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PURPOSE

The purpose of thisbill isto permit records-based biomedical research, using existing
information, to be conducted on prisoners, notwithstanding a prohibition on biomedical
research on prisoners.

Existing law defines:

» “Behavioral research” as studies involving, but lnoited to, the investigation of human
behavior, emotion, adaptation, conditioning, argposise in a program designed to test
certain hypotheses through the collection of objeatiata. Behavioral research does not
include the accumulation of statistical data inadssessment of the effectiveness of
programs to which inmates are routinely assignach s, but not limited to, education,
vocational training, productive work, counselingcognized therapies, and programs
which are not experimental in nature.

» “Biomedical research” as research relating to wolving biological, medical, or
physical science.

* “Psychotropic drug” as any drug that has the cdppabif changing or controlling mental
functioning or behavior through direct pharmacotadjiaction. Such drugs include, but
are not limited to, antipsychotic, antianxiety, &k, antidepressant, and stimulant
drugs. Psychotropic drugs also include mind-alteeind behavior-altering drugs which,
in specified dosages, are used to alleviate ceptaysical disorders, and drugs which are
ordinarily used to alleviate certain physical ddans but may, in specified dosages, have
mind-altering or behavior-altering effects.
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* “Research” as a class of activities designed t@lbgvor contribute to generalizable
knowledge such as theories, principles, or relatqus, or the accumulation of data on
which they may be based, that can be corroboratedtepted scientific observation and
inferences.

» “Research protocol” as a formal document settinthfthe explicit objectives of a
research project and the procedures of investigatgsigned to reach those objectives.

* “Phase | drug” as any drug which is designated @isase | drug for testing purposes
under the federal Food and Drug Administrationecid in Section 312.1 of Title 21 of
the Code of Federal Regulations.

(Penal Code § 3500.)

Existing law provides that the Legislature affirms the fundaraknght of competent adults to
make decisions about their participation in behalicesearch. (Penal Code § 3501.)

Existing law provides that biomedical research shall not be gotedl on any prisoner in this
state. (Penal Code § 3502.)

Existing law provides that notwithstanding Section 3502, anysjhgn who provides medical
care to prisoners may provide a patient who isopes with a drug or treatment available only
through a treatment protocol or treatment IND (Btigational new drug) if the physician
determines that access to that drug is in therbedical interest of the patient, and the patient
has given informed consent. And, notwithstandimg @ther provision of law, neither a public
entity nor a public employee shall be liable foy amury caused by the administration of a drug
pursuant, where the administration is made as fpeci(Penal Code § 3502.5.)

Existing law states that any physical or mental injury of agares resulting from the
participation in behavioral research, irrespectiffeausation of such injury, shall be treated
promptly and on a continuing basis until the injiggured. (Penal Code § 3504.)

Existing law requires that behavioral research be limited tdistiof the

possible causes, effects and processes of incioreamd studies of prisons as institutional
structures or of prisoners as incarcerated pensbich present minimal or no risk and no more
than mere inconvenience to the subjects of therelelnformed consent shall not be required
for participation in behavioral research when tepattment determines that it would be
unnecessary or significantly inhibit the conducsoth research. In the absence of such
determination, informed consent shall be requiogdérticipation in behavioral research. (Penal
Code § 3505.)

Existing law requires that behavioral modification techniqueaidie used only if such
techniques are medically and socially acceptablensiéy which to modify behavior and if such
techniques do not inflict permanent physical orghejogical injury. (Penal Code § 3508.)

This bill permits records-based biomedical research usingirxisformation, without
prospective interaction with human subjects, ted@ducted on prisoners, notwithstanding a
prohibition on biomedical research on prisoners.
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This bill restricts the use or disclosure of individually itiigable records pursuant to the above
provision permitting records-based biomedical rege#o only occurring after both of the
following requirements have been met:

» The research advisory committee, established patsaapecified provisions of existing
California regulations pertaining to research imirg prisoners (currently limited to
behavioral research), approves of the use or disodp and,

» The prisoner provides written authorization for tise or disclosure, or the use or
disclosure is permitted by specified provisiongeaferal HIPAA regulations.

This bill excludes from the definition of “biomedical resdatdor purposes of provisions of law
governing biomedical and behavioral research @opers, the accumulation of statistical data in
the assessment of the effectiveness of nonexpetaiaublic health programs or treatment
programs in which inmates routinely participate

RECEIVERSHIP/OVERCROWDING CRISIS AGGRAVATION

For the past several years this Committee hasisized legislation referred to its jurisdiction

for any potential impact on prison overcrowdinginiful of the United States Supreme Court
ruling and federal court orders relating to theéessaability to provide a constitutional level of
health care to its inmate population and the rdlesue of prison overcrowding, this Committee
has applied its “ROCA” policy as a content-neutpagvisional measure necessary to ensure that
the Legislature does not erode progress in redumisgn overcrowding.

On February 10, 2014, the federal court orderedfd@aia to reduce its in-state adult institution
population to 137.5% of design capacity by Febri&y2016, as follows:

» 143% of design bed capacity by June 30, 2014;
* 141.5% of design bed capacity by February 28, 2848;
* 137.5% of design bed capacity by February 28, 2016.

In December of 2015 the administration reported aisa'of December 9, 2015, 112,510 inmates
were housed in the State’s 34 adult institutiortsictvamounts to 136.0% of design bed
capacity, and 5,264 inmates were housed in outadé-$acilities. The current population is
1,212 inmates below the final court-ordered popaitabenchmark of 137.5% of design bed
capacity, and has been under that benchmark seloei&ry 2015.” (Defendants’ December
2015 Status Report in Response to February 10, @dddr, 2:90-cv-00520 KIJM DAD PC, 3-
Judge CourtColeman v. Brown, Plata v. Brown (fn. omitted).) One year ago, 115,826 inmates
were housed in the State’s 34 adult institutiortsictvamounted to 140.0% of design bed
capacity, and 8,864 inmates were housed in outavé-$acilities. (Defendants’ December 2014
Status Report in Response to February 10, 2014r(#@®-cv-00520 KIJM DAD PC, 3-Judge
Court, Coleman v. Brown, Plata v. Brown (fn. onuit¢

While significant gains have been made in redutiegprison population, the state must
stabilize these advances and demonstrate to tkeealezburt that California has in place the
“durable solution” to prison overcrowding “consistly demanded” by the court. (Opinion Re:
Order Granting in Part and Denying in Part DefemsldRequest For Extension of December 31,
2013 Deadline, NO. 2:90-cv-0520 LKK DAD (PC), 3-gedCourt,Coleman v. Brown, Plata v.
Brown (2-10-14). The Committee’s consideration of hilat may impact the prison population
therefore will be informed by the following quests
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* Whether a proposal erodes a measure which haskagett to reducing the prison
population;

* Whether a proposal addresses a major area of mafbty or criminal activity for which
there is no other reasonable, appropriate remedy;

* Whether a proposal addresses a crime which isthjirg@ngerous to the physical safety
of others for which there is no other reasonablyrapriate sanction;

* Whether a proposal corrects a constitutional prolde legislative drafting error; and

* Whether a proposal proposes penalties which apoptionate, and cannot be achieved
through any other reasonably appropriate remedy.

COMMENTS
1. Need for This Bill
According to the author:

Ten years ago, federal court placed the statessmphealth care system under a
receivership after determining that an averagenefiamate per week died as a
result of medical malpractice or neglect. The reseship has improved
healthcare in prisons over the last ten yearstHauinability to share data-backed
best practices contributes to the challenge ofidnog quality health care to
127,000 inmates—who are disproportionately Blaak laatino. SB 1238 would
authorize the publication of statistical data ia #ssessment of the effectiveness
of nonexperimental public health programs or treathprograms in which
inmates routinely participate. This would enablaltiecare providers in prisons
and jails to learn from the best practices usesfadé correctional facilities, and
utilize these life-saving techniques.

In August of 2015, microscopic bacteria contamidatee water supply of San
Quentin State Prison (SQ). A physician workinghe prison noticed an unusual
number of inmate-patients with pneumonia. Two haonots a collaborative email
chain, the healthcare providers of SQ identified ttause of the pneumonia
increase: Legionnaires’ disease. Data sharing arttemd¢peath care staff enabled
the California Correctional Health Care Service€KHTS) and the California
Department of Corrections and Rehabilitation tqoesl to the potential health
crisis immediately. The quick identification andeetive treatment of the disease
prevented the crisis from turning fatal. Data sigirenabled this life-saving
response. The ability to publish some of this dedald allow other health care
agencies to learn to better manage similar heakkss Nonexperimental medical
data can be used to save lives while completelydawp the ethical dilemmas of
allowing experimental biomedical research in prison

California’s prison system has been on the cutéidge of providing health care
to prison inmates, but current law prevents theliphing of non-experimental
medical data that could be used to improve heatle & correctional facilities
and potentially save lives. Prisons face uniqudtihezare challenges, and SB
1238 would allow health care providers to sharelaadh from non-experimental
data in order to provide higher quality health care
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2. California Department of Corrections Healthcare Federal Receivership

CCHCS (federal receivership) was established asuwtrof a class action lawsuRléta v.
Brown) brought against the State of California overdhbality of medical care in the state’s 34
adult prisons. In its ruling, the federal courttioithat the care was in violation of the Eighth
Amendment of the U.S. Constitution which prohilmitsel and unusual punishment. The state
settled the lawsuit and entered into a stipulagttiesnent in 2002, agreeing to a range of
remedies that would bring prison medical carene lvith constitutional standards. The state
failed to comply with the stipulated settlement amd~ebruary 14, 2006, the federal court
appointed a receiver to manage medical care opagain the prison system. The current
receiver was appointed in January of 2008. Thevership continues to be unprecedented in
size and scope nationwide.

CCHCS is the sponsor of this legislation and stetasipport:

Over the last several years, the prison systembleas the site of extremely
newsworthy medical developments, and has beeneoauting edge of providing
treatment to prison inmates that would be bendficiashare with the medical
community at large. Between 2012 and 2014, theoprisystem experienced
hunger strikes that lasted for a significant peraidtime. As a result, prison
doctors developed an effective monitoring systerat tbrovided appropriate
treatment as needed during the strikes. Additign&k the past several years, the
prison system has undertaken a massive prograndémtifying and treating
Valley Fever in our central valley prisons: Calii@ was the first health care
system in the nation to use a newly developed dkist that identifies
exposure/non-exposure to Valley Fever which is nased in making wise
housing choices for inmates statewide. Finallyt jasently the prison system had
an outbreak of Legionnaires Disease at San Quéa@)) State Prison where, due
to quick identification and effective treatment,cthos were able to successfully
treat inmates at SQ without the loss of life.

California Correctional Health Care Services, whoslersees prison medical care,
would like to publish our findings in medical joais that would be of benefit to
other correctional and community entities. Howewsger current law (added in
the 1970s) there currently is a prohibition in t@alifornia Penal Code for
performing or undertaking biomedical research osomers Unfortunately, the
broad nature of the current statute would evenipio@CHCS from publishing
an accumulation of statistical data that provided assessment of the
effectiveness of any non-experimental public heattbreatment program such as
described above.

This bill would narrowly amend the Penal Code towCCHCS to publish
findings from non-experimental public health omatiraent programs.
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3. Effect of This Legislation

This bill provides for the use of statistical d&tam health treatment programs within prisons in
order to publish studies or reports on the efficaicthese health treatment programs.
Specifically, this bill excludes from the definitiemf “biomedical research,” and therefore
exempts from the ban on this research, the “accaiioul of statistical data” in the assessment of
treatment programs in which inmates routinely paréited. This bill, additionally, authorizes
biomedical research, but only when it is recordsebla using existing information, and does not
include prospective interaction with prisoners.this provision, the use or disclosure of
individually identifiable records is permitted, et with the written authorization of the

prisoner, or when the use or disclosure is otherpermitted under specified federal privacy
regulations that permit disclosure without writearthorization under certain circumstances.

-- END -



