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T3 A BILL FOR

1l An Act relating to the establishment of standards for the

2 collection, processing, storage, and distribution of human

3 plood, plasma, and blood products, and to the licensing of

4 blood collection and plasmapheresis centers, and providing a

5 penalty.

6 BE IT ENACTED BY THE GENERAL ASSEMBLY QF THE STATE OF IOWA:
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Section 1. NEW SECTION. 135J.1 LICENSURE REQUIRED.

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

blood collection or plasmapheresls center without obtaining a
license from the Iowa department of public health. A person
applying for a license to operate a blood coilection or
plasmapheresis center from the Iowa department of public
health shall also obtain a license or pe properly registered
with the United States food and drug administration and shall
comply with all applicable federal regulations.

Sec. 2. NEW SECTION. 135J.2 RULES FOR LICENSURE,

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

in accordance with chapter 17A, for the licensure of blood
collection and pilasmapneresis centers.

2. The rules shall comply with the minimum operatiocnal
standards and the specific requirements prescribed by the
United States food and drug administration regarding blood
collection and plasmapheresis centers.

3. The rules shall inciude, but are not limited to, the
following:

a. Requirements regarding physical facilitles including
refrigeration, lighting, construction, and equipment.

b. Testing procedures for communicable diseases
transmitted by blood, piasma, or blecod products.

c¢. Standards for collection, processing, storage, and
distribution of blood, plasma, or biood products.

d. Identification and screening of dorors.

2. Qualification requirements for medical and laboratory
personnel employed in a blood collecticn or plasmapheresis
center,

f. Restrictions on the use of blood, pilasma; or blood
product donations.

g. A system of identifying the donor of tre blood, plasma,
or blood products at all times, including after the blood,
plasma, or blood product has been administered to the

recipient.




—
QW 0Ny s W

—
oo

=
W N

[

e
o =~ o

-2

(R
o

B B A N NN
~ o B W N

WowW W W W W YN
LS 2T S ST O R o~ B ¢ B ¢ o

S.Fr. nggd/q[ H.F.

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.

1. Proficlency 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.

4. The rules may provide for the acceptance of independent
accreditation which is in conformance with the standards
established by the rules.

Sec. 3. NEW SECTION. 125J.2 ISSUANCE, REVOCATION, OR
SUSPENSION OF LICENSURE,

1. The Iowa department of public health shall provide

application forms for licensure.

2. The Igwa department of publiic health shall issue a
license to an applicant following the inspection of a blood
ccllection or plasmapheresis center by the department or 1ts
designee, if the applicant meets sll requirements for
licensure.

3. A license is valid for one year and must be renewed OG
an annual basis.

4., Tne Iowa department of public healtn may revoke,
suspend, or restrict a license at any time if the licensee 1is
found to be in violation of this chapter or a rule adopted
pursuant to this chapter.

Sec, 4. NEW SECTICN, 135J.4 PENALTIES,

A person establishing, conducting, managing, or operating a

blood collection or plasmapheresis center without a license is
guilty of a serious misdemeanor. Each day of a continuing
violation constitutes a separate offense.
EXPLANATION
This bill creates a new chapter. The bill provides for the
licensure of blcod collection and plasmapheresis centers by
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the Iowa department of public nealth. A person obtaining such .
a license nust alsc be in compliance with applicable federal
regulations, licensure, or registration requirements.
The biil also provides for the acdoption of rules by the
Iowa department of public health recarding licensure standards
for blood collection and plasmapheresis centers.
The Iowa department of public healtnh is required to provide

application forms for licensure and te inspect or provide for
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the inspection of biood collection and plasmapheresis centers

[
o

prior to issuance of a license. Licenses must be renewed
annually, and the department may revoke, suspend, or restrict
a iicense at any time if the licensee is found to be in
violation of the chapter or a standard established by a rule
adopted pursuant to the chapter.

The bill also provides that a person who establishes,
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conducts, manages, or operates a blood collection or
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plasmapheresis center without a license is quilty of a serious
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misdemeanor.
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SENATE CLIP SHEET JANUARY 23, 1990 Page 5

SENATE FILE 2049

‘ FISCAL NOTE

A fiscal note for SENATE FILE 2049 is hereby submitted pursuant to Joint Rule
17. Data used in develcping this fiscal rote is avaiiable from the Legislative
Fiscal Bureau to members of the Legisiature upon raquesct.

Senate File 2049, which creates a naw chapter in the Code of [owa, establishes
standards for the coilection, processing, storage, and distribution of human
blood, »plasma, and blood products, provides for licensure of blood colleczion
and plasmapheresis centers, and provides a penalty.

ASSUMPTIONS:

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

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

FISCAL EFFECT:

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

W Source: Department of Public Health (LSB 7698xs, RRS)

FILED JANUARY 22, 1990 BY DENNIS PROUTY, FISCAL DIRECTOR
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5 “Section. 1% , ; -
6 OR PLASMAPHERESIS
4

8

BLOOD- COLLECTION 3 BLOOD PROCESSING,‘
CENTERS. '
A person shall not establlsh conduct, manage, Of
9 operate a blood collection, b100d processing, or
10 plasmapheresis center without obtaining a license from
11 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 center shall submit to the board of pharmacy
19 examiners, on an ongoing basis, copies of the center's
20 most recent proficiency testing results and on-site
21 inspection reports required for licensure.
22 registration, or accreditation with the United States
23 food and drug administration, the American association
24 of blood banks, the centers for disease control of the
25 United States department of health and human services,
the college of American pathologists, or the joint
commission on accreditation of health care organi-
_ 28 zations. The purpose of the reports is to ensure
ot 29 compliance with the federal licensure, registration,
30 or accreditation requirements. The departiment shail
31 provide technical assistance to blood collection,
32 blood processing, and plasmapheresis centers to ensure
33 compliance with the requirements of the organizatioas
34 named pursuant to this section."
35 2. Title page, by striking lines 1 through 5, and
36 inserting the following: "An Act relating to the
licensznq of blood collection, blocd processing, and
38 plasmapheresis centers.”
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By COMMITTEE ON HUMAN RESOURCES
FEY of Scott, Chairperson
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SENATE FILE 2049

H-5872 ‘
amend the amendment, H-5615, to Senate File 2049,

1
2 as passed by the Senate, as follows:

3 1. Page 1, line 34, by inserting after the word
4

5

"section. the following: "The department may assess
: an annuaL l;censzng fee of no more than one nundred
N 6 dollars. : : s 8

H-5872 FILED MARCH 26, 7930
OZ(MJ 2 _;34(({}9 5% ) "
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H-5681 ‘
amend the amendment, H-5615, to Senate File 2049,

as passed by the Senate, as follows:
1. Page 1, line ll, by striking the words "board

of pharmacy examiners” and inserting the following:

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

1
2
3
4
5 "department".
6
7
8
g

3. Page 1, by inserting after line 34, the
10 following:
11 "Notwithstanding the responsibilities of the board
12 of pharmacy examiners relating to prescriptions for
13 human blood, blood plasma, and bloecd products,
14 established under chapter 155A, the department shall
15 have exclusive responsibility for the licensing of
16 blood collection, blood processing, and plasmapheresis

17 centers."”
By SPEAR of Lee

B-5681 FILED MARCH/}dL 1990)
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SENATE FILE 2C498

H-5713
. Anend amendment, H-%51%, U5 Sonate Fooo et b, ab
2 passed bty the Senate, a3 foilows:
3 1. Pace 1, by inserting after lipne 34, vre
5 following:
5 "Sec. - Section i of this Act is repealed July
6 1, 1991." )
7 2. Page 1, line 38, by inserting after the word
8 “centers” the following: ", and providing for a
9 repeal".
10 3. By renumbering as necessary.
‘ By PLASIER of Sicux
H-5713 FILED MARCH 15, 1990
b p Tt 3/25 (g 15 ta)
SENATE FILE 2049
H-5722
1 Amend the amendment, H-561%, to Senate File 2049,
2 as passed by the Senate, as follows:
3 l. Page 1, line 5, by striking the figure

4 "135.23" and inserting the following: "153A.39".
By 'EY of Scott
H-5722 FILED MARCH 15, 1990
wfer 3faw (g s529)
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BOUSE AMENDMENT TO
SENATE FILE 2049
5-5982

Amend Senate File 2049, as passed by the Senate, &as
follows:

1. By striking everything after the enacting
clause and inserting the following:

“Section 1. NEW SECTION. 135.23 LICENSURZ OF
BLOOD COLLECTION, BLOOD PROCESSING, OR PLASMAPHERESIS
CENTERS.

A person shall not establish, conduct, manage, oOr
operate a blood collection, blood processing, or
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10 plasmapheresis center without obtaining a license from
11l the department. To cbtain an Iowa License, a blicod
12 collection, blocd precessing, or plasmapheresis center
13 shall provide verification of current lLicensure or
14 proper registration with the United States f{cod and
1% drug administraticon and shall comply with all
16 appiicable federal regulations. ?ach blcod
.7 collection, blcod precessing, Orf asmapterasls center
i8 shall submit o the departiment, on an oncoLng ﬂasis,
19 coplies 0f the cente r's most recent proficlency tesiing
20 resul:s and on-site inspection reports required Icr
1 Llicensure, reg;shra"on, or nCCfedltatiOﬁ with the
22 United States food and drug administration, tae
23 American association of blood banxs, the centers £C
24 disease conitrol of the United States department oI

25 nealth and human services, the ccl Lege of Amer.can

26 patholiogists, or the joint commissicn on accreditation

27 of heaith care organizations. The purpose of tne

28 reports is to ensure compliance with the federal

29 licensure, registracion, or accreditation

30 requirements. The department shall provide technical
1 assistance to blood coliection, blood processing, and
32 plasmapheresis centers to ensure compliance witnh In

33 requirements of the organizations named puarsuant Lo

34 this section. The department may assess an annual

35 licensing fee of no more than one hundred doliars.

36 Sec. . Section 1 of this Act is repealed July
37 1, 1891."

38 2. Title page, by striking lines I through S, and
39 inserting the following: "An &c¢t relating to th

40 licensing of blood collection, dlcod processing, ana
41 plasmapheresis centers, and provicing for a repeal.
RECEIVED FROM THE HOUSE

8_5982 pILED APR;u r 1990
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SENATE ¥1LE 2049

AN ACT
AELATEING TO TEE LICENSING OF BLOOD COLLECTION, BLOOD PRCCFSS-
ING, AND PLASMAPHFRESIS CENTERS, AND PROVIDING FOR A
REPEAL.

BE [T ENACTED BY THFE GERERAL ASSEMALY OF THE STATED OF 0N

Section 1. NEA SECTION. 119%.23 LICENSUHE OF BLGOD
COLLECYION, BLCOD PROCESSING, OR PLASMAPHERESIS CENTIRS.

A person shall not establish, conduct, manage, or operate a
blood collection, blood processing, or plasmaphetesis center
witnout obtaining a license from the department.  To obtain an
Towa l.cense, a nlood colleaction, bnlocd processing, or
plasmapheresis center shall provide verification of cJdreent

licensure or proper registration with the United States food

and deug adminissraticn and shall comply with all applicable

federal requlations., Each blood collecticr, blood preeessing,
or plasmapheresis center shall submit 2o the deparement, on an
ongoing basis, copies of the center’'s most recent proficiency
testing results and on-site inspection reports required for
licensure, registration, or accreditation with the United
States food and drug administration, the American association
of blocd banks, the centers foc disease control of tae United
States department of health and nunan services, tne college of
Amecican pathologists, or the joint commissioe on
accreditation of heaith care organizat.ons. The pucpose of
the reports is to enguce compliance witn 2he federal
licensure, registratian, or accreditation requitements.  Ihe
depacriment shall provide technical assisrance to bleod
coiklection, bicod processing, and plasmaphercsis ceaters to

ensure compliance with the requirements of tpe orgativations

Senate File 2049, p, 2

named vursuant Lo Lhis section. Tae depariment may oss2ss an
annual licersing fee of no moce than one nundred dollars,

Sec. 2. Sect.on @ oof this Act is repealed July L, 1991,

JOANR L LHMERMAN
President of skro Senate

DONALD D. AVENSON
Speaker of the House

I hereby certify that this bill originated ir the Senate and
i knowr as Senate File 2049, Seventy-thizd Genweral Assembly.

Secretary of Lhe Senate
Approved [ . e L9y

TERRY E. BRANSTAD
Governor




