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A BILL FOR 

SENATE FILE c:}Q</q 
BY HUTCHINS 

House, Date >p?/y6 (q..r>>h) 

Ayes 66 Nays 3 <,t 

l An Act relating to the establishment of standards for the 

2 collection, p"ocessing, storage, and distribution of human 

3 blood, plasma, and blood products, and to the licer.sing of 

4 blood collection and plasmapheresis cente~s, and providing a 
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penalty. 

BE IT ENACTED BY THE GENERAL ASSEMBLY OF THE STATE OF IOWA: 
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S.F. c?0'-11 H.F. 

l Section 1. NEW SECTION. l35J.l LICE~SURE REQUIRED. 

2 A person shall not establish, conduct, manage, or operate a 

3 blood collection or plasmapheres1s center without obtaining a 

4 license from the Iowa department of public health. A person 

5 applying for a license to operate a blood collection or 

6 plasmapheresis center from the Iowa department of public 

7 health shall also obtain a license or be properly registered 

8 with the United States food and drug administration and shall 

9 comply with all applicable federal regulations. 

10 Sec. 2. NEW SECTION. 13SJ.2 RULES FOR LICENSURE. 

11 1. The Iowa department of public health shall adopt rules, 

12 in accordance with chapter 17A, for the licensure of blood 

13 collection and plasmapheresis centers. 

14 2. The rules shall comply with the minimum operational 

15 standards and the specific requirements prescribed by the 

16 United States food and drug administration regarding blood 

17 collection and plasmapheresis centers. 

18 3. The rules shall include, but are not limited to, the 

19 following: 

20 a. Requirements regarding physical facilities including 

21 refrigeration, lighting, construction, and equipment. 

22 b. Testing procedures for communicable diseases 

23 transmi•ted by blood, plasma, or blood products. 

24 c. Standards for collection, processing, storage, and 

25 distribution of blood, plasma, or blood products. 

26 d. Identification and screening of dor.ors. 

27 e. Qualification requirements for medical and laboratory 

28 personnel employed in a blood collection or plasmapheresis 

29 cer.ter. 

30 f. Restrictions or. the use of blood, plasma, or blood 

31 product donations. 

32 g. A system of identifying the donor of tr.e blood, plasma, 

33 or blood products at al: times, including after the blood, 

34 plasma, or blood product has been administered to the 

35 recipient. 
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h. Establishment of a system for determining the inventory 

level of blood or plasma in all blood collection and 

plasmapheresis centers and the coordination of the 

distribution of blood, plasma, and blood products. 

i. Proficiency testing. 

J· Sanitary conditions within and surrounding the blood 

collection or plasmapheresis center. 

k. A quality assurance program. 

1. Establishment of fees for licensure and inspection. 

lO 4. The rules may provide for the acceptance of independent 

ll accreditation which is in conformance with the standards 

12 established 

13 Sec. 3. 

by the rules. 

NEW SECTION. 

l4 SUSPENSION OP LICENSURE. 

l35J. 3 ISSUANCE, REVOCATION, OR 

15 l. The Iowa depart~ent of public health shall provide 

16 application forms for licensure. 

17 2. The Iowa department of public health shall issue a 

18 license to an applicant following the inspection of a blood 

19 collection or plasmapheresis center by the department or its 

20 designee, if the applicant meets all requirements for 

21 licensure. 

22 3. A license 1s valid for one year and must be renewed on 

23 an annual basis. 

24 4. The Iowa department of public health may revoke, 

25 suspend, or restrict a license at any time if the licensee 1s 

26 found to be in violation of this chapter or a rule adopted 

27 pursuant to this chapter. 

28 Sec. 4. NEW SECTION, 135J.4 PENALTIES. 

29 A person establishing, conducting, ~anaging, or operating a 

30 blood collection or plasmapheresis center without a license is 

31 guilty of a serious misdemeanor. Each day of a continuing 

32 violation constitutes a separate offense. 

33 EXPLANATION 

34 This bill creates a new chapter. The bill provides for the 

35 licensure of blood collection and plasmapheresis centers by 
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l the Iowa department of public health. A person obtaining sue~ 

2 a license ~ust also be in compliance with appl~cable federal 

3 regulations, licensure, or (egistration requirements. 

4 The bill also provides for the adoption of rules by tr.e 

s Iowa department of public health regarding licensure standards 

6 for blood co!lection and plasmapheresis cente=s. 

7 The Iowa department of public health is required to provide 

8 application forms for licensure and to inspect or provide for 

9 the inspection of blood collection and plasmapheresis cen~ers 

10 prior to issuance of a license. Licenses must be renewed 

11 annually, and the department may revoke, suspend, or restrict 

12 a license at any tirr.e if the licensee is found to be in 

13 violation of the chapter or a standard established by a rule 

14 adopted pursuant to the chapter. 

15 The bill also provides that a person who establishes, 

16 conducts, manages, or operates a blood collection or 

17 plasmapheresis center without a license is guilty of a serious 

18 misdemeanor. 
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SENATE CLIP SHEET JANUAR1 23, 1990 

SENATE FILE 2049 
FISCAL NOTE 

Page 5 

A fiscal note for SENATE FILE 2049 cs hereby s~bmitted ?Ursuant to Joint Rule 
17. ~ata used in developing this fiscal ~ote is available from the Legislative 
Fiscal Bureau to members of the ~egi~iacure upon reques:. 

Senate File 2049, ~hich creates a new chapter in the Code of Iowa, establishes 
standards for the coitection, ?recessing, storage, a·n·d-Cil.St"ribur.ian of human 
blood~ plasma, and blood produc~1~ provides for 1~c£nsure of blood collec:ion 
and plasmaphere!;is c~~ters, and provides a penalty. 

ASSUMPTIONS: 

l. Each of 30 sites would be inspected twice a year. 

2. One FTE position (Inspector) would be required to perform the inspections. 

F1 SCAL EFF!::CT: 

The estimated annual fiscal effect of Senate File 2049 is $50,000 for salary, 
support, and expenses associated with the inspections. 

:4tsoune: !Jepartme"t of P<~bl ic He<~i th 

FILED JANUARY 22, 1990 

(LSB 7698xs, RRS) 

BY DENNIS PROUTY, F:SCAL DIRECTOR 
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2 • follo~s •..... 
· 3 1 /·''BY stu.-... ..:ml?ce\r~t·vt 
4 clause _:and i h.>'"'f;;;l''l'nw; nr.·•:··:•: 
5 "Section 1·;~~]~~~~~~;;: 
6 BLOOD COLLECTr: 
7 CENTERS. 
8 A person shall. not estal:ili.sh; conduct, manage, or 
9 operat~ a blood collection, blood processing, or 

10 plasmapheresis center without obtaining a license from 
ll the board of pharmacy examiners. To obtain an Iowa 
12 license, a blood collection, blood processing, or 
13 plasmapheresis center shall provide verification of 
14 current licensure or proper registration with the 
15 United States food and drug administration and shall 
16 comply with all applicable federal regulations. Each 
17 blood collection, blood processing, or plasmapheresis 
18 c~nter shall submit to the board of pharmacy 
19 examiners, on an ongoing basis, copies of th~ center's 
20 most recent proficiency testing results and on-site 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
3l 
32 
33 
34 
35 
36 
37 
38 

inspection reports required for licensure, 
registration, or accreditation with the United States 
food and drug administration, the American association 
of blood banks, the centers for disease control of the 
United States department of health and human services, 
the college of ~~erican pathologists, or the joint 
commission on accreditation of health care organi­
zations. The purpose of the reports is to ensure 
compliance with the federal licensure, registration, 
or accreditation requirements. The department shall 
provide technical assistance to blood collection, 
olood processing, and plasmapheresis centers co ensure 
compliance with the requirements of the organizations 
named oursuant to this section.'' 

2. ·Title page, by striking lines l ~hrough 5, and 
inserting the following: "An Act relating to the 
licensing of blood collection, blor-d processing, and 
plasmapheresis centers." 

By COMMITTEE ON HUMAN RESOURCES 
FEY of Scott, Chairperson 

H-5615 fiLED MARCH 13, 1990 
c(~.P "--" 5 ..... 1 

. .__ ,c;..o 4 .>~ -zt"' J S:7N,., = 7.!. 
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SENATE FILE 2049 
H-5872 

1 Amend the amendment, H-5615, to Senate File 2049, 
2 as passed by ~he Senate, as follows: 
3 1. Page 1, iine 34, by inserting after ~r.e word 
4 ''section. the following: "The department ~ay assess 
5 an annual licensin9':.' tee of no more th<>n one n>.:!ldreu 
6 dollars." ~· 

H-5872 FILED MARCH 
U ~~ 3/;:;r(;p ;,).<(D) 

!; :.; 

·,.-;(,>'· By ~E'i.'6f(s·~ot 
26; . '.'990 

• .. 
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H-5681 

l Amend the amendment, H-5615, to Senate File 2049, 
as passed by the Senate, as follows: 2 

3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 
16 

l. Page 1, line 11, by striking the words "board 
of pharmacy examiners" and inserting the following: 
"department". 

2. Page 1, lines 18 and 19, by striking the words 
"board of pharmacy examiners" and inserting the 
following: ''deoartment''. 

3. Page 1, by inserting after line 34, the 
following: 

"Notwithstanding the responsibilities of the board 
of pharmacy examiners relating to prescriptions for 
human blood, blood plasma, and blood products, 
established under chapter 155A, the department shall 
have exclusive responsibility :or the licensing of 
blood collection, blood processing, and plasmapheresis 

17 centers." 

B-5681 riLED MARCH 14, 1990 
,4- c::i ¥..f, i3- t-"').J 3/.,g Yt ,,0"1) 

By SPEAR of Lee 

SENATE FILE 2049 
H--5!13 

A"":"!.end c~end~e:--.t, :1-:55:5, :_~ .:.>-:-• ..J.LL: ~· ... }, ._,,.t,, ,;~, 
2 passed ty the Senate, d~ f0llows: 
3 l. Page 1, by inserti:~g a.ftt.::r l inP 3·'i, ~:-.,:.; 
~ !'allowing: 

6 
7 
8 
9 

10 

"Sec-
1, 1991." 

Section l of this Ac~ is repea!ed J~ly 

2. Pag~ l, line 38, by i~serti~g after :he word 
"centers" the following: '', and oroviding for a 
repeal''. -

3. By renumbering as necessa~y. 
By PLASIER of Sioux 

SENATE FILE 2049 
H-5722 

1 Amend the amendment, H-5615, to Senate rile 2049, 
as passed by the Senate, as follows: 2 

3 
4 

1. Page 1, line 5, by striking the figure 
''135.23" and inserting the follow1ng: ''155A.39''. 

H-5722. FILE:D I'.ARCH 15, 1990 
wj.,y Jj_., > (,~> ;.n~) 

By I'EY of Scott 
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HOUSE AMENDMENT TO 
SENATE FILE 2049 

S-5982 
l .~end Senate File 2049, as passed by the Senate, as 
2 
3 
4 
5 
6 
7 
8 
9 

10 
. ' J.~ 

12 
13 
14 
15 
16 
:7 
18 
:9 
20 
2 -~ 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 
33 
34 
35 
36 
37 
38 
39 
40 
41 

follows: 
1. By striking everyt~ing after the enact:ng 

clause and inserting the following: 
"Section 1. NEW SECTION. 135.23 LICENSURE OF 

BLOOD COLLECTION, BLOOD PROCESSING, OR ?LAS~~PHSRESIS 
CENTERS. 

A person shall not establish, conduct, rr.anage, or 
operate a blood collection, blood processing, ~' 
plasmapheresis center without obtaining a lice~se from 
the department. To obtain an Iowa :~cense, a blood 
collection, blood p~ccessi~g, or plas~a?heresis cen:er 
shall provide verification of. current licPns~re or 
prope~ registration with the United Sta~es food a~d 
drug administrat~on a:.d shall corr.ply Ni:h a:: 
appiicable federal regulations. Each blcorl 
col~ection~ blood_ prccessing,_or plasmaphe~es~~ c~~ter 
sha~l s~bm1t ~c th~ departreent, o~ an o~go1~g oas1s, 
copies of the center's most ~ecent proficie~cy tes~~ng 
res~l~s and on-site inspection ~epo:ts ~eq~i~ed to~ 
licensure, :eglstration, o~ ~ccredita~~.on w~t~ the 
United Scates food a~d druc ad~i~istration, ~~e 
P..me:i.can associ.ati.o~ of blOod Oan~s, tr.e ser.t.e!"s fer 
disease control of the United States deoar~~e~t o~ 
health and human services, the college ~f A~er~can 
pa~hologists, or the joint co~~issio~ o~ accceditat:on 
of health care organizations. The p~cpose of the 
reports is to ensure compliance with the federal 
lice~s~re, registracion, or accreditation 
requi~ements. The depa:tment stal~ provide techn:cal 
assistance to blood collectior., blood processlr.g, a~d 
plasmapheresis centers to ens~re compliance with the 
:equirements of the o:ganizations named pursuant to 
this section. The departmenc may assess an annual 
licensing ree of no more than one hundred dollars. 

Sec. Section 1 of this Act is ~epealed ;uly 
l, 1991.-.. -

2. Title page, by striking lines l through 5, and 
inserting the following: ''An Act relating to the 
licensing of blood collection, o:ood processing, and 
plasmapheresis centers, and providing for a repeal." 

RECEIVED FROM ?HE HOUSE 
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SFNhlE f:L~ 2049 

AN ACT 

~f.LA-riNG '!'() THE LICF.NSil\G OF BLQO(> COC.Li::CJ':ON, BI.OOL> PRG"2fSS· 

ING, .\NO PLASI":APBF:Rf;SIS CEN!f';RS, At-.':) ?ROVI!>I~:G F0:~ t' 
Rl::Pi'','\I.-. 

BR IT t:NACTE:D B'i 'IHF. Gt:m:RAI. ASSF.MAL'i OF 'ri!F. STA1i. Ofo' ~C'tJt.: 

St~ct:ion 1. ~..J ~~C'!'I9_~;. 1'.1~.73 I.ICL\'SUHI:: Of HUXD 

CO!. :.F.C'." ION, BL<.::OD PROCF:SS I NG, OR PL/\S~U\i"'HI::RES IS CEN1'::RS. 

A person !lhall not esLablis~. conduct, nanag~. or opcrat.e- d 

blood collection, bl~)Od pn:-cessing, or pl<ts~Mpht!resis cente~ 

witnout obt<1ini:1g a licf!r:s(• frolll the dcpa~t:nent .. To obtain an 

!ow,, l:cPnse, a :>lood co!ler.tion, Olor:d pror.es~>ina, or 

plc1Srrapher(•:;is ccnt.er ~twll p1·ovidc ver~fir..~tion o! c.Jrrent 

1ic~:'lsure or proper reqistr.:it.i(ll) with thE- U:1iled States !ood 

and drug adminis':rat.ic:n and sCH\~l co:nply · .. ;ith all applicab~e 
feder<1l regulations. Each blood col~ect~cr., blood prcc~ssinq, 

or plasnt-apht.:rt~sis ct~n:.er t>hall :~uhmit to thf! d~partme:lt, on ar: 

onqo1n9 Oasis, copie::. of the <:entc!l·'s rt'ost rt.>cent: prof1cien.::y 

testing results and on-site inspection reports required for 

lic~nsurc, r~qistration, or accreditation with the lJn1tcd 

Stat~e:-, food <lnd d1·4q ad:ninistL1ti.on, thf~ ,\nerica:1 af~:.o~iation 

ot blood bdnl(s, the centers foe disectsP cont~rol o{ ~.hP. United 

Slat.ea dep~rt.mcnt of IH~<'llth and Clunan SP.I'vice~. :.·H~ colleqe vf 

Aln(~cican pathologi$ts, or t.he joint ccmni:~sirJr: on 

accreditation o{ heai.th can! Ol'9•11li2dt.on:;. 'rhe puq.Jo!le of 

t.h~ r~ports is t•l ensure corupliancc wi~h ~~~ f~dfr1'4l 

licC'n:>ure, l·egistc.H.to:'l, or accred:t.lti:'n r~quirell<c~nta. The 

departm~n~ :>hall provide technicAl assistance to blo~d 

coilect.~on, bl('Od pr<:I:P.s!•inq, a:h.i pla~·.:n~,pr.e:·c:;.ls ce,t(':·::; to 

enslHo? compli,1ru:~ w~tt·. t.~E' :l~q.Jlremt~nts of t.h~ org;;ni:~at.ions 

-
SL~J,<lte ri~e .2049, p. 2 

namPd ~u:-sllitnt to ti'li~; !~P.ction. ':'Mr: dE>par~me:'l~. :nay C:1:->se:os an 

a:)tlual licc~sing !~e of n0 ~Or!! than cJn~ ~~~~drc•l dolldrs. 

SP.<:, 7. Sect..vn 1 of this Act· 1s !('fH•aled .July 1, l991. 

..1() MHJ Z IMM.:::.lMAN 

Prc:-~i.dent. ''~ ~.r.-:- !iethH(> 

OO~'AU> [). .'Wf.t>Sml 

Spea.~~~ o~ tt:e House 

1 t1ereby c~rt1fy that this bi!l originated i~ th~ Senate dncl 

i~ k:'l?~~ .ls S~n~tM rile 2049, Sevonty-thi:d G~n~ral ~ssembly. 

Awov"d ~ 1 ' 
JOHN F, O'r.''i f.R 

Sf!cretary of t.he Senate 
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