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THE GENERAL ASSEMBLY OF PENNSYLVANIA

SENATE BILL
No. 894 5

| NTRODUCED BY BROMWNE, VANCE, RAFFERTY, PILEGE, RHOADES, ORI E
Pl PPY, LEMMOND, BOSCOLA AND C. WLLI AMS, OCTOBER 4, 2005

REFERRED TO PUBLI C HEALTH AND WELFARE, OCTOBER 4, 2005

AN ACT
1 Anending the act of April 14, 1972 (P.L.233, No.64), entitled
2 "An act relating to the manufacture, sale and possessi on of
3 controll ed substances, other drugs, devices and cosnetics;
4 conferring powers on the courts and the secretary and
5 Department of Health, and a newy created Pennsyl vani a Drug,
6 Devi ce and Cosnetic Board; establishing schedul es of
7 controll ed substances; providing penalties; requiring
8 regi stration of persons engaged in the drug trade and for the
9 revocati on or suspension of certain |licenses and
10 regi strations; and repealing an act," providing for the
11 definitions of "clinical trial" and "pharnmceutical drug" and
12 for drug manufacturer clinical trials reporting; and further
13 provi ding for prohibited acts and penalti es.
14 The General Assenbly of the Conmonweal th of Pennsyl vani a

15 hereby enacts as foll ows:
16 Section 1. Section 2(b) of the act of April 14, 1972
17 (P.L.233, No.64), known as The Controll ed Substance, Drug,

18 Device and Cosnetic Act, is anended by adding definitions to

19 read:

20 Section 2. Definitions.--* * *
21 (b) As used in this act:

29 % x

23 "Clinical trial" neans a clinical investigation as defi ned by
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the United States Food and Drug Adnini stration that i nvol ves any

experinent to test the safety or efficacy of a druqg or

bi ol ogi cal product with one or nore human subj ects.

* * %

"Phar naceuti cal druqg" neans any drug which is approved by the

United States Food and Drug Adninistrati on and commercially

avai |l abl e for di spensing with a prescription.

* * %

Section 2. The act is anmended by adding a section to read:

Section 6. 1. Drug Manufacturer Cinical Trials Reporting.--

(a) A nmanufacturer of a pharmaceutical drug that sells,

delivers, offers for sale or gives away any pharmaceuti cal drug

for use within this Commonwealth shall post on a publicly

accessible clinical trials registry, including the clinical

trials database established pursuant to section 402(i) of the

Social Security Act (49 Stat. 620, 42 U.S.C. 8 282(i)) and

devel oped by the United States National Library of Mdicine, the

following information regarding all clinical trials that the

manuf act urer has conducted or sponsored on each pharnmaceuti cal

drug that it sells, delivers, offers for sale or gives away for

use within this Commonweal t h:

(1) The nane of the entity that conducted or is conducting

the clinical trial.

(2) A sunmary of the purposes of the clinical trial.

(3) The dates during which the trial has taken pl ace.

(4) Information concerning the results of the clinical

trial, including potential or actual diverse effects of the

drug.

(b) A manufacturer of a pharnmaceutical drug that sells,

delivers, offers for sale or gives away any pharmaceuti cal drug
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for use within this Commponwealth that conducts or sponsors a

clinical trial shall register the clinical trial at or before

the onset of patient enroll nment by providing i nfornmation

necessary for publication in the clinical trials databank

est abl i shed pursuant to 42 U S.C. § 282(i) and in a nmanner as

requi red by requl ati ons or ot her gui dance establi shed by the

United States National Library of Medicine or the United States

Secretary of Health and Human Servi ces.

(c) Upon annual registration or filing with the secretary

under section 6, each manufacturer subject to this secti on shal

submt a report to the secretary certifying that it is in

conpliance with this section, together with a filing fee of one

t housand dollars ($1,000). Fees coll ected under this subsecti on

shall be used to cover the cost of overseeing the inpl enentation

of this section, including maintaining links to publicly

accessi ble Internet websites to which nanufacturers are posting

clinical trial infornmation under this section and ot her rel evant

(d) The departnent nmay adopt rules or requlations to

i mpl enent this section.

Section 3. Section 13(a) of the act is anmended by adding a
cl ause and the section is anended by addi ng a subsection to
read:

Section 13. Prohibited Acts; Penalties.--(a) The follow ng
acts and the causing thereof within the Coormonweal th are hereby
pr ohi bi t ed:

* * %

(39) The failure by a nanufacturer of a pharnmaceuti cal drug

to subnmit the results of all clinical trials that have been

conducted on each pharnaceutical drug that it sells, delivers,
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1 offers for sale or gives away for use within this Conmonwealt h.
2 * x *

3 (@) (1) The Attorney General may bring a civil action to

4 enforce the requirenents of section 6.1.

5 (2) A manufacturer that violates subsection (a)(39) shall be
6 liable for civil penalties of not nore than twenty-five thousand
7 dollars ($25,000) per violation.

8 Section 4. This act shall take effect in 180 days.
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