PRINTER S No. 1062

THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 912 %5

| NTRODUCED BY COHEN, CALTAG RONE, MJUNDY, FRANKEL, CURRY, DALEY,
DeLUCA, DENLI NGCER, FABRI ZI O, FREEMAN, CGEORGE, G BBONS,
GRUCELA, HENNESSEY, JAMES, JOSEPHS, KULA, LEACH, MAHONEY,
MANN, MARKCSEK, MELI O, NI CKOL, PALLONE, PETRONE, SIPTROTH,
Mel LVAINE SM TH, SOLOBAY, STABACK, STURLA, SURRA, SWANGER
WATERS AND WHEATLEY, MARCH 22, 2007

REFERRED TO COW TTEE ON HEALTH AND HUVAN SERVI CES,
MARCH 22, 2007

AN ACT

Reenacting and anmendi ng the act of Septenber 26, 1951 (P.L. 1539,
No. 389), entitled, as anmended, "An act defining clinical
| aboratory; regulating the operation of the same; requiring
such | aboratories to obtain permts, and to be operated under
the direct supervision of qualified persons; inmposing certain
duti es upon the Department of Health; and providing
penalties,” further providing for the title and for the short
title; providing for |egislative findings; further providing

OCO~NOUITARWNE

for definitions; providing for clinical |aboratory permts;
further providing for permt applications, for regul ations,
for hearings and appeals, for exenptions and for unl awf ul
conduct; providing for regulations, for forensic DNA

| aboratories, for exenptions and for hearings and appeal s;
and further providing for penalties.

The General Assenbly of the Conmonweal th of Pennsyl vani a

her eby enacts as foll ows:

Section 1. The title of the act of Septenber 26, 1951

(P.L.1539, No.389), known as The Cinical Laboratory Act,
anmended Decenber 6, 1972 (P.L.1388, No.297), is reenacted and

anended to read:

AN ACT



Defining clinical |aboratory and forensic deoxyribonucleic acid

(DNA) | aboratory; regulating the operation of [the sane]

clinical | aboratories and forensic DNA | aboratories;

requiring such | aboratories to obtain permts or

1

2

3

4

5 accreditation, and to be operated under the direct

6 supervi sion of qualified persons; inposing certain duties
7 upon the Departnent of Health; and providing penalties.
8 Section 2. The preanble of the act, anended Decenber 6, 1972
9 (P.L.1388, No.297), is reenacted to read:

10 Whereas, the health and lives of the citizens of this

11 Commonweal th are endangered by inconpetent supervision of

12 clinical |aboratory tests; and

13 Whereas, a due regard for public health and preservation of
14 human |life demands that none but scientists conpetent and

15 properly qualified by sufficient training in the fundanental
16 sciences and experienced in their applications in the clinical

17 | aboratory shall be permtted to supervise the work of such

18 | aboratories.

19 Section 3. The act is anmended by adding a chapter heading to
20 read:

21 CHAPTER 1

22 PRELI M NARY PROVI SI ONS

23 Section 4. Section 1 of the act, anmended Decenber 6, 1972

24 (P.L.1388, No.297), is reenacted and anended to read:
25 Section [1] 101. Short Title.--This act shall be known and

26 may be cited as "The Cinical and Forensi c DNA Laboratory Act.'

27 Section 5. The act is anmended by adding a section to read:

28 Secti on 102. Legi sl ati ve Fi ndi ngs. --The General Assenbly

29 finds as foll ows:

30 (1) The health and lives of the citizens of this
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Commpbnweal th are endangered by i nconpetent supervision of

clinical | aboratory tests.

(2) A due regard for public health and preservati on of hunan

|i fe denands that none but scientists conpetent and properly

qualified by sufficient training in the fundanental sci ences and

experienced in their applications in the clinical |aboratory

shall be permitted to supervise the work of such | aboratories.

(3) In a short period of tine deoxyri bonucleic acid ( DNA)

evi dence has becone a significant elenent in nany court cases.

In this Commpbnweal th and across the nati on, DNA evi dence has

proven to be the deciding factor in determnm ni ng i nnocence or

quilt. Because of the increasing demand for this infornmation,

t he gat hering, processing, handling and tabul ati ng of DNA

materials in court cases and ot her areas has becone an area of

great activity. There is often consi derabl e pressure pl aced on

the few | aboratories that process DNA materials. Processing and

handl i ng DNA nateri als requires consi derabl e experti se and

uni que equi pnent. As is the case in this Conmmonweal th, npbst DNA

casework is carried out by |large police departnents and State

facilities. There are, however, sone private | abs conducting

this work. As DNA evi dence continues to play an integral part in

deternining the i nnocence or quilt of a person, it is vitally

i mportant that | aboratories conducting this type of analysis are

wel |l requl ated and accredited.

Section 5.1. Section 2 of the act, anended Decenber 6, 1972
(P.L.1388, No.297), is repealed:

[Section 2. Definitions.--The term"d inical Laboratory”
means any place, establishment or institution organized and
operated primarily for the performance of all or any

bact eri ol ogi cal , biochem cal, mcroscopical, serological, or
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par asi tol ogi cal tests by the practical application of one or
nore of the fundanmental sciences to material originating from
t he human body, by the use of specialized apparatus, equipnent
and nmet hods, for the purpose of obtaining scientific data which
may be used as an aid to ascertain the state of health.
The term "Departnment” nmeans the Departnent of Health.]
Section 5.2. The act is anmended by adding a section to read:

Secti on 103. Definitions.--The foll owi ng words and phrases

when used in this act shall have the neani ngs given to themin

this section unless the context clearly indicates otherw se:

"ASCLD- LAB" neans the Anerican Society of Crine Laboratory

Directors/Laboratory Accreditati on Board.

"Blind external proficiency testing" neans a test sanpl e that

is presented to a forensic | aboratory for forensic

deoxyri bonucl eic acid (DNA) testing through a second agency, and

whi ch appears to the analysis to i nvol ve routi ne evi dence

subm tted for forensic DNA testing.

"Board" neans the Forensic DNA Accredi tati on Board

establi shed in secti on 502.

"Bur eau" neans the Bureau of Laboratories in the Departnent

of Health of the Commbnweal t h.

"Clinical |aboratory" neans any pl ace, establishment or

instituti on organi zed and operated prinmarily for the perfornance

of all or any bacteriol ogical, biochenical, mcroscopical,

serol ogi cal or parasitological tests by the practical

application of one or nore of the fundanental sciences to

material originating fromthe human body, by the use of

speci al i zed apparatus, equi pnent and net hods, for the purpose of

obtaining scientific data which may be used as an aid to

ascertain the state of health
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"Departnent” means the Departnment of Health of the

Commpnweal t h.

"DNA" neans the deoxyri bonucleic acid which is |ocated in the

cells and provides the personal genetic blueprint of each

i ndi vi dual through encoded genetic information that is the basis

of human heredity and forensic identification.

"DNA testing nmethodol ogy" neans the nethods and procedures

used to extract and anal yze deoxyri bonucl ei ¢ aci d ( DNA)

material, as well as the nethods, procedures, assunptions and

studies used to draw statistical inferences fromthe test

results.

"FBI" neans the Federal Bureau of | nvestigation.

"Forensi ¢ DNA | aboratory" neans any forensic | aboratory

operated in this Commpbnweal th that perforns forensic DNA testing

on crine scenes or for purposes of identification.

"Forensi c DNA testi ng" neans any test that enpl oys techni gues

t o exam ne deoxyri bonucleic acid (DNA) derived fromthe hunman

body for the purpose of providing infornmation to resolve i ssues

of identification.

"Secretary" neans the Secretary of Health of the

Commpnweal t h.

"State DNA identification record systenl neans the State DNA

Dat a Base reestablished under 42 Pa.C.S. § 4712 (relating to

State DNA Data Base) and the State DNA Data Bank reestabli shed

under 42 Pa.C.S. 8 4713 (relating to State DNA Data Bank).

"Suprene Court" neans the Suprenme Court of the Commonweal th

of Pennsyl vani a.

Section 6. The act is anmended by addi ng a chapter headi ng
and a section to read:

CHAPTER 3
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1 CLI NI CAL LABORATORI ES

2 Section 301. dinical Laboratory Permts.--The departnent

3 shall issue a pernmt for the operation of any clinical

4 |aboratory which neets the requirenents of this chapter and

5 conplies with the reqgulations pronul gated under this chapter.

6 Section 7. Sections 3 and 3.1 of the act, anended Decenber
7 6, 1972 (P.L.1388, No.297), are reenacted, renunbered and

8 anended to read:

9 Section [3. Limtations] 302. Supervision.--A clinical

10 || aboratory shall be under the direct and personal supervision
11 of:

12 [1.] (1) A holder of a doctor of science degree or its

13 equivalent in the basic sciences, including professional degrees
14 in public health, nedicine, osteopathy, pharnacy, dentistry and
15 veterinary nedicine, froma college or university recognized by
16 the National Commttee of Regional Accrediting Agencies or the
17 Departnent of Education, in chem stry, biology or mcrobiology,
18 and who has had two years of experience in a |aboratory

19 acceptable to the departnent.
20 [2.] (2) The holder of a master of science degree or its
21 equivalent in the basic sciences froma college or university
22 recogni zed by the National Commttee of Regional Accrediting
23 Agencies or the Departnment of Education, in chem stry, biology
24 or mcrobiology, and who has had a m ni num of four years'
25 experience in a |l aboratory acceptable to the departnent.
26 [3.] (3) The holder of a bachelor of science degree or its
27 equivalent in the basic sciences froma college or university
28 recogni zed by the National Commttee of Regional Accrediting
29 Agencies or the Departnment of Education, in chem stry, biology

30 or mcrobiology, and who has had a m ni num of five years'
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experience in |aboratory work in a | aboratory acceptable to the
depart nment.

[4.] (4) Fromand after July 1, 1973, no clinical |aboratory
shall be under the direction and personal supervision of any
per son who does not neet the qualifications set forth in clause
[2] (2) of this section, and fromand after July 1, 1974, no
clinical |aboratory shall be under the direction and personal
supervi sion of any person who does not neet the requirenents of
clause [1] (1) of this section[: Provided, however, That this].
This clause shall apply only to those | aboratories for which an
application for a permt is made on or after the dates herein
specified[: And provided further, That this]. This provision
shall apply only to those clinical |aboratories required to have
a permt pursuant to the provisions of this [act] chapter.

[5.] (5) The [foregoing] limtations in this section shal

not apply to those persons operating a clinical |aboratory prior

to [the effective date of this act] January 1, 1952.
Section [3.1. Advisory Cormittee] 303. Advisory Committee

on Cinical Laboratories.--An advisory comrittee shall be

established for the purpose of advising the secretary in matters

relating to adm nistration of [the act] this chapter. There

shall be seven nenbers, each of whomis experienced in the
clinical l|aboratory field. At |east one nmenber shall be
qualified in the discipline of anatom c pat hol ogy and one in
clinical pathology and |icensed to practice nmedicine in [the]
this Comonwealth or eligible for licensure, one shall be
qualified in the field of clinical chem stry, and one shall be
qualified in the field of clinical mcrobiology. Menbers of the
commttee shall be appointed by the secretary.

Section 8. Sections 4 and 5 of the act are reenact ed,
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renunbered and anended to read:

Section [4] 304. Application for dinical Laboratory

Permt.--Al persons now operating or hereafter desiring to
operate an anal yti cal - bi ochem cal - bi ol ogi cal | aboratory shal
make witten application to the departnent for a permt to

operate, which application shall be acconpanied by [a fee of

twenty-five dollars ($25)] an application fee, payable to the

departnent, and shall be retained by the departnent.

Section [5] 305. Contents of Application for dinical

Laboratory Pernmit.--The application shall contain at |east the

fol | ow ng:

[(a)] (1) The name and address of the persons owning the
pl ace, establishnment or institution in which the analytical -
bi ochem cal - bi ol ogi cal |aboratory is to be or is operated.

[(b)] (2) The nanme and address of the persons operating or
to operate such | aboratory.

[(c)] (3) The nanme and address of the qualified person under
whose direct and personal supervision such |aboratory is to be
or is operated.

[(d)] (4) The kind and nature of the | aboratory work to be
or is being done.

[(e)] (5) The description of the building, its |ocation,
facilities, equipnent, apparatus and appliances to be furnished
or used in the operation of such |aboratory.

[(f)] (6) Such additional information as the departnent nmay
require by any rule or regul ation.

The facts as set forth in the application shall be duly sworn to
or affirmed by one of the owners of such |aboratory.

Section 9. Sections 6 and 7 of the act are reenacted and

renunbered to read:
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Section [6] 306. Revocation of Permt.--(a) Permts shal
beconme voi d upon change of director and al so upon the renoval of
the | aboratory to other quarters. A new permt may be issued
wi t hout charge when the departnent has passed upon the
qualifications of the new director or upon the adequacy of the
new quarters and equi pnent.

(b) A permt may be revoked at any tine for failure to
mai ntai n proper standards of accuracy, for unethical practice or
for unethical advertising, or for any other cause deened
adequate by the departnent.

Section [7] 307. Investigation by Departnent.--Upon the
filing of any application for a permt or for renewal, the
departnment shall investigate the facts set forth in the
appl i cation.

Section 10. Sections 8 and 9 of the act are reenacted,
renunbered and anended to read:

Section [8] 308. |Issuance of Permt.--1f the departnent
finds the statenents contained in the application are true, the
[said] departnment shall issue a permt.

Section [9] 309. Contents and Signing of Permt.--(a) The
permts shall contain at |east the follow ng

[(a)] (1) The name and address of the |laboratory and of its
owner .

[(b)] (2) The name and address of the person charged with
the operation of the | aboratory.

[(c)] (3) The name of the qualified person under whose
supervi sion the | aboratory i s operated.

[(d)] (b) AI pernmts shall be signed or counter-signed by
the Secretary of Health.

Section 11. Section 10 of the act is reenacted and

20070H0912B1062 - 9 -



© o0 N oo o A~ wWw N P

N ORNN N RN NN N NN R B P B R R R R R
© O N o U~ W N B O © 0 N 0o o M W N B O

30

renunbered to read:

Section [10] 310. Statenment of G ounds for Denial of
Permits.--1f the departnment does not, within six nonths after
the filing of the application, issue a permt, it shall state
t he grounds and reasons for its refusal, in witing, furnishing
a copy to the applicant.

Section 12. Section 11 of the act, anmended August 4, 1961
(P.L.920, No.400), is reenacted and renunbered to read:

Section [11] 311. Inspection.--The departnment nay at any
time visit, enter, exam ne and inspect the prem ses occupi ed,
mai nt ai ned and conducted by any | aboratory, and may exani ne al
matters in relation thereto. Periodically the departnment shal
verify the accuracy of the work of each |aboratory using such
nmeans and standards as the departnment shall specify by rule or
regul ati on.

Section 13. Section 11.1 of the act, added August 4, 1961
(P.L.920, No.400), is repealed:

[Section 11.1. Rules and Regul ations. --The Departnent of
Heal th shall have the power, and its duty shall be, to adopt
rul es and regul ations for the proper enforcenent of this act
with regard to the foll ow ng:

(1) Contents of application;

(2) Adequacy of laboratory quarters and equi pnment;

(3) Means and standards of accuracy of |aboratory
pr ocedur es;

(4) Definition of unethical practice and unethical
adverti sing;

(5) Any other matters it may deem advi sable for the
protection of the public and for carrying out the provisions and

pur poses of this act.]
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Section 14. Section 12 of the act, repealed in part Apri
28, 1978 (P.L.202, No. 53), is repeal ed:

[ Section 12. Hearings and Appeals.--1f an application for a
permt is denied, as provided in section ten hereof, the
applicant may request and be entitled to a hearing before the
Secretary of Health, if such request was made within thirty days
after the permt was denied. A permt issued under the
provi sions of this act may be revoked or suspended by the
departnent for cause: Provided, That the permttee is permtted
to be heard by the departnent, either personally, by counsel, or
bot h: And provided further, That a witten copy of the causes be
furnished him by registered mail, ten days in advance of the
date set for hearing. Said notice shall fix the time and pl ace
for said hearing, which shall not be nore than thirty days from
the date of the mailing of said notice.

Any person who shall be aggrieved by any action of the
departnment under this act or by any rule or regulation
pronmul gated by the departnent shall have the right to file a
conplaint with the Secretary of Health and to have a heari ng
t hereon before the Secretary of Health. Such hearing shall be
conducted and the decision of the Secretary of Health on the
i ssue involved shall be rendered in accordance with the
provi sions of the Adm nistrative Agency Law and its anmendnents,
approved June fourth, one thousand nine hundred forty-five
(Panphl et Laws 1388), relating to adjudication procedure.]

Section 15. Section 13 of the act is repeal ed:

[ Section 13. Exenptions.--This act shall not include nor
apply to any |l aboratory or |aboratories naintai ned and operated
by the Federal governnent; nor to any |aboratory or |aboratories

mai nt ai ned and operated purely for research or teaching
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pur poses. |

Section 16. Section 13.1 of the act, added Decenber 6, 1972
(P.L.1388, No.297), is reenacted and anended to read:

Section [13.1] 312. Unlawful Conduct.--1t shall be unl awf ul
for any person to solicit, receive, accept, deliver or transmt,
by mail or otherwi se, material originating fromthe human body
on behal f of any person operating a clinical |aboratory not in

possession of a permt under this [act] chapter regardl ess of
whet her such | aboratory is located in this Commonweal th. The
provi sions of this section shall not apply to transactions with
any person operating a clinical |aboratory |ocated in another
state, which |aboratory has been issued a license or permt in
conformty with the "Cinical Laboratories |Inprovenent Act of
1967," and related statutes. Neither shall this section apply to
transactions with | aboratories operated in this State which are
exenpt fromthe permt requirenments of this [act.] chapter.

Section 17. Section 13.2 of the act, added Novenber 9, 2006
(P.L.1354, No.144), is reenacted and renunbered to read:

Section [13.2] 313. donerular Filtration Rate Testing.--The
director of a clinical |aboratory licensed in this Commonweal th
shall provide that when the | aboratory tests a specinen to
determ ne the serumcreatinine level for a patient age 18 or
ol der, the laboratory shall also calculate the patient's
estimated glonmerular filtration rate at no additional charge.
The | aboratory shall include the patient's estinmated gl omerul ar
filtration rate with its report to the health care professional.
Cinical laboratories in health care facilities shall report the
estimated glonmerular filtration rate based on a protocol

devel oped by the laboratory in consultation with either or both

its medical staff or clinical departnents. A |aboratory shal
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only be required to calculate and report a patient's estinated
glonerular filtration rate if informati on necessary for the
calculation to be considered nedically appropriate and valid for
t he patient has been nade available to the | aboratory by the
health care professional. This section shall not apply to
clinical trials and research. Cinical |aboratories that do not
have informati on systens capabl e of providing estinmated
glonerular filtration rates on an autonated basis shall have two
years to conply with this section.

Section 18. The act is anended by adding a section to read:

Secti on 314. Rul es and Requl ati ons. --The departnent shal

have the power, and its duty shall be, to adopt rul es and

requl ati ons for the proper enforcenment of this chapter with

regard to the foll owi ng

(1) Contents of application;

(2) Adequacy of | aboratory quarters and equi pnent;

(3) Means and standards of accuracy of | aboratory

pr ocedur es;

(4) Definition of unethical practice and unethi cal

adverti si ng;

(5) Any other matters it nay deem advi sable for the

protection of the public and for carrying out the provisi ons and

pur poses of this chapter.

Section 19. The act is anended by addi ng chapters to read:

CHAPTER 5

FORENSI C DNA LABORATORI ES

Section 501. Accreditation of Forensic DNA Laboratories.--

The departnment shall accredit, requl ate and oversee the

operations of forensic DNA | aboratories in this Commpbnweal th

usi ng the standards and system of accreditati on established by
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t he boar d.

Secti on 502. Forensi ¢ DNA Accreditati on Board.--(a) The

forensic sci ence DNA accreditati on board is established in the

departnent and shall consi st of seven voti ng nenbers and one ex-

officio nmenber as foll ows:

(1) The Secretary of Health or a desi gnee of the secretary,

who shall be chair of the board.

(2) The director of the Bureau of Laboratories or its

successor, who shall serve as an ex-officio nmenber of the board.

(3) The Conm ssioner of the Pennsylvania State Police or a

(4) The Attorney General or a desi gnee.

(5) One nenber to be appointed by the secretary for a term

of six years who shall be a scientist having experience in the

area of |aboratory standards or quality assurance requl ati on and

nmoni t ori ng.

(6) Two nenbers to be appointed by the Governor for terns of

four years, one to be a prosecuting attorney, and one to be a

publ i ¢ def ender.

(7) One nenber to be appointed by the Chief Justice of the

Suprene Court for a termof six years who shall be a judge or

attorney with a background in bi onedical ethics and privacy

i ssues.

(b)Y The nenbers of the Forensic DNA Accreditati on Board

appoi nted by the Governor, the Chief Justice of the Suprene

Court and the secretary shall be confirned by a majority vote of

t he Senat e.

(c) Any vacancy created other than by expiration of a term

shall be filled by the appointing authority for the unexpired

termof the nenber. Any vacancy shall be filled in the sane
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1 nmanner as the original appointnent. Al nenbers shall serve

2 until successors are appointed.

3 (d) The accreditation board shall neet at |east four tines

4 each year and may establish its own rules and procedures

5 concerning the conduct of its neetings and other affairs not

6 1inconsistent with |aw

7 (e) No nenber of the board shall be disqualified from

8 holding any public office or enploynent, nor shall the nenber

9 forfeit any such office or enploynent, by reason of appoi ntnent
10 to the board. Menbers of the board shall not be required to take
11 and file oaths of office before serving on the board.

12 (f) Menbers of the board shall receive no conpensation for
13 their services but shall be allowed their actual and necessary
14 expenses incurred in the performance of their functions under

15 this chapter

16 Section 503. Powers and Duties of Board.--The board shal

17 have the follow ng powers and duties:

18 (1) To establish m ni num standards for:

19 (i) Qualifications for forensic DNA | aboratory directors and
20 such other personnel as the board may determ ne to be necessary
21 and appropriate.
22 (ii) The approval of forensic DNA | aboratories for the
23 performance of specific forensic nethodol ogies.
24 (2) To adopt accreditation standards for forensic DNA
25 | aboratories which, at a mninmum include or require:
26 (i) Standards equivalent to or greater than standards
27 pronul gated by ASCLD LAB.
28 (ii) Standards that require the applicant to conply with the
29 standards issued by the FBI for forensic DNA | aboratories.
30 (iii) Standards which neet the requirenents of the
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Pennsyl vania State Police used for the State DNA Identification

Record System

(3) The adoption and i npl enentati on of internal and external

proficiency testing prograns, which may i nclude a blind external

proficiency testing programfor forensic | aboratories performn ng

forensic DNA testing.

(4) The designation of one or nore entities for the

perfornmance of proficiency tests required under this chapter.

(5) The qualifications for and enpl oynent of forensic DNA

| aboratory i nspectors.

(6) To establish, appoint and set terns of nenbers to as

many advi sory councils as it deens necessary to provide

speci ali zed expertise to the board with respect to new forensic

DNA t echnol ogi es i ncl udi ng testi ng net hodol ogi es.

(7) To designate one or nore approved nethodol ogi es for the

perfornmance of forensic DNA testing.

(8) To review and act upon applications by forensi c DNA

| aboratories for approval to performforensi c DNA testi ng.

(9) To assess and evaluate all DNA nmet hodol ogi es proposed to

be used for forensic anal ysis.

(10) To require a denonstration by an i ndependent | aboratory

of any proposed forensic DNA testi ng net hodol ogy proposed to be

used by a forensic | aboratory.

(11) To devel op an application for forensic DNA | aboratory

accredi tation.

Section 504. Objectives of Standards and Accreditation.--The

m ni num st andards and program of accreditati on shall be desi gned

to acconplish all of the foll owi ng objectives:

(1) Set mininmumrequirenents for the effecti veness,

efficiency, reliability and accuracy of forensi c DNA
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| aboratori es.

(2) Recommend and assi st the inpl ementati on of the hi ghest

perfornmance of DNA st andards.

(3) Pronpte increased cooperation and coordi nati on anong

forensic DNA | aboratories and other agencies in the crim nal

justice system

(4) Ensure conpatibility, to the extent consistent with the

provi sions of this chapter and any ot her applicabl e provisi on of

| aw pertaining to privacy or restricting disclosure or

redi sclosure of information, with Federal and other state

forensic DNA | aboratories to the extent necessary to share and

exchange i nformati on, data and results of forensic DNA anal ysi s

and tests.

(5) Set forth mnimumrequirenents for the quality and

mai nt enance of equi pnent.

Secti on 505. Requi renents for Cbtaini ng Accredi tation.--The

program of forensic DNA | aboratory accreditation shall include,

at amninum all of the followi ng requirenents:

(1) An initial | aboratory i nspection, and routine

i nspecti ons, as necessary, to ensure conpliance with

accreditation requirenents.

(2) Routine internal and external proficiency testing of al

| aboratory personnel involved in forensic DNA anal ysi s,

i ncluding blind external proficiency testing if the board

deterni nes such a blind proficiency testing programi s

practi cabl e and appropri ate, the board shall consi der such

factors as accuracy and reliability of |aboratory results, cost-

effecti veness, tine, allocation of resources and availability.

(3) CQuality control and quality assurance protocols, a

met hod vali dati on procedure and a corrective action and renedi al
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(4) Annual certification to the departnent by the forensic

DNA | aboratories of their conti nued conpliance with the

requi renents of the accreditati on program

Secti on 506. Revocati on and Suspensi on of Accreditation.--

The accreditation of a forensic DNA | aboratory nmay be revoked,

suspended or otherwise |limted, upon a determ nati on by the

departnent that the | aboratory or one or nobre persons inits

enpl oy:

(1) Is quilty of m srepresentation in obtaining a forensic

DNA | aboratory accreditation.

(2) Rendered a report on | aboratory work actually perforned

in another forensic DNA | aboratory w thout disclosing the fact

that the exam nati on or procedure was perfornmed by such other

forensic DNA | aboratory.

(3) Showed a pattern of excessive errors in the perfornance

of forensic DNA | aboratory exam nati on procedures.

(4) Failed to file any report required to be submtted

pursuant to this act or the rules and requl ati ons pronul gat ed

pur suant thereto.

(5) Violated in a naterial respect any provision of this

chapter or the pronul gated rul es and requl ati ons.

Section 507. Cooperation with Departnent.--The depart nent

may require and receive fromany agency of the Comonweal th or

any political subdivision such assi stance and data as nay be

necessary to enable the departnent to adnm ni ster the provi si ons

of this chapter. The departnent nmay enter into such cooperative

arrangenents with the State Cri ne Laboratory, and any ot her

Commpnweal th agency, each of which is authorized to enter into

such cooperative arrangenents as shall be necessary or
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1 appropriate. Upon request of the departnent any Commonweal t h

2 agency may transfer to the departnent such officers and enpl oyes
3 as the departnent nmay deem necessary fromtine to tine to assist
4 the departnent in carrying out its functions and duties.

5 Oficers and enployes so transferred shall not |lose their civil
6 service status or rights, and shall remain in the negotiating

7 wunit, if any, established prior to such transfer.

8 Section 508. Subcontracting of DNA Testing.--Any

9 Commonweal th accredited forensic DNA | aboratory nust require

10 certification of conpliance with the standards issued by the

11 board when an out-of-state subcontractor perforns forensic DNA
12 analysis for the |aboratory. The forensic DNA | aboratory wl|

13 establish and use appropriate review procedures to verify the
14 integrity of the data received fromthe subcontractor

15 Section 509. Confidentiality.--All records, findings,

16 reports and results shall not be released to insurance

17 conpanies, enployers or potential enployers, health providers,
18 enploynent screening or personnel conpani es, agencies, or

19 services, or private investigation services, and nay not be
20 disclosed upon request or order of any agency, authority,
21 division, office, corporation, partnership or any other private
22 or public entity or person. Nothing contained in this chapter
23 shall prohibit disclosure in response to a subpoena.
24 Section 510. Unlawful Conduct.--1t shall be unlawful for any
25 person to intentionally disclose a DNA record, or the results of
26 a forensic DNA test or analysis, to an individual or agency
27 other than one authorized to have access to such records
28 pursuant to this chapter or to intentionally use or receive DNA
29 records, or the results of a forensic DNA test or analysis, for

30 purposes other than those authori zed pursuant to this chapter.
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Section 511. Conpliance Schedul e. --Upon enactnment of this

chapter, the board shall have one year to establish and

pronul gate m ni num st andards and a program of accreditati on for

all forensic DNA | aboratories in this Conmmonweal th. Al DNA

| aboratories shall apply for accreditation within six nonths of

the pronul gati on of the standards. Four years after the

effective date of this chapter, all forensic DNA labs in this

Commpnweal th shall be in full conpliance with this chapter. Any

forensic DNA | aboratory not in full conpliance after this tine

shall be subject to penalties adopted by the departnent.

Section 512. Additional Research.--(a) Nothing in this

chapter shall be deened to preclude forensic DNA | aboratories

fromperform ng research and validati on studi es on new

met hodol ogi es and technol ogi es which may not yet be approved by

the board at that tine.

(b)Y Requl ation pursuant to this chapter shall not include

DNA testing on materials derived fromthe hunan body for the

pur pose of determ ning a person's genetic di sease or nedi cal

condi ti on.

CHAPTER 7

PROVI SI ONS OF CGENERAL APPLICABILITY

Secti on 701. Exenpti ons.--This act shall not include nor

apply to any clinical or forensic DNA | aboratory or | aboratories

mai nt ai ned and operated by the Federal governnent; nor to any

clinical or forensic DNA | aboratory or | aboratories nai ntai ned

and operated purely for research or teachi ng purposes.

Secti on 702. Heari ngs and Appeals.--(a) Al adjudications

and final actions of the departnment under this act or the rul es

and reqgul ati ons pronul gated under this act shall be subject to

appeal .
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(b)Y Al hearings on appeals and all procedures relating to

t hose hearing shall be conducted under the provisions of 2

Pa.C.S. Chs. 5 Subch. A (relating to practice and procedure of

Commpnweal th agenci es) and 7 Subch. A (relating to judici al

revi ew of Commonweal th agency action).

Section 20. Section 14 of the act, anended Decenber 6, 1972
(P.L.1388, No.297), is reenacted, renunbered and anmended to
r ead:

Section [14. Penalty.--] 703. Penalties.--(a) Any person

operating a clinical |aboratory without first having obtained a
permt fromthe [Departnment of Health] departnent or violating
the provisions of section [13.1 of the act] 312 shall, upon
conviction thereof, be sentenced to pay a fine not exceedi ng
[five hundred dollars ($500)] $500 or to inprisonment not
exceeding one [(1)] year, or both.

(b)Y (1) Any person operating a forensic DNA | aboratory

wi t hout obtaining the accreditati on required by this act, or

who, with the intent to nmislead or deceive, nisrepresents a

material fact to the departnent shall be subject to a civil

penalty not to exceed $7,500 and such other penalties as are

prescri bed by the | aw

(2) Any person who:

(i) intentionally discloses a DNA record, or the results of

a forensic DNA test or analysis, to an individual or agency

ot her than one authori zed to have access to such records

pursuant to this act; or

(ii) intentionally uses or receives DNA records, or the

results of a forensic DNA test or analysis, for purposes other

t han those authori zed pursuant to this act shall be gquilty of a

fel ony, and upon conviction thereof, shall be subject to a fine
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1 of not nore than $10, 000 and such other penalties as are

2 prescribed by the | aw

3 Section 21. The act is anended by addi ng a chapter heading
4 to read:

S CHAPTER 9

6 M SCELLANEQUS PROVI SI ONS

7 Section 22. Sections 15 and 16 of the act are reenacted and
8 renunbered to read:

9 Section [15] 901. Interpretation of Act.--The provisions of
10 this act are severable and if any of its provisions shall be
11 held unconstitutional, the decision of the court shall not
12 affect or inpair any of the remaining provisions of this act. It
13 is hereby declared to be the legislative intent that this act
14 woul d have been adopted had such unconstitutional provisions not
15 been included herein.
16 Section [16] 2102. Effective Date.--This act shall becone
17 effective on the first day of January, one thousand ni ne hundred
18 fifty-two.
19 Section 23. This act shall take effect in 120 days.
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