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THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 1730 %%

| NTRODUCED BY BLACKWELL, PARKER, SHI MKUS, BRENNAN, KI RKLAND,
JAMES, DePASQUALE, YOUNGBLOOD, MJRT, SIPTROTH, HENNESSEY,
CURRY, JOSEPHS, BOYD, MJUNDY, PALLONE AND SWANGER
JULY 13, 2007

REFERRED TO COW TTEE ON HEALTH AND HUVAN SERVI CES,
JULY 13, 2007
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AN ACT
Prohi biting use of coercion and undue influence to gain
partici pation of special needs persons in certain research;
and i nposing a penalty.

The General Assenbly of the Conmonweal th of Pennsyl vani a

her eby enacts as foll ows:
Section 1. Short title.

This act shall be known and may be cited as the Research
Consent Act.

Section 2. Definitions.

The foll ow ng words and phrases when used in this act shal
have the neanings given to themin this section unless the
context clearly indicates otherw se:

"Interaction.” Includes conmunication and interpersonal
contact between an investigator and a subject.

"Intervention.” Includes physical procedures by which data

are gat hered and mani pul ati ons of the subject's environnment that

are perfornmed for research purposes.
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"I nvestigator.” A person conducting research directly or
indirectly on behalf of any organizati on conducti ng
experinmentati on upon humans including, but not limted to,
phar maceuti cal conpani es, universities, hospitals, whether
public or private, and governnental entities.

"Poor." An individual whose personal or famly incone falls
bel ow two tinmes the poverty |evel.

"Private information.” Includes individually identifiable
i nformati on about behavior that occurs in a context in which an
i ndi vi dual can reasonably expect that no observation or
recording is taking place and individually identifiable
i nformation provided for specific purposes by an individual
whi ch the individual can reasonably expect will not be nade
publi c.

"Research.” A systematic investigation designed to devel op
or contribute to generalized know edge. The term i ncl udes, but
is not limted to, generalized research, devel opnent, testing
and eval uati on.

"Speci al needs person.” An individual who suffers froma
devel opnental disability, is nentally ill or poor, has substance
abuse intervention issues or has been convicted of a felony and
served tinme in prison as a result of commtting the felony.

"Subject.”™ A living individual about whom an investi gator,
whet her professional or student, conducting research obtains:

(1) data through intervention or interaction with the

i ndi vi dual ; or

(2) identifiable private information.
Section 3. Undue influence and coercion prohibited.
No i nvestigator may involve a special needs individual as a

subject in research unless the investigator has obtained the
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i nformed consent of the subject or the subject's legally
aut hori zed representative in accordance with the provisions of
this act. An investigator shall seek consent only under
ci rcunst ances that provide the prospective subject or
representative sufficient opportunity to consider whether or not
to participate and m nim ze the possibility of coercion or undue
i nfluence. Information given to the subject or representative
shall be in | anguage understandable to the subject or
representative. No consent or consent form whether oral or
witten, may include excul patory | anguage through which the
subj ect or representative waives or appears to waive a |egal
right or releases or appears to release the investigator,
sponsor, institution or an agent fromliability for negligence.
Section 4. Penalty.

A violation of any provision of this act constitutes a fel ony
of the third degree.
Section 5. Effective date.

This act shall take effect in 60 days.
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