. Rep. Dosch seconded. 14~0-0 

Roll call vote. 
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30167.0101 
Title. Prepared by the Leglslatlve Council staff tor 

Representative Kasper 
January 24, 2003 

PROPOSED AMENDMENTS TO HOUSE BILL NO. 1283 

Page 1, line 1, remove ", a new section to chapter" 

Page 1, line 2, remove "43-15. 1, and a new subsection to section 43-17-31" 

Page 1, line 3, replace the first comma with "and" and remove the second comma 

Page 1, line 4, remove "physicians, and wholesale drug dlstrlbu•ors" 

Page 2, remove lines 3 through 16 

Renumber accordingly 

Page No. 1 
30167.0101 

J 
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30167.0102 
Tltle.0200 

~f--
Adopted by the Industry, Business and Labor J~i }l,3 
Committee l[ l 

January 28, 2003 

BOUSE AMENDMENTS TO HOUSE BILL NO. 1283 'I.e.>~ 1-29-03 

Page 1, line 1, remove ", a new section to chapter" 

Page 1, line 2, remove "43-15.1 , anCJ a new subsection to section 43-17-31" 

Page 1, line 3, replace the first comma with "and" and replace the second comma with a period 

Page 1 , remove line 4 

Page 1 , line 11, replace "Identifying customer" with "lndlvldually Identifiable health" 

Page 1 , llne 15, replace "an" with "a business associate" 

Page 1 , llne 16, remove "affiliate or a third party" 

Page 1, llne 17, replace "administration" with "treatment or health care operations" 

Page 1 , line 18, replace "Identifying customer" with "lndlvldually Identifiable" 

Page 1, line 20, replace "Is valid for no more tha1 i" with "must Include an expiration date" 

Page 1 , line 21, remove "one year" and replace "Identifying customer" with "lndlvlduall~1 
ldantlflable" 

Page 1, line 22, replace "Identifying customer" with "lndlvldually Identifiable healln" 

BOUSE ANERI»l"tS TO BB 1283 

Page 2, remove line~ 3 through 16 

Renumber accordingly 

Page No. 1 

--,--·-·---~-·~-------- . .. . . ·---~~--~·--~ .. ·- -

t'B L 1-29--03 

30167.0102 

Tl,e mf crogrephfc f,nagts on thfs 1f lmf a~ ,ccurat~Thep~~:;t~f p~::~~
9 :.~~v:~~nd~~:t::~t,1e"~7t~'a°: ::N::l 1:ra~~:1 :~~t~ 
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Date: \, ?_B-o ~~ 
Roll Call Vote #: l 

2003 HOUSE STANDING COMMITTEE ROLL CALL VOTES \/_J3::> 
BILL/RESOLUTION NO, 

House Industry, Business & Labor Committee 

D Check here for Conference Committee 

Legis1ative Council Amendment Number 

DP OD Action Taken 

Motion Made By -~~...;;:..=UC~l\{)(5Y\~, --- Seconded By _D_;::L=---u-~5_C._/\ ___ _ 

Representatives Yes No Re~re:o.~ntatives Yes No 
Chairman Keiser v Rep.Boe ✓ 
Rep.Severson, Vice-Chair ~/ Rep,F,kstrom \I 
Rep.Dosch ✓ Rep.Thorpe ✓ 
Rep. Froseth ,/ Rep. Zaiser ✓ 
Rep, Johnson \I 
Rep.Kaspet ✓ 
Rep, Klein 
Rep. Nottlestad ✓ 
Rep, Ruby ✓ 
Rep.Tieman v 

Total 

Absent 

(Yes) ___._\Y--1----- No _Q_ ___ _ 

F1oor Assignment 

lfthe vote is on an amendment, briefly indicate intent: 

--·-·"·"••---·-----
The mfcrograph1e Imagos on this film are accurate reproductions of records delivered to Modern Information Sygt.ems for mlcrof1lmtng and 
were filmed in the regular course of business, The photographic process meets standards of the American National Stand•.rds Institute 
~ANSI) for archival mtcrofllm, NOTICE: If the filmed image ab.ove is lees legible than this Notice, it ts due tQ the quality of the 

!~to. ~1C1_i!LC1 _ I0~/1.>;A . 
®CIJ'nent bef ng fl lmed. ~ ~ (0 ~ l 

oi,\,nto1s Signature Date 
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REPORT OF STANDING COMMITTEE (410) 
January 29, 2003 11 :49 a.m. 

Module No: HR-17-1244 
Carrier: Froseth 

Insert LC: 30167.0102 Tltle: .0200 

REPORT OF STANDING COMMl1TEII: 
HB 1283: Industry, Business and Labor Committee (Rep. Keiser, Chairman) 

recommends AMENDMENTS AS FOLLOWS and when so amended, recommends 
DO PASS (14 YEAS, 0 NAYS, 0 ABSENT AND NOT VOTING). HB 1283 was placed 
on the Sixth order on the calendar. 

Page 1, llne 1, remove ", a new section to chapter11 

Page 1, llne 2, remove "43-15.1, an~ d new subsection to section 43-17-31 11 

Page 1, line 3, replace the first comma with "and" and replace the second comma with a period 

Page 1, remove line 4 

Page 1, llne 11, replace "Identifying customer" with "Individually Identifiable health" 

Page 1, llne 15, replace "an" with "a business associate" 

Page 1, line 16, remove "afflllate or a third party" 

Page i, line 17, replace "administration" with "treatment or health care operations" 

Page 1, line 18, replace "Identifying customer" with "lrdlvldually Identifiable" 

Page 1, llne 20, replace "Is valid for no more than" with 11must Include an expiration date11 

, ~ Page 1, llne 21, remove "one year" and replace "identifying customer" with "individually 
.. ,,_.,, Identifiable" 

I 

L 

Page 1, llne 22, replace "Identifying customer" with "Individually Identifiable health" 

Page 2, remove lines 3 through 16 

Renumber accordlngly 

(2} DESK, (3) COMM Page No. 1 HR-17-1244 

' 

..J 

,J 



___,,,,, 

2003 SENATE HUMAN SERVICES 

HB 1283 

Thu mfcrographfc fmoges on this film are accurate r·eproductfons of records delivered to Modern Information systems for microfltmfng end 
were filmed fn the regular course of business. The photographic process n~ets standards of the American National standards Instftute 
(ANSI) for archival microfilm. NOTICE: If the filmed image ab;ove ts less legible th~n this Notice, ft Is due to the quality of the 
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2003 SENATE STANDING COMMITTEE MINUTES 

BILURESOLUTION NO. HB 1283 

Senate Human Services Committee 

□ Conference Committee 

Hearing Date March 3, 2003 

Tape Number Side A 
1 X 

Committee Clerk Siwiature 

Minutes: 

SideB 

X 

SENATOR JUDY LEE opened the public hearing for HB 1283. 

Meter# 
5586 - end 
0 ~ 4671 

REPRESENTATIVE JIM KASPER introduced HB 1283 relating to confidentiality of identifying 

information and prohibited acts by pharmacies and pharmacists. Said it was a very important 

bill. Pharmacies and pharmacists may not disclose their customers' confidential information to 

market a service or a product. ... Consumer direct marketing. . .. Infonnation should be private. 

Pharmacy companies developing new and more potent and much more expensive drugs all the 

time -- some drugs not needed. ... Stop third parties from getting infonnation. Open to 

amendments to work on HIP AA requirements. (Meter # 5634 - 6170) 

SENATOR FISCHER: Is this covered under HIP AA info1mation now? 

REPRESENTATIVE KASPER: I don't believe it is. Intent is to prevent third party marketing 

with phannaceutical companies. (Tape 1, Side A, Meter # 6177 - end and Side B, Meter 0 - 14) 

' 

.J 
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Senate Human Services Committee 
BilVResolution Number HB 1283 
Hearing Date March 3, 2003 

SENATOR FAIRFIELD: Phannacies pressuring doctors? Protect doctors as well? 

REPRESENTATIVE KASPER It could be amended to do that. (Meter # 30 - 120) 

SENATOR LEE: Individuals contacted by name? 

REPRESENTATIVE KASPER: Not in ND. Happening nationwide. Directing marketing. 

Continued discussion with c,0mmittee regarding higher drug costs, suppliers of info to third 

parties, important bill for senior citizens who are vulnerable, bill to stop direct abuse, and 

privacy. (Meter# 190 - 845) 

GALEN JORDRE, with ND Phannaceutical Association, testified in support of the intent of this 

bill. Gave a little background on how ND has worked in relation to privacy. ... Need additional 

amendments on bill primarily to make sure that the definition of marketing would be understood. 

(Meter# 913 - 1154} 

SENATOR FAIRFIELD: Federal HIPAA rules on privacy are standard, states can go beyond if 

they feel there is a compelling reason to ensure privacy beyond what the Federal standards have 

put in place? (Meter # 1167 - 1196) 

Continued discussion between the committee and GALEN JORDRE regarding marketing 

provision - negotiated, and restrictions being tighter. Will be willing to work with an1endments. 

(Meter# 1195 - 1618) 

CAL ROLFSON, Attorney for PhRMA, testified in opposition to the bill. (Written testimony 

and a brochure on "Direct-To-Consumer Advertising of Prescription Medicines" provided) 

HB 1283 would limit the ability of pharmaceutical manufacturers to directly provide educational 

materials to patient consumers on issues pertaining to their health care needs. ... Impede the 

quality of health care and cost effectiveness .... Referred to HB 1438 which was intended to 
.. J 
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Page3 
Senate Human Services Committee 
Bill/Resolution Number HB 1283 
Hewing Date March 3, 2003 

comply with HIP AA ... blend with the state and with HB 1283, it is trying to separate. Come 

into compliance with HIP AA by modifying this bill. (Meter# 1672 - 2688) 

Continued discussion with committee members regarding newest drug therapy, blanket 

advertising, manufacturers utilize confidential information through phrumacists, and flow of 

information. (Meter# 2701 - 3268) 

MIKE MULLEN, Assistant Attorney General, testified in a neutral position. (Written testimony) 

(Meter# 3314 - 3920) 

SENATOR LEE: Requested Mr. Mullen visit with Mr. Jordre and bring back things that are not 

in conflict. 

Discussion with the committee regarding HIP AA as an opt-in rule, and business association 

,,,--.., provision - phannaceutical company. (Meter # 4027 - 4655) 

SENATOR LEE closed the public hearing at this time. (Meter # 4671) 
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2003 SENATE STANDING COMMITTEE MINUTES 

BILURESOLUTION NO. HB 1283 

Senate Hwnan Services Committee 

□ Conference Committee 

Hearing Date March 4, 2003 

Tape Number Side A SideB Meter# 
1 X 3352 - 5060 

Committee Clerk SiJn'lature 

Minutes: 

1 
/-....._ SENA TOR JUDY LEE opened the committee discussion on HB 1283 relating to confidentiality 

of identifying information and prohibited acts by pharmacies and pharmacists. She stated 

everything in the bill is covered by HIP AA with the exception of restricting information .... 

Amendment will be put on HB 143 8. . . . Continued discussion regarding HIP AA, regulation not 

necessary, and listings for research. 

Students in the room from Golden Valley and St. Mary's High Schools were acknowledged. 

(Meter# 3352 - 4710) 

SENATOR ERBELE made a motion to DO NOT PASS. 

SENATOR POLOVITZ seconded the motion. 

Committee discussion. 

Roll call was read. 4 yeas 1 nay and 1 absent. 

SENA TOR BROWN will be the carrier. (Meter # 5060) 

The mlcrographtc Images on this film are accurate reproductions of records delivered to Modern Information systems for mlcrof ♦ lmtng encl 
were filmed In the regular course of business. The photogr~phtc prix:ess meets standards of the American National standa;•ds Jnatftute 
(AHSt) for archival mforofllm. NOTICE: Jf the filmed t!'Mlge aqove ts less legible than this Notice, ft fs due to the quality of the 

dor.unent being filmed. ~ ~ ~ 1&· l / _!~in -1i,C_ Lcl ID~/a~ 
ato 's signature ,,,..- Date 
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2003 SENATE STANDING COMMITTEE MINUTES 

BILURESOLUTJ.ON NO. HB 1283 

Senate Human Services Committee 

□ Conference Committee 

Hearing Date March 12, 2003 

Ta eNwnber Side A Side B Meter# 
2 X S510-END 
3 X 0- 365 

Committee Clerk Si ature 

Minutes: 

r--- SENATOR JUDY LEE reopened the committee discussion on HB 1283 and the committee to 

reconsider the action previously taken. 

SENA TOR FISCHER made a motion to reconsider action on HB 1283. 

SENATOR POLOVITZ seconded the motion. 

SENATOR LEE asked for discussion. All in favor to reconsider our actions on HB 1283 signify 

by saying aye. 6 yes and 0 no. Carried. Pull back for reconsideration. 

SENATOR FAIRFIELD stated Mr. Mullen had talked about putting authorizations, health care 

utilization in this amendment. 

MIKE MULLEN: Reviewed amendments prepared by ND Pharmaceutical Association with the 

committee .... Made notations .... (Tape 2, Side B, Meter# 5860 - end and. Tape 3, Side A, Meter 

0 • 35) 
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Page2 
Senate Human Services Committee 
Bill/Resolution Number HB 1283 
Hearing Date March 12, 2003 

DAVID PESKE, of the Medical Association, in resp.onse to Senator Lee asking ifhe had any 

comments, stated he had talked to Mike Mullen with TaLisa wid had talked with Mr. Jorde out in 

the hall. If everyone is happy with the amendments as proposed, he was too. (l\,1eter # 40 - 108) 

SENATOR LEE discussed with the committee the changes of the amendments .... Instructed 

TaLisa to hoghouse the bill. . .. Look again at the bill on Monday. Discussion closed. (Meter# 

110- 365) 
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2003 SENATE STANDING COMMITIEE MINUTES 

BILI.JRESOLUTION NO. BB 1283 

Senate Human Services Committee 

□ Conference Committee 

Hearing Date 03/17 /03 

Committee Clerk Si ature 

Minutes: 

Side A 
X 

Senator Lee opens HB 1283. Senator Fairfield Absent. 

Senator Brown moves for a Do Not Pass 

Sentor Polovitz 2nd 

5 Yes 0 No 1 Absent 

SideB Meter# 
0 
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(ANSI) for erchtvel mtcrcfllm, NOTICE• If the fll,ned l""IJI at,ove I• laaa l19lbl• thon thla Notice, It la due to the "'9llty of the 
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Date: 0 ~ - 6 '1 .. 0 ZJ 
Roll Call Vote #:(f) 

2003 SENATE STANDING COJ\1MJTTEE ROLL CALL VOTES 
BILL/RESOLUTION NO, / ~ 8 O 

Senate Human Services 

D Check here for Conference Committee 

Legislative Council Amendment Number 

Action Taken 

Motion Made By -~- ~ 
-

Senators Yes 
Senator Judy Lee - Chairman 
Senator Richard Brown - V. Chair. ✓ 
Senator Robert S. Erbe]e ✓ 
Senator Tom Fischer ✓ 

Senator Apri] Fairfield 
Senator Michael Polovitz ✓ 

~ 

. --

Committee 

Seconded By A1A~A_,P1~ 
I J 

No Senators Yes No 

-

✓ 

Total 

Absent 

(Yes) ___ '--/4---___ No / ----=------------

' Floor Assignment 

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

• 

I 
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Roll Call Vote #: l 

2003 SENATE ST ANDING COJ\11\UTTEE ROLL CALL VOTES 
BILL/RESOLUTION NO. \ ~ ~ 3 

Senate Human Services Committee 

D Check here for Conference Committee 

Legislative Council Amendment Number 

Action Taken bo ~t)-\- 1)o_ss 

Motion Made By Seconded By 1?o \ D \(1 ~ :z_.. 

Senators Yes,,,, No Senators Yes No 
Senator Judy Lee - Chainnan 
Senator Richard Brown - V. Chair. ✓ . 
Senator Robert S. Erbele ✓ 

, 

Senator Tom Fischer V 
Senator ~Eril Fairfield ,, 

Senator Michael Po1o·vitz ✓-

-
-
- ---

Total 

Absent 

(Yes) s· No D --------------- -----------------
\ -------

FJoor Assignment - BYow_t) _________ __,. __ _ 

If the vote is on an amendment, briefly indicate intent: 
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REPORT OF STANDING COMMITTEE (410) 
March 18, 2003 8:29 a.m. Module No: SR-48-4987 

Carrier: Brnwn 
Insert LC: . Tttle: . 

-·\ REPORT OF STANDING COMMITTEE 
HB 1283, as engrossed: Human Services Committee (Sen. J. Lee, Chairman) 

recommends DO NOY PASS (5 YEAS, 0 NAYS, 1 ABSENT AND NOT VOTING). 
Engrossed HB 1283 was placed on the Fourteenth order on the calendar. 

(2) DESK, (3) COMM 
Page No. 1 

SR-48-4987 
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HB 1283 
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NORTH DAKOTA 
PHARMACEUTICAL 
ASSOCIATION 

1906 E Broadway /we. 
Bismarck, ND 58501-4700 

Tel. 701-258-4968 
Fax 701-258-9312 

e-mail ndpha@nodakpharmacy.com 

Testimony before the House IBL Committee 
HB 1283 

Tuesday, January 28, 2003 
Galen Jordre - Executive Vice President 

My name Is Galen Jordre and I am the Executive Vice President of the North Dakota Pharmaceutical 
Association (NDPhA) an organization that represents the 700 pharmacists practicing in the state. The 
NDPhA Is here to support the Intent of HB 1283. North Dakota pharmacists have always heen very 
conservative when releasing patient Identifiable Information. The North Dakota State Board of 
Pharmacy currently has rules that prevent the release of information without patient authorization. 

We have consulted with the ~rime sponsor of this Act and are offering friendly amendments to place 
the Act In line with the federal privacy rules adopted to implement the Health Insurance Portability 
and Accountability Act of 1996 (HIPAA). Because the terms in the amendments are the same as those 
used In HIPAA, there Is no need to additionally define them in the Pharmacy Act. These amendments 
are attached to this testimony and I would like to explain them now. 

On lines 4, 8, 12, 17 and 18 the term "identifying customer information" is replaced with "individually 
Identifiable Information" a term that Is defined by HIPAA to include demographic information related 
to the patient. 

On line 9 the term "affiliate Of third party" is replaced by "business assodate". Under HIPAA a 
business associate uses information to carry out functions for the pharmacy but cannot use the 
Information for its own purposes. 

On line 11 the term "administration" is replaced with "treatment" and \'health care operations". Both 
of these terms relate to specific functions performed by the pharmacy in order to carry out its health 
care. activities. 

Examples of what Section 2 allows are: software vendor is permitted to use individually Identifiable 
Information when doing software checks and upgrades; a malllng agency prepares and malls refill 
reminders or notices of supplies and services offered by the pharmacy; or use of cullection agency for 
bill collection. 

On line 16 and 17 the one-year expiration date Is replaced with a requirement that the authorization 
have an expiration date - the same as the HIPAA requirement. 

We ask that you accept these amendments. 

OFFICERS BOB TREITLINE, R.P'i. WADE BILDEN, R.Ph. CURTIS McGARVEY, R.Ph. GALEN JOR0RE, R.Ph. 
2002 .. 2003 President President-Elect Vice-President Executive Vice President 

·····•··•· .. -----
The mfcrogrephfc fmages on t~le fflrn ere eecurete reproductions of records delivered to Modern tnforrlfltfon systems for mlcrofllmfng and 
were filmed fn the regulAr course of business, The photographic process meets standards of the AmrJrfcan National standards Jn~tltute 
V,NSI) for archival mtcrofflm, NOTICE: If the filmed tmage ab.ova ts lees legible than this Not fee, ft fa due to the qual f ty of the 
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Proposed Amendments to HB 1283 

.---, 1 SECTION 1. 

-.~ 

.__...,. 

L 

2 1. Unless a customer provides express authorization under this section, a 

3 pharmacist or pharmacy may not: 

4 a. Disclose identifying custemet= Individually identifiable health Information to a 

5 third party for the purpose of marketing a product or service, or 

6 b. Participate in for-profit marketing of a product or service to a customer if the 

7 marketing to the customer is based upon identifying customer Information. 

8 2. A pharmacist or pharmacy may disclose lGeAUfying custGmet= individually 

9 identifiable health information to aA-affiliate or a third party a business associate 

10 without the express authorization under this section if the disclosure is related to 

11 atiminlstration treatment or health care coerations of the pharmacy and If that 

12 disclosure is not for marketing purposes. The recipient of i~ustomer 

13 individually identifiable health information under this subsection shall keep the 

14 information confidential. 

15 3. An express authorization by a customer under this section ls valid fOf-OO-mGra 

"16 Ulafl-GA8-Y8af must in_clude an expiration date; must clearly identify who v1ill be 

17 provided the ider:.Ufying customef individually identifiable he91th information; must 

18 clearly identify what the iGGA-t~-GtlStomef individually identifiable health 

19 information will be used for; must be In writing; and must be made knowingly by 

20 the customer. 

The mfcrographlc ~rnttges on this film are accurate reproductions of records delivered to Modern lnforl!ll!tfon Systems for microfllmfng nhd 
were filmed tn the regular course of buYlness. Yhe photographic process meetR standards of the American National Standards Institute 
(ANSI) for archival microfilm. NOTICE: If the filmed Image ab,ovo Is leas leglbl~ then this Notice, ft Is due to th& quality of the 
doc1.111ent being filmed, L..'.'.'.' 

Date 

/ 



( 

(. 

American Medkal Association 
Physkl~u.:; dedlr.ated to the he.-ilth ol America 

515 North ~Late Street 
Chlc••n, llllnols 60610 

A Message from ttMl AMA A~out Physician Data Distnbution and Priv.m 

FIX Wily a centiry, the Arnefr.an Medital Associalioo {AMA) has been r«O!f!Ued as a trusted 
some of lntixmaOoo on all physiciMs n the U.S. The AMA began tollecling lnfixllldlOO oo ~sl
ticru as my as 1906 for the JX#POSCS of menwsllp reauitmenl aoo retention activities as weU 
as creoootials verilkatioo. The A~sociation began liceosklg M extract or its lrique database krown 
as ~ie Physkian Mastesfile to external USffi wet" 50 ~cYS ago. 

What kind of physician data does the AMA coBtct in Its Physician Mastenile 
and from where? 

The AMA collects Mastefflle data on an physklans In the U.S. who have c~led cw are coinpelilg 
r~emeol5 lo JJOClice medo1e Md ahol.( U.S. Oalned physkians l~illily localed overseas. 
Tlrotwjl the volunlary ~ation of realthielated ~. institutioos, am 1Xga,izalloos the 
Mar,tlrlile ables both rnemx,s aoo OOl)rooi'befs of the AM~ aoo Ju<klales of lntematiooal med
ical schools (11.lis) wtKJ reside in the U.S. Each physician recad coosists of ootrxic ard Min 11ac• 
Ike dd ,, sections. The listork sectloo ~ demogapl»c, edOOltkmal, aoo petmanent JJofessioo
al irloonation. Data in this ~lion ire obtmd Of'f/ frc,m fXimNY soo.es. lrduding mat 
~. hospitals, medical socieoos, lhe Ewliooal Colnm~slon frt Frteqi Med'ical Graduates 
(ECFMG), state b.lsirg agerxlcs, medical g~, ledetal agerdes, the Onig Enlixcement 
Mnnstratlon (DfA) am otms. Physicians' c1.ricot p-actice W11m11ion (phone ard fax rlJT\IJoo, 
flX ell~) iwe obloiled meetly from physkiMs themselves t!Yrugi the Physicians' Plofesslonal 
ActMtles (PPA) S!mY, « othef data wees. 

Does the AMA Masterlile indude prescribing Jata? 

loo w.A ooes not. and never ~. OOITlfAled IX sold plrjsidan p-escnbing data 

Why does the AMA maintain the Masterlile? 

As lhe nation's leating ihJskian agarizatloo. the A.lM strives to maintam lhe mosl reliable mce 
r()( acarate lrlcrmatioo on physkialls av-ailal:M! Bn)'l'ltlele. IJN.. ph)m data serves ffi3fr/ usef1l 
puposes f IX tlie pulj'; good, r8lll:,"i1g ~om heli-ng to klen\ify •)'lTl?,111 treixls fl lhe mml iro
fes.slon to irotemJ palieots lrJ verifyi1g that ~iysldails have ?'OJl« aeoorui!s for the i-act~ cl 
room. As nl()'e and nl()'e Wamatlon becomes ~lly available, the IJM Maslooile now !ills M 
~ role ~1 au1herwlilg Ji1ysjciMs fa varioos m medlcal oansocoons as well. M !iiysi
tians In the Mas1oolle are el9ble IIX a free rl9tal catificate, tillled an A.lM lfllemet ID, enabing 
them to 11otect !her ldoolitles Miro m to searcly oansmt meool infamalion (pease mil 
www.1W11HSS11.0fg/~/~mietki ,~ e,roll). 'Mile data •1e,lflcation and authenlkation are lhe ir~ 
maiy puposes fri !he Mastcffile, h has also irO'IXled a 1ewooe S011te fa the MM, suPJl(',ltirg !lie 
B<MXacy and SEfYices lhe association JJovides al! physiclMs and thei palieots. Mastetrlle irlmna
Uon is made available to oa, tiase Lkensees, ~ OfX¥ale m careful~ restrictro lofoonation 
usage ai,cemeru. The Database l.kensees ~ ut.ilize the AM\'s Mastefflie wak primariy Mh a 
variety of healtlHMl relatoo r:on'(lal1les that offer a \liide range ol p-000:ts frt physicians and the 
larga- roodial Coomnty. Some of these offoo,gs rdlde: 

• Mere lhM 250 medkal and irotessional prnals 
• Controog Hal ewcallon (CM£) JlDgl!m1 
• Plr,skiancredEooal Yri"icatlonseiwes 
• lxug sanl)les and~ Wcrmation 
• Medial eqtJp1M ni • 
• Emplo)menl Oj)pO(tintles IIX health prolessiooais 
• ~1 pacticCielated coornerdal otfeB ol fllerest to p/lysldalts as COIUlll'l1ITT 

The Masterlile Is also used r,,. llJ1)IXtanl healb I am safety issues of Interns! to the rotve medical 
conmnty. Fix ex&n1)1e, pivale lnrustry and lhe govoovnent use the Mastooi!e 10 distmute aug 
rec.al and safety lrloonatlon, 

Why don the AMA lcense the Masleffile? 

Ill irevkxn years, It was possible frx lhe MIA to Interact directly ~lh cc.mnaclal or go,,wrmcol 
eootJes ~ utilized the ~tcrlie. Howe-.u, as the physklM poptJallon has ioocased and Iha 
Woonalion In too Mas!Mil has become rme cooip!ex, k has b«0010 ~essary to lkense tNs 
!!CIMly to experk!oted aoo rcplll!ble Oattbase Ucensl'e JMleB. lr1 order 10 potect the v!ooility of 
its lrioonatlon and the 11lvacy o( ~lans. lM use ti NM data by these~ is strktly rrm 
tcred and governed by corbactual 8/Jeefl'l(ffi. Datllbase liteosecs may or;, release lnloonatloo rc. 

u~ awowd by lhe 00. Slilject to ongoing monito;;ng ti lhei actMr~. too AMA Database 
l~ employ a vadety ol l1l:allS to oosemlnaltl lnlixmatlon to phr.m T~ looooe reg.Jal 
mail, plooe, O! FAX. 

What effom has the AMA made towards ensurlll!J data security? 

Rec0!,1ll~ the need Iii ema1) l scurlty io the elooronlc age, in 2001 a lead~ audililg fim 
p-ovided the Association with !l11 Msessme~ of its tedrical infrawocuie, llasiY:I its rtroogs on 
yeNS o( experiera:e l'l the seCIJily field let health tale loslitutlons and OI~ lrntstries, the frm char· 
acterized U10 Af.M's ovetal secllily 11ofile as meclrig sect.rity staodaros. 1aaoog to its as:sessmert. 
the NM's ~tandmlized policies and p-OCOOU'es rTMriml1e rx eliminate external t!Yeats to its data. ft( 
example, the NM's ¥{em iieveris hlividual p!i)isidans and third psty orgarualions ~om alerrig 
Information bj ~ them read cr write across to tl10 Mastoolle. In 8(kfilion, all edi.xational and 
licensue infrtmalioo thilnges require verincation from a 1Jim.Y)' some befOfe they a,e app<oved ft( 
irtlusloo In Uie Mastelfde. 

Does the AMA have a formal Physician Privacy Policy for the MuterfiJe? 

YES. fltrjskl.w wlXI cooose NOT 10 1eceive lnfrtmation on ire iwooucts and/ IX sem:es offered 
llr~ w Database l.kemees may spoo,y this p-elenne as part of OIi Do NOl Release policy. If 
you request this stab.I, tlie mA wiH p-ohibil the release of )'OIi Mastooi!e ilforma\ion 10 al ffllities 
and lhcf d~ect aff~iales outskle the MM eX£ept fer Mtlonal cmesgerdes. 

~: Too C>:, Mx Re/ea5e pol'icy JXooibits the WA From r~ any Mastooile lnf1Xmation 
on ~ physldan. Tllt5, It is ao all IX nothing system. II a~ nstnKts ll¥J NM lo 
llag tis/he' rcmd as Do Ne! Release, NM Oalaba5e l.kemees will no mger have the 
righl ta use Masterfile idormation la ire ~ d ~ the plr;skm mKing 
hcallh hazard w-.mngs and mug recalls. The Do Nol Releaie flag wil also JJrobit 
rem of Mastesfile lnlrtmation to Stale Lunsing Boallk Md hospitals l'lho use this 
infrtmalir,,1 to verify aedelllia!s urkss the Ml.A has Yrfilleo p(Vmission ~om Uie ~ 
tian to 1elease lis/hu Masterfile infmnation lo a specific organizalioo. 

As pall of ils effcrts lo iwotect the privacy of y01J data, tre /tJM also olfers you a less stoo;ioot 
No Coooo ~-

The No Codact stalus oo a ~rian ·s Mastefflle rewd ensues that the ~ ·s l1cllre 
will rd be bml la rnarli.elifl:j JUIX)SeS. You V!ill Slil receive ooalth llaza'd war,wigs, 
mig rOOlls. 2lll NM rooted Woonalion. YOII n'oonaloo Wll be released lo slate m 
ng hoods a l'o5ptals to verify ae&nials. ~. n a~ clM1oses No COdad, 
MM Dalllbase lkensees wil oot be peririllt ,o use hk/1'6 Mastesfile Wamalion la 
puposes of ~tributiYJ m,;i Silf1¥,)'es, p.mal:, a ta oth(r ~ ptrµ'JSl':S. A Jiw· 
maceuli:al rL'plesirutiw may stil anact a ~ f USl19 ncrmatioo ~om a ruce 
ou!SKle or the NM. 

II afier caeful conskbation yoo oocide 10 re<pJest a change, pie85ll cruose ooe of the f~ 
me lhods to notify us: 

for: tltlfil!t~ Po Npt Release 

Ema:1 oocontact@001a-assn.ag norelease@alll,l-assn. ixg 

Cail 800 621-8335 800 621-8335 

Fax• 312 4644880 312 464-4880 

Mail" Department of Data ~ llep'lftmenl of Data Collection 
Aroc¥kan Mooical Association Americoo Medkal Association 
515 N. State St. 515 N. State St. 
Chkago, ll 60610 Cllica~. IL 60610 

")'OIi' slgnatll'e Is reqwed, on yu prore~~lonal lellerllead 

NOTE: Due I' the ad'iaoce p!Jchase of lisls, it may take 90 days IX more f()( al erd lM'l 10 .
mem yot.r Do Nol Release ii No Conlad r~ and update U'!Cf databases. The f.JM. OOW8'1U, 
wiJ p-ocess )W ~ Immediately i..,oo rccelrA, Also, n at a lala da!f: )1lU wish lo reilst.lle a 
"release ff 11 ''contact" you may oo so by cootactirg lhe NM using one of Uie ~te methods 
described above. 

Cop),igll 2 002. M1tml1 Medical Association. ~I righ15 resetwd. 
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SECTION 2. A new section to chapter 43-15 of the North Dakota Century Code Is 
created and enacted as follows: 
Prohibited disclosures. A pharmacist and any employee of a pharmacy may not 
disclose to any third person any information regarding the prescriptive practices of a prac•itioner 
which Identifies the practitioner. This section does not limit disclosures within the pharmacy; 
between a pharmacist or an employee of a pharmacy and the practitioner or the pra,..titioner's 
office staff; consented to by the practitioner; and disclosures otherwise required by l"N. 

·------------- - ---------- ----
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TESTIMONY 

BY 
CAL VIN N. ROLFSON 

ON BEHALF OF 
PHARMACEUTICAL RESEARCH AND MANUFACTURERS OF AMERTCA 

(PhRMA) 
IN OPPOSITION OF 

HOUSE BILL NO. 1283 

My name is Cal Rolfson, I am an attorney in Bismarck and am the 

legislative consultant for the Pharmaceutical Research and Manufacturers of 

America (PhRMA). I appear on PhRMA 's behalf in opposition to House Bill No. 

1283. 

PhRMA represents the nation's h.:ading research-based phannaceutical and 

biotechno]ogy companies, which discover and develop the majority of new 

medicines used in the United States and around the world. In 2001, PhRMA's 

member companies brought thirty-two new prescription drugs and biologics to 

market, including medicines for diseases that affect millions of patients, such as, 

Alzheimer's, AIDS, cancer, glaucoma, heart disease, and schizophrenia. 

Additionally, PhRMA's member companies invested more than $30 bilJion in 

research and develop1nent ]ast year to create medicines that help combat diseases 
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\ that threaten the well-being of Americans and to help reduce the economic Joss 

~auses by an ailing workforce. 

House Bill No. 1283 would limit the ability of pharmaceutical 

manufacturers ("manufacturers") to directly provide educational material to 

patient-consumers on issues pertaining to their health care needs. PhRMA 

supports the ability of al] citizens to have access to the most recent medical 

information. House Bill 1283 would impede the ability of patients to have timely 

access to such information. 

Overly restrictive limitations on access to and use of n1edical information by 

manufactures could impede the quality of health care available to patient

consumers and impede the effectiveness, including cost effectiveness, of the 

health care system. Manufacturers play an important and Yitai role in the 

dissemination of education material, including disease management infomiation, 

to patient-consumers. 

For example, by enabling a manufacturer to have direct contact with patient

consumer, especially in regard to disease• relatecl education programs, 

manufacturers may utilize confidential information to ensure a patient consumer's 

access to effective health care treatment options, including prescription drugs. 
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Moreover, House Bin No. 12:~3 may have the effect of hindering a prescribing 

practitioner's ability to keep c, 1rrent on the newest and most effective drug therapy 

for a patient's needs. 

:tvianufacturers provide to patients (either direc~!y or indirectly) through 

physicians or pharmacists, brochures, newsletters, internet sites and other 

materials about their products. In its broad sense, this dissemination of 

information is referred to as direct-to-consumer (0 DTC") advertising. The purpose 

of this patient infonnation is to educate patient-consumers about diseases, the 

symptoms related to diseases, and the available methods oftreattnent. 

Research indicates that OTC advertising is helpful in the fo11owing manner: 

1. Educating patient-consumers about medical conditions and treatment 

options; 

2. Encouraging dialogue between patients and physicians; 

3. Prompting large numbers of Americans to discuss illnesses with their 

physicians for the first time; and 

4. Improving compliance with physician-prescribed treatments. 

A 1999 survey by Prevention Magazine found that consumers give high 

marks to pharmaceutical advertising. Of those surveyed, 76% felt that OTC 
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adv\.!11isements al1owed them to become more involved in their own health care 

rather than have their physicians alone be the gate-keepers of iheir health 

information. The survey established that, "the benefits of DTC [ direct-to

consumer] advertising could go far beyond simply se]]ing prescription medicines: 

these advertisements play a very real role in enhancing the public health. "1 

In addition, House Bi11 1283 poses extremely difficult chaJlenges for 

national, let alone multinational, manufacturers. National consistency of rm\.,., 

relating to operations and marketing prmnotes efficiency and thereby helps keep 

drug costs down. By its nature, a manufacturer's internet/patient information 

,-"' needs uniform programs and messages. The restriction exemplified by House Bi11 

No. 1283, will add to expenses for consultants, and add additional layers of 

processes to educate patient consumers. This wil1 translate into additiona] cost for 

medications. 

L 

For these reasons, PhRM:A opposes House Bi111283 

PhRMA wi11 be pleased to work with the Bil] sponsors and this Committee 

to find ways to modify this Bill to make it Jess restrictive and help continue the 

flow of valuable health care information to those who may need it. 

1Year Two: A Nationa] Survey of Consumer Reactions to Direct-to-Consumer 
Advertising, Emmaus, PA, Rodale, 1999. 
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\ Thanks you for the privilege of being able to appear before you. May I 

respond to questions? 

Legislative Counsel 
PhRMA 
(Lobbyist No. 144) 
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TESTIMONY OF THE OFFICE OF ATTORNEY GENERAL 
ON HOUSE BILL 1283, REGARDING THE DISCLOSURE 

OF HEAL TH INFORMATION FOR MARKETING 

BEFORE 
SENATE HUMAN SERVICES COMMITTEE 

MARCH 31 2003 

MICHAEL J. MULLEN 
ASSISTANT ATTORNEY GENERAL 

Chairm;:m Lee and Members of the Committee, I am pleased to be here on behalf 

of Attorney General Stenehjem, who asked me to present testimony on House Bill 1283, 

which, in general, prohibits the use or disclosure of 11individually identifiable health 

information" in connection with the marketing of pharmaceutical products or health 

t services, unless an individual has authorized the use of their identifiable information for ! ) ~uch a marketing campaign. Before I addrass the provisions of Senate Bill 1283, let me 

i · 1 
•••• ~)riefly outline the background and purpose of the federal HIPAA privacy rule regarding 

consent. 

Background on the HIPAA Rule for the Privacy of Health lnformatiQD. 

The federal regulation entitled Standards for Privacy of Individually Identifiable 

Health Information (the Privacy Rule) was promulgated by the Department of Health 

and Human Services (HHS) on December 28, 2000. [The regulations are found at 45 

CFR [Code of Federal Regulations] Parts 160 and 164.J The Privacy Rule is the first 

comprehensive federal protection for the privacy of health information. 

The privacy rule) came about as a result of the Health Insurance Portability and 

P.ccountability Act [commonly called 11 HIPAA''], 29 U.S.C. §§ 1181 - 1191c (enacted in 

1996), which established a number of rules to provide greater access to health 

1 
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insurance regardless of a person's health status. Title II, subtitle F sections 261-264 of 

HIPAA, 42 U.S.C. §§ 1320d -- 1320d-8, sets forth a program for 11administrative 

simplification," which requires all health "are providers and insurers to establish uniform 

billing and coding systems in order to simplify and reduce the administrative costs of the 

health care system. Congress also recognized, however, that a uniform electronic 

billing system, which would necessarily include detailed information about th~ diagnosis 

and treatment received by individual patients, would also greatly increase the capacity 

for accidental or intentional disclosure of individually identifiable health information. 

Therefore, Congress required the Secretary of Health and Human Services to establish 

regulations to protect the priv~r:y and security of health information. 

On December 28, 2000, after extensive review of written comments, the final rule 

on the priva~y of individually identifiable health information was published. (To permit 

covered entities sufficient time to prepare for operations under the privacy rule, a 

"compliance date 11 allowing slightly more than two years to prepare for the rule was 

established.) 

Because of concern that the privacy rule had certain unintended :onsequences 

that could have impaired the treatment of patients and made practical compliance with 

the rule difficult, on August 14, 2002, the Secretary of Health and Human Services 

made several changes to the rule. (Thus, the changes will be effective on the primary 

compliance date, April 14, 2003.) Among the most significant changes contained in the 

revised final privacy rule is removal of a requirement that a provider 0btain 11written 

consent" from a patient to 11 use or disclose" protected health information 11for treatment. 

payment, or health care operations." 

2 
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-h The Department of Health and Human Services had received numerous 

· · comments from health insurance companies, hospitals 1 pharmacists, emergency 

medical service providers, and other organizations that the consent requirement would 

impose substantial burdens, and in some situations delay or prohibit a health care 

provider from initiating treatment. In place of consent, the revised final rule requires a 

provider tn make a good-faith effort to obtain an 11acknowledgment 0 from a patient that 

the patient has received a copy of the provider's privacy policy, including information 

about a patient's rights regarding the privacy of health information. 

Let me now tum to the substantive provisions of House Bill 1283. 

House Bill 1283 

Engrossed House Bill 1283, which would limit the disclosure of individually 

,: ) . identifiable health information for marketing purposes, contains only one section. Th,l 

t > I :)m would add a new section to chapter 43-15 of the North Dakota Century Code 

Ji 

i regulating pharmacies and pharmacists. 

' 
Under subsection 1 of the new section, unless a customer provides express 

authorization, 11a pharmacist or pharmacy may not (a) disclose individually identifiable 
Ji 

I ,, 
• 

health information (which is a defined term in the federal privacy rule) to a third party for 

th~, purpose of marketing a product or service; or (b) participate in for-profit marketing of 
! 
~ a product or service to a customer if the marketing to the customer is based upon 
~ 

~. identifying customer information." The limitation on marketing without a patient's 
1; 

\ "authorization" substantially oveI li,r,s the marketing restrictions contained In the federal 

HIPAA privacy rule. (The definition of "marketing.'' contained in 45 C.F.R. § 164.501, and 

· ............ ,. 
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the requirement for the "authorization" of an individual in connection with marketing, which 

is contained in 45 C.F.R. § 164.508(a), are attached as Appendix A to this testimony.) 

Subsection 2 provides that a pharmacist (or pharmacy) "may disclose identifying 

customer information to a business associate without the express authorizt1tion of the 

customer, if the disclosure is related to treatment or health care operations of the 

pharmacy and if the disclosure is not for marketing purposes." This section appears to 

be unrwcessary because the HIPM privacy rule permits the disclosure of protected 

health information to a business associate without the authorization of a customer (or 

patient), subject to the requirement that a health care provider, such as a pharmacist, 

may not disclose protected health information to a business associate for marketing 

purpos~s unless the pharmacist herself or himself would be permitted to make this 

disclosure without an authorization. 45 C.F.R. § 164.504(e)(2(i) ('The (business 

associate] contract may not authorize the business associate to use or further disclose 

the information in a manner that would violate the requirements of [the privacy rule}, if 

done by the covered entity.") 

Subsection 2 also provides that if protected health Information is disclosed to a 

business associate, the business associate must keep that information confidential. 

This provision appears to be unnecessary because the HIPAA privacy rule already 

requires a business associate to maintain the confidentiality of information the associate 

receives from a coven3d entity, such as a health plan or a health care provider. 

45 C.F.R. § 164.508(e)(2)(ii)(A) and (8) (a business associate may "[nJot use or further 

disclose the information oth~r than as permitted or required by the contract" and must 

"(u]se appropriate safeguards" to protect the confidentiality of the information). 
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Sub~dction 3 provides that an authorization 11must include an expiration date; 

must ~learly Identify who will be provided the individually identifiable information; must 

~,early identify what the individually identifiable health information will be used for; must 

be in writing; and must be made knowingly by the customer." Each of these (and 

additional) requirements is required for a valid authorization under the HIPAA privacy 

rnle. 45 C.F.R. § 164.508(c) (a valid authorization must contain six core elements, plus 

notice to the individual of their right to revoke the authorization). 

Let me now address some of the legal-policy issues that are raised when this 

measure is viewed against the background of the HIPAA privacy rule. 

Legal Issues: Giving Meaning to Every Word of a Statute. and Fair "-Jotice 

In enacting a statute, it is presumed that the entire statute is intended to be 

effective. N.D.C.C. § 1-02-38. In construing a statute, meaning must be given to every 

word, clause, and sentence, if possib!e. Fastow v. Burleigh County Water Resource 

District. 415 N.W.2d 505, 509-510 (N.D. 1987). Moreover, statutes are to be construed 

in a way that does not render them worthless because the law neither does nor requires 

idle acts nor will it be assumed that the Legislature intended that any sections be 

useles~ rhetoric. State v. Nordquist, 309 N.W.2d 109,115 (N.D 1981). 

In Gentile v. State Bar of Nevada, 501 U.S. 1030 (1991), the Supreme Court held 

that, as interpreted by the ~ievada Supreme Court, a rule limiting out of court 

statements by lawyer was void for vagueness. Specifically, the rule failed to provide fair 

notice to those to whom it is directed and is so imprecise that discriminatory 

enforcement is a real possibility. 

5 
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:he ufair notice" rule b stated in Connally v. General Const. Co.:.i. 269 U.S. 385, 

391, 46 S.Ct. 126, 127 (1926): "That the terms of a penal statute creating a new offense 

must be sufficiently explicit to inform those who are subject to it what conduct on their 

part will render then I liable to its penalties is a well-recognized requirement, consonant 

alike with ordinary notions of fair play and the settled rules of law; and a statute which 

either forbids or requires the doing of an act in terms so vague that men of common 

intelligence must necessarily guess at its meaning and differ as to its application 

violates the first essential of due process of law." Another illustration of the rule is given 

by United States v. Capital Traction C~ 34 App. D. C. 592, 19 Ani. Cas. 68 ('1910), 

which held that a statute making it an offense for any street railway company to run an 

im,ufficient number of cars to accommodate passengers "without crowding" was void for 

uncertainty. 

These cases illustrate that in considering HB 1283, the Committee should 

carefully consider whether the measure metely mirrors the conduct prohibited under the 

HIPAA privacy rule, or if it prohibits additional conduct. And, if the latter result is 

intended, does the bill provide 11fair notice" to pharmacies that must conform their 

conduct (and the pharmacists who must conform their conduct) to the requirements of 

this measure, what other conduct is prohibited. 

Chairman Lee, thank you for providing me an opportunity to discuss the 

provisions of House Bill 1283 relating to the use of individually identifiable health 

information for marketing. I will be pleased to answer any questions you or other 

members of the committee have regarding the bill. 

# # # 
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SECTION 164.501 
HHS Final HIPAA Privacy Rules 

HHS Regulations as Amended August 2002 
Definitions - Marketing- 45 C.F.R. § 164.501 

Marketing means: 

1. To make a communication about a product or service that 
encourages recipients of the communication to purchase or use the 
product or service, unless the communication is made: 

i. To describe a health-related product or service (or payment 
for such product or service) that is provided by, or included 
in a plan of benefits of, the covered entity making the 
communication, including communications about: the entities 
participating in a health care provider network or health plan 
network; replacement of, or enhancements to, a health plan; 
and health-related products or services available only to a 
health plan enrollee that add value to, but are not part of, a 
plan of benefits. 

ii. For the treatment of the individua•; or 

iii. For case management or care coordination for the individual, 
or to direct or recommend alternative treatments, therapies, 
health care providers, or settings of care to the individual. 

2. An arrangem( 11t between a covered entity and ony other entity 
whereby the covered entity di~cioses protected health information 
to the other entity, in exchange for direct or indirect remuneration, 
for the other entity or its affiliate to make a communication about its 
own product or ser1·ice that encourages recipients of the 
communication to purchase or use that product or service. 
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AUTHORIZATIONS FOR USES AND DISCLOSURES 
SECTION 164.S0S(a) 

HHS Final HIPAA Privacy Rules 

HHS Regulations as Amended August 2002 Authorizations for Uses and Disclosures -
45 C.F.R. § 164.508(a) 

Standard: authon'zations for uses and disclosures 

1. Authorization required: general rule. Except as otherwise permitted 
or required by this subchapter, a covered entity may not use or 
disclose protected health information without an authorization that 
is valid under this section. When a covered entity obtains or 
receives a valid authorization for its use or disclosure of protected 
health information, such use or disclosure must be consistent with 
such authorization. 

*** 

3. Authorization required: marketing. 

i. Notwithstanding any provision of this subpart, other than the 
transition provisions in § 164.532, a covered entity must 
obtain an authorization for Any use or disclosure of protected 
nealth information for marketing, except if the 
communication is in the form of: 

1. A face-to-face communication made by a covered 
entity to an individual; or 

2. A promotional gift of nominal value provided by the 
covered entity. 

If the marketing involves direct or indirect remuneration to the covered entity from 
a third party, the authorization must state such remuneration is involved. 
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Jim M. KHper 

03/03/2003 01 :67 PM 

Committee Members: 

To: Judy E. Lee/NDLC/NoDak@NoOak, rlbrown@state.nd.us, Robert S. 
Erbele/NDLC/NoDak@NoOak, Tom L. 
Flscher/NDLC/NoOak@NoDak, April .J. 
Falrfleld/NDLC/NoDak@NoDak, Michael F. 
Polovltz/NDLC/NoDak@NoOak 

cc: Jim M. Kasper/NDLC/NoDak@NoDak 
Subject: HB 1283, PHARMACY ANO PHARMACISTS PRIVACY 

REQUIREMENTS 

Thank you for the opportunity to testify this morning on the above bill, regarding pharmacists and 
pharmacy privacy laws for the state of North Dakota. As Yoggl Bena once said, "It was like deja' 
ve all over again" as 111s+ened to the testimony of Mr. Rolfson. 

What you heard in testimony from Mr. Rolfson was almost Identical to the testimony the Banks 
gave, and arguments they used last session, to push through SB 2191. I'm sure you all remember 
the bank privacy vote here In the L.e,ilslature and more Importantly, the vote of the people In June 
of last year, where they said by a 73% vote that they want their private and confidential 
Information to remain private and con11ldentlal. That Is what HB 1283 will do in the area of health 
pharmacy privacy. 

You may have noticed as I was leaving the hearing room this morning, that I stopped to visit briefly 
with a gentleman who was In the room. He stopped ma and Introduced himself as Dr. Theodore W. 
Kleiman, MD. He Is our doctor of the day· and is employed by Dakota Clinic in their Pediatrics 
department In Fargo. He told me: "You nre totally correct In your testimony and concerns. In fact, 
the problem Is much bigger than you can possibly Imagine. Please keep on working on this bill. It is 
very important to pass it." 

His phone number in Fargo Is 701-280-34911. I am sure he would welcome your phone calls to 
discuss his concorns and provide you with his Input. I will be doing so tomorrow. His email address 
Is "tkleiman@nnovishoalth.com" 

I would be very willing to participate in further discussions with Miko Mullen to address the HIPAA 
comments he made. Having said that, I believe that, regardless of HIPAA, it does no harm 
whatsoever, to codify North Dakota Pharmacy Privacy law, as HB 1283 will do. Remember, Federal 
law can always change and I do not feel it Is good policy for the people of North Dakota to be at 
the mercy of, nor dependent upon, Federal law, for the protection of their personal, medical 
pharmacy Information. 

One other point. HB 1283 does not prohibit Direct to Consumer marketing. It simply requires the 
person's prior written consent before their personal lnforn1otion can be given to these 
pharmaceutical companies, or any uthdr unknown entity. 

Please feel fr'-ie to contact me on this mattor at any time. Thank you. 

Rep. Jim Kasper 
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AMENDMENT TO HB 1283 

SECTION 2. A new section to chapter 43-15 of the North Dakota Centwy Code is 

crflated and enacted as follows: 

Prohibited disclosures. A phrumacist and any employee of a phannacy may not disclose 

to any third person any information regarding the prescriptive practices of a practitioner which 

identifies the practitioner. This section does not limit disclosures within the phannacy; between 

a pharmacist or an employee of a phannacy and the practitioner or the practitioner's office staff; 

consented to by the practitioner; and disclosures otherwise required by law. 

Page 2, line 17, after "practitioner,, insert "unless the practitioner consents to disclosure of the 

information in writing" 

Page 2 line 19, delete "consented to by the practioner;" 
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Use of PrescriptJon Data & 
Protections for Physicians 

Introduction. IMS HEAL TH (IMS) is the world's 
leading provider of infonnation, research, and 
analysis to the health care industry, with data 
collection and reporting activities in over l 00 
countries. Fo,mded in 1954, the company receives 
and processes vast quantities of health care data. 
In the United States alone, the company collects 
infonnntion from over 250,000 sources: 
phannaceulical wholesalers, phannacies, 
physicians, hospitals, and clinics, and processes 
over 72 million records each month (de-identified 
with respect to patient infonnation). 

IMS's business includes tracking patterns of 
disease and treatment, outcomes, and the 
prescriptions for and sales of phannaceutical 
products. Almost all of the company's businr.ss is 
based on the receipt and analysis of palient
anonymized data. Using this data, we are able to 
assist the medical, scientific, phannaceutical and 
health care management communities in 
conducting outcomes research, implementing best 
practices, and applying health economic analyses. 

PrescrJptlon-Based Information ' rvices In the 
U.S. The company's databases of patient de
identified prescription drug trans11clions are 
essential to effective implementation of 
prescription drug recall programs, perfonnance of 
phannaceutical market studies, efficient 
phannaceutical sales and marketing resource 
allocation, and assessment of drug utilization 
patterns (e.g., on- and off-label uses and regional 
variations in physician prescribing behavior). 

American Medical Association Physician Data. 
IMS and its affiliated companies have licensed 
physician infonnation from the AMA for more 
lhnn thirty yellftl, Dwing .. that -time, IMS has 
consi!;tently used and distributed that infonnation 
in accordance with AMA guidelines aud restric
tions. The use of the infonnation by IMS, and the 
licensing and distribution of that infonnation to 
others, is subject to detailed agreements which 
specify approved and restricted uses of the data. 

How does IMS obtain and process prescription 
transaction data? IMS collects prescription trans-

lMS: 03,16.2003 

action data from a variety of sources in the United 
States, Afler initial processing of the prescription 
data, IMS matches that data to a prescriber roster 
that is built largely from the AMA Masterfile. 
lMS, and the pharmaceutical industry, use this 
reference source for it consistency and accuracy, as 
well as for the data use safeguards artd protections 
that are gained from ope:111ting within the AMA 's 
framework. 

What does IMS ('o with data after processing? 
IMS groups and aggregates prescription 
information at a number of differe11t levels 
according to custe,.,1er needs and demands. For 
example, IMS provides national-level projected 
data to illustrate trend and 1J-iage patterns for clients 
as Jh erse as phannaceutical manufacturers, 
investment finns and governmental agencies, 
Also, territory-level aggregations are customized 
and prepared . for phannaceutical companies so 
their sales staffs can be accurately compensate:d. 

Does IMS maintain and releaje prescriber-level 
Information? Yes, under the terms of li1~ense 
agreements restricting unauthorized uses of the 
data. To ensure pharmaceutical manufacturers can 
transmit targeted promotional and educational 
information to the right prescribers in the most 
efficient manner, IMS provides information on the 
prescribing patterns of individual physicians. 
IMPORTANT: IMS inforn1ation services are 
always subject to AMA guidelines and restrictions 
if individual physicians are identified. 

What If a doct«...- has asked AMA to exercise the 
'No Contact' option? The American Medical 
Association provides IMS with frequently updated 
lists of physicians who have asked to be designated 
as "No Contact". IMS passes this information on 
to our customers, who are conlmclually bound to 
respect and abide by these doctors' wishes. 

Additional .Information. For more infonnation 
regarding the AMA's "no contact" option, please 
contact the AMA' Dept. of Data Collection a', 
(800) 621-8335. For 111ore information regarding 
IMS's data practices, please visit our website at 
www.imshenlth.com. 
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Proposed Amendment to HB 1283 
Prepared by TaLisa Nemec, Legislative Intern at the request of the Senate Human 
Service!s Committee 

Page 1, replace lines 7 through 24 with: 

"Prohibited disclosures. A pharmacy shall not disclose to third parties 
information that identifies the prescriptive practices of practitioners. This prohibition 
applies to the pharmacist and any employee or agent of the pharmacy. As used in this 
section, "djsclosure'' is defined as the release or transfer of information, provision of 
access to information, or divulging infonnation in any other manner.,, This prohibition 
does not apply to disclosures made: 

a. within the pharmacy; 
b. to the patient or the patients representative; 
c. between the pharmacist or 'pharmacy employees and the practitioner or the 

practitioner's employees, 
d. to other practitioners or facilities involved with the patient's care 
e. to the North Dakota state board of pharmacy or to the North Dakota state 

board of medical examiners, as part of an inspection or investigation; 
f. pursuant to an authorization by the practitioner; or 
g. as otherwise authorized by law. 

Page 2, remove lines 1 and 2 

Renumber Accordingly 
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