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GLOSSARY

Acquired immunodeficiency syndrome
see AIDS.

Adenovirus
Any of a group of DNA-containing viruses originally
identified in human adenoid tissue, causing respirato-
ry diseases, and including some capable of inducing
malignant tumors in experimental animals. See also
virus; compare reovirus and retrovirus.

Adjuvant
A substance or treatment given in conjunction with
another treatment. In immunology, a substance, such
as alum, added to a vaccine which non-specifically en-
hances its antigenicity.

ADR
See alternative dispute resolution.

AIDS (acquired immunodeficiency syndrome)
A disease caused by infection with HIV (human im-
munodeficiency virus) and characterized by impaired
immune function. The primary defect in AIDS is an
acquired, persistent, quantitative functional depres-
sion within the T4 subset of lymphocytes. This depres-
sion often leads to infections caused by microorgan-
isms that usually do not produce infections in
individuals with normal immunity. HIV infection can
be transmitted from one infected individual to another
by means that include the sharing of contaminated, in-
travenous needles and engaging in unprotected sexual
intercourse (i.e., intercourse without condoms), as
well as transmission from infected mother to newborn
(vertical transmission).

Alternative dispute resolution (ADR)
A process outside the judicial system for resolving le-
gal claims. Decisions are made by dispute resolution
professionals. ADR can be binding or nonbinding. See
arbitration.

Amino acid
Any of a group of 20 molecules that join together in
various combinations to form proteins. A protein’s
shape, properties, and biological functions are deter-
mined in part by the specific sequence of its constitu-
ent amino acids.

Anaphylaxis
An uncommon potentially life-threatening allergic
reaction that occurs immediately (within minutes) fol-
lowing exposure to a previously encountered antigen,

such as from an insect bite or vaccine injection. It can
be manifested as either a localized response (an aller-
gic attack) or as an extreme and generalized reaction
(anaphylactic shock) in which difficult breathing, pal-
lor, hypotension, loss of consciousness, and possibly
heart failure may result if untreated. Anaphylaxis is
has not been observed with HIV vaccine candidates
studied.

Annuity
A set sum is paid at maturity.

Antibiotic
A chemical substance that is administered to inhibit
the growth of bacterial and fungal infections in hu-
mans or animals. Examples are penicillin, tetracyc-
line, erythromycin, and cephalosporins.

Antibody
A blood protein (immunoglobulin) produced by B
lymphocytes, a type of white blood cell, in response to
the introduction of a specific antigen (e.g., vaccine an-
tigen, invading bacteria, incompatible red blood cells,
inhaled pollen grains, or foreign tissue grafts). Once
produced, the antibody has the ability to combine, a
process called neutralization with the specific antigen
that stimulated antibody production, and thereby ren-
der the antigen harmless. This reaction to foreign sub-
stances is part of the immune response. The produc-
tion of neutralizing antibody is one important
biological measure of vaccine protection.

Appeasement
Assuaging the victim’s desire for vengeance through
compensation.

Antigen
A substance that elicits an immune response. Vaccine
antigen is protein, derived from a microbe, which can
induce a protective immune response when adminis-
tered to a recipient.

Arbitration
A form of alternative dispute resolution in which the
parties agree to have one or more trained arbitrators
hear the evidence of the case and make a determina-
tion on liability or damages. The rules of evidence and
other procedural matters may often be specified by the
parties. There are two types of arbitration: binding and
nonbinding. In binding arbitration the arbitration deci-
sion is subject to every limited judicial review. If ar-
bitration is nonbinding, the parties may proceed to
trial if they are not satisfied with the outcome of the
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arbitration. Some states require paries to submit a
claim to nonbinding arbitration before trial.

Assumption of risk 
A person is aware of risks of harm inherent in a deci-
sion, and accepts responsibility for the consequences
of the decision.

Attenuated vaccine 
A vaccine derived from pathogenic organisms that has
been altered or weakened so that it is incapable of pro-
ducing disease, but still capable of causing an inappar-
ent infection and inducing immunity.

Attorney fee limits
Legislation that either limits a plaintiff’s attorney fees
to a set percentage of the award or allows for court re-
view of the proposed fee and approval of what it con-
siders to be a “reasonable fee.”

Autoantibody
An antibody that is formed by an individual against the
individual’s own tissues. See antibody.

Autoimmune
Referring to an abberent response of the immune sys-
tem directed against an individual’s own tissues, an
abnormal reaction (the immune system is designed to
respond to foreign tissue) believed to contribute to a
number of chronic diseases (e.g., rheumatoid arthritis,
diabetes mellitus type I). Some traditional vaccines
may cause diseate by this mechanism

Autonomous choice 
Refers to an individual’s ability to independently
make choices in his or her own interests.

Avirulent
Lacking virulence (the ability to produce a significant
infection or disease); used to refer to mutant strains of
ordinarily pathogenic organisms.

Awarding costs, expenses, and fees 
Statutes that provide that the losing party in a frivolous
suit may be required to pay the other party’s reason-
able attorney and expert witness fees and court costs.
These provisions are designed to deter the pursuit of
frivolous medical injury claims.

AZT 
See Zidovudine.

B lymphocytes (or B cells) 
An immune lymphocyte that can produce antibody in
response to an antigen. B indicates its bone marrow
origin. See lymphocyte.

Beneficence 
Mercy, kindness, or charity. In ethics, it is the principle
that one has a duty to confer benefits or to help others
to further their legitimate interests.

Beyond a reasonable doubt 
A standard of evidence typically used in criminal
cases, that means fully satisfied, entirely convinced,
satisfied to a moral certainty; and phrase is the equiva-
lent of the words clear, precise, and indubitable.

Biologics
Drug products made from living organisms and their
products, including viruses, serums, vaccines, anti-
gens, antitoxins, allergenic, or analogous products.

Biotechnology
Commercial techniques that use living organisms or
substances from those organisms to make or modify a
product for use in medicine and industry. Biotechnolo-
gy includes the use of novel biological techniques
such as recombinant DNA and cell fusion.

Blinded trial 
Clinical trial in which the investigator and/or the sub-
jects are not made aware of whether the subject has
been assigned to the treatment group or a comparison
group. In a single-blind trial, only the investigator
knows to which group the subject has been assigned.
In a double-blind trial, both the investigator and the
subject are not aware of which group the subject has
been assigned. The investigator and/or the subject is
kept unaware of which group the subject has been as-
signed in order to minimize bias.

Blood cells
Cells found in whole blood, including red blood cells
(erythrocytes) and various types of white blood cells
(such as granulocytes, monocytes, and lymphocytes).

Blood plasma
See plasma.

Blood serum
The clear liquid that separates from blood after the red
blood cells, fibrin, and clotting factors are removed by
centrifugation or vigorous stirring.
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Blood
A liquid (plasma) containing red blood cells (erythro-
cytes), white blood cells (leukocytes), and platelets
(thrombocytes) that circulates through the heart, arter-
ies, veins, and capillaries, carrying oxygen and nutri-
ents to body tissues, removing carbon dioxide and oth-
er wastes, transferring hormonal messages between
organs, carrying substances that prevent excessive
bleeding and protect injury sites with clots, and trans-
porting antibodies and infection-fighting cells to sites
of infection.

Caps on damages 
Legislative limits on the amount of money that can be
awarded to the plaintiff for economic or noneconomic
damages in a personal injury claim, such as medical
malpractice or product liability. The limit is imposed
regardless of the actual amount of economic and non-
economic damages.

Cause-based compensation 
A system of compensation where one’s entitlement to
compensation for injury depends on its cause.

CDH-receptor
The target receptor for HIV infection.

CD4+ binding site
Domain on the HIV-1 envelope protein that attaches to
the CD4+ cell receptor. See CD4+ cell.

CD4+ cell
A type of helper T lymphocyte that bears CD4 recep-
tors on its surface. The CD4+ cell is a target for HIV
infection. The virus binds to the CD4 receptor in the
process of cell entry.

CD8+ cell
A type of cytotoxic T lymphocyte that bears CD8 re-
ceptors on its surface; CD8+ lymphocytes are able to
lyse infected cells that are otherwise hidden from anti-
body. See cytotoxic T lymphocytes.

Cell-mediated immunity 
Immune protection provided by a network of white
blood cells in the blood and tissues; immune protec-
tion provided directly by the direct action of immune
cells, without the intermediation of antibodies.

Cell-mediated immunity
Immunity resulting from an increase of activity by liv-
ing cells in the blood and other tissues (e.g., T lympho-

cytes, cytotoxic T lymphocytes) that directly and non-
specifically destroys infected cells and other foreign
material. Compare humoral immunity.

Challenge
In immunology, administration of an antigen to assess
the state of immunity. In vaccine testing, a vaccinated
animal or person is challenged with an infectious
agent or antigen to determine whether the vaccine has
increased the animal or person’s ability to fight infec-
tion.

Children’s Vaccine Initiative 
See National Vaccine Injury Compensation Program.

Clade 
A major subgroup of viral strains; for HIV, at least five
clades have been identified. Clade B is predominant in
the Americas and Western Europe.

Claimant 
Person who is requesting compensation for injury.

Classic prophylactic vaccination 
Vaccination of uninfected individuals to prevent in-
fection or disease. Compare second order prophylac-
tic vaccination.

Clear and convincing proof 
Proof beyond a reasonable (i.e., well founded) doubt.

Clinical trial
Experimental research in which preventive, diagnos-
tic, or therapeutic agents, devices, regimes, and proce-
dures are given to human subjects under controlled
conditions in order to define their safety and effective-
ness. In a randomized clinical trial, subjects are as-
signed at random to one or more treatment groups or to
a control group that is given a placebo or a comparison
treatment. See phase I, II, III, and IV studies.

Collateral source offsets 
Reduce the amount of awards to the plaintiffs by pro-
hibiting plaintiffs from collecting payment for insured
losses, such as medical expenses.

Compensation 
In personal injury, refers to replacing a victim’s losses.

Compensatory damages 
In personal injury, refers to money awarded to the
plaintiff to compensate the plaintiff for losses incurred
as a result of an injury.
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Compensatory justice 
Principle of fairness in compensation for harms.

Confidentiality (of the physician/patient
relationship) 
The state or quality of being confidential, that is in-
tended to be held in confidence or kept secret. Courts
and legislatures have established a physician-patient
privilege to protect the confidentiality of communica-
tions between physicians and their patients and have
established similar privileges to ensure the confiden-
tiality of communications between other types of
health care providers and their patients or clients.

Contingency fee 
Legal fees that are dependent on the plaintiff’s recov-
ery.

Contract
A legally binding agreement between two or more par-
ties.

Contractors 
A person entering a contract, often seen as a busines-
sperson striking a bargain. As long as the bargaining
process is fair, contractors may be entitled to no more
than what they bargained for, and may be seen as seek-
ing an unfair advantage if they later demand more.

Control group
In a randomized clinical trial, the group receiving no
treatment or some treatment with which the group re-
ceiving experimental treatment is compared. The con-
trol treatment is generally a standard treatment, a pla-
cebo, or no treatment. Compare experimental group.

Core antigens
Proteins that make up the internal structure or core of a
virus. The core proteins of HIV are the products of the
genes gag and pol. Compare envelope antigens.

Cross-protection
The ability of immunization for one strain of virus to
provide protection against infection against another
strain of virus.

Cross-reactivity
The property of an organism to be able to provoke an
immunological reaction against a different organism.
The tuberculosis vaccine BCG, for example, is an atte-
nuated strain of Mycobacterium bovis (a bovine tuber-
culosis) that provokes the immune reaction against M.
tuberculosis, the cause of human tuberculosis.

CTL 
See cytotoxic T lymphocytes.

Cyclophilins 
Proteins that function in immune modulation; acted on
by Cyclosporin A, a potent immunosuppressant drug.

Cytokines 
Molecules secreted from cells that affect growth or
other activity in closely proximate cells. Cytokines are
often thought of as short-range hormone, accomplish-
ing cell to cell communications.

Cytotoxic T lymphocytes (CTL)
T lymphocyte characterized by its ability to recognize
and destroy cells producing HIV-1; see CD8+ lympho-
cytes.

ddC (zalcitabine)
An inhibitor of HIV replication by interfering with vi-
ral DNA synthesis, indicated in combination with Zi-
dovudine, is used in patients with advanced HIV infec-
tion and immunosuppression.

ddI (didanosine) 
An inhibitor of the replication of HIV, used in HIV in-
fected patients who are intolerant or nonresponsive to
Zidovudine. Also known by its brand name Videx
(Bristol-Myers).

Damages
In personal injury litigation, refers to money that is
awarded by the court to the plaintiff for injuries for
which the defendant is legally responsible.

Defendant
In personal injury litigation, refers to the party that is
alleged to be responsible for the injury.

Denaturation
The separation of double-stranded DNA into its single
strands or of protein into its constituent peptides
through treatment with chemicals, heat, or extremes of
pH. Denaturation also results in loss or reduction of
the biological properties of the substance.

Deoxyribonucleic acid
See DNA.

Design defect
When an object is lacking in some particular that is es-
sential to its completeness, rendering it not fit for the
purpose for which it was sold and used. A design is de-
fective if the product could have been developed so as
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to reduce its inherent danger to the user without signif-
icantly decreasing its effectiveness.

Deterrence 
The creation of disincentives for socially undesirable
activities.

Developmental risk
The danger or hazard of incurring financial losses
through litigious action resultant from research, de-
velopment, and trials of a vaccine.

Diagnostic test 
A medical test administered to those asymptomatic
but high-risk individuals identified by a screening test,
or a test used to identify the cause of abnormal physi-
cal signs or symptoms. Compare predictive test and
screening test.

Diethylstilbestrol (DES)
A white, crystalline, synthetic non-steroidal estrogen
having estrogenic activity similar to but greater than
that of estrone. Diethylstilbestrol is one of several
drugs that have been withdrawn from the market in the
United States because of adverse reactions.

Diphtheria
An acute infectious disease affecting primarily the
membranes of the nose, throat, or larynx, character-
ized by the formation of a gray white pseudomem-
brane; attended by fever and pain of varying degree
and aphonia and respiratory obstruction in the laryn-
geal form; caused by the toxigenic gram-positive ba-
cillus Corynebacterium diphtheriae.

Diphtheria, tetanus, pertussis (DTP) vaccine
A combination vaccine composed of two toxoids
(diphtheria and tetanus) and one inactivated whole-
cell bacterial vaccine (pertussis). Included among
vaccines recommended in childhood.

Disability insurance
Insurance that provides payments to insured people
should they be unable to work due to physical or men-
tal incapacitation.

Disease
Any deviation from or interruption of the normal
structure or function of any part, organ, or system (or
combination thereof) of the body that is manifested by
a characteristic set of symptoms and signs whose etiol-
ogy, pathology, and prognosis may be known or un-
known.

Distributive justice
Fairness in the distribution of benefits and burdens
among members of society.

DNA
(deoxyribonucleic acid) The genetic material of most
living things (exceptions include some RNA viruses,
such as HIV) that determines the hereditary character-
istics by directing protein synthesis in the cells. DNA
is composed of two strands of nucleotide bases that are
linked and wound around each other to form a spiral-
shaped molecule. Compare RNA.

Double-jeopardized CD4+ T cells
Vaccine-activated CD4+ T cells with specificity for
HIV. One theoretical risk is that vaccination may facil-
itate HIV infection by “activating” CD4+ T cells. Ac-
tive CD4+ T cells are better hosts for HIV entry, in-
tegration, and replication. In addition, CD4+ T cells
activated by HIV vaccine will search for HIV-infected
cells to bind to, increasing the rate of dissemination of
HIV infection among CD4+ T cells.

DT vaccine

Combined vaccine against diphtheria and tetanus.

DTP vaccine
See diphtheria, tetanus, pertussis vaccine.

Economic damages 
Monetary damages that compensate the plaintiff for
his or her actual economic losses—i.e., past and future
medical expenses, lost wages, rehabilitation expenses,
and other tangible losses.

Economic efficiency
The state in which the greatest direct and indirect
gains (benefits) are derived from the resources ex-
pended (costs) to achieve a stated objective.

Effectiveness
Same as efficacy (see below) except that it refers to
“...average or actual conditions of use.” Compare effi-
cacy.

Efficacy
The probability of benefit to individuals in a defined
population from a medical technology applied for a
given medical problem under ideal conditions of use.
Efficacy is generally evaluated in controlled trials of
an experimental therapy and a control condition.
Compare to effectiveness.
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Efficiency
See economic efficiency.

Encephalitis 
Inflammation of the brain.

Encephalopathy 
Any degenerative disease of the brain.

Endogenous retroviruses 
Genes present in the host genome that code for retrovi-
ruses. One theoretical risk is that HIV vaccines could
activate latent disease-causing retroviruses present in
the host genome.

env gene 
Gene coding for HIV env envelope protein.

Envelope (env) antigens
Proteins that constitute the envelope or surface of a vi-
rus. For HIV, these include the gp 160, gp 120, and gp
41 proteins. Compare core antigens.

Enzyme immunoassay (EIA)
An assay based on antigen-antibody interactions,
which uses enzymes to measure the reaction.

Enzyme-linked immunosorbent assay (ELISA)
A type of enzyme immunoassay for determining the
amount of protein or other antigen in a given sample
by means of an enzyme-catalyzed color change. ELI-
SA is used as a screening test to detect the presence of
antibodies to HIV in human sera. ELISA tests that are
positive for HIV are confirmed by the Western blot
test. See enzyme immunoassay.

Enzymes 
Proteins that are produced by living cells and that
mediate and promote the chemical processes of life
without themselves being altered or destroyed.

Episome 
The genome of a virus that remains free in the nucleus
of the host cell. Compare provirus.

Epitope
A structural part of an antigen that is responsible for an
antibody response against that antigen. Also known as
an “antigenic determinant.”

Equity
The concept of fairness or justice.

Erythrocytes
Red blood cells. These cells contain hemoglobin and
are adapted for the transport of oxygen in the blood.

Excise tax
A tax imposed on the performance of an act, the en-
gaging in an occupation, or the enjoyment of a privi-
lege.

Experimental group
In a randomized clinical trial, the group receiving the
treatment being evaluated for safety and efficacy.

Federal Tort Claims Act (FTCA)
Enacted in 1946 (28 U.S.C.A. sec. 1346(b)(Supp.
1988)), the FTCA allows an injured party to sue the
U.S. government.

forum non conveniens 
Motion to dismiss a case brought by foreign plaintiffs
in U.S. courts on the basis that a more suitable alterna-
tive forum exists (usually the home country of the vic-
tim, or the place where the injury occurred).

Fraud
An intentional perversion of truth for the purpose of
inducing another in reliance upon it to part with some
valuable thing belonging to him or to surrender a legal
right.

Free virus
Virus that resides outside of cells.

gag gene 
A gene that codes for HIV structural core (internal)
proteins p18, p24, and p15. See core antigens.

Gene
The basic unit of genetic information. Each gene
codes for a specific antigen.

Genome
The total genetic information or collection of genes in
an organism, composed of RNA or DNA subunits.

gp 120
An HIV surface glycoprotein that bears the principle
sites for induction of neutralizing antibody and bind-
ing to the host CD4 receptor. These are sites where
vaccine-induced antibody can block viral replication.
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gp 160
A membrane-bound surface glycoprotein that projects
through the virus envelope surface. Also termed “en-
velope” or env protein, the gp160 protein is comprised
of an external portion (gp120) protein, and a trans-
membrane region (gp 41 protein).

Gross negligence
The intentional failure to perform a manifest duty in
reckless disregard of the consequences as affecting the
life or property of another.

Haemophilus influenzae type b (Hib)
A parasitic bacterium that occurs in an encapsulated
form. In children and debilitated older adults, infec-
tion may result in destructive inflammation of the lar-
ynx, trachea, and bronchi, and may also cause sub-
acute bacterial endocarditis and purulent meningitis.
Immunization against Hib is available through in-
oculation with anti-Haemophilus influenzae serum.

Haemophilus influenzae type B (Hib) vaccine
Vaccine included among those recommended in child-
hood. See Haemophilus influenzae type b.

Hepatitis A
Viral hepatitis, type A. An acute inflammation of the
liver caused by infection with hepatitis A virus, which
is transmitted by fecal contamination of food or water
(e.g., through infected people handling food), or
through parenteral infection (by contaminated needles
or administration of blood products). Formerly known
as “infectious hepatitis.”

Hepatitis B
Viral hepatitis, type B. An acute inflammation of the
liver caused by infection with hepatitis B virus, which
is transmitted mainly by sexual contact, parenteral ex-
posure (contaminated needles or administration of
blood products), and from carrier mother to baby. In
some cases, infection may be severe and result in pro-
longed illness, destruction of liver cells, cirrhosis, and
death. Formerly known as “serum hepatitis.”

Herd immunity 
Resistance of a population to spread of infection. Vac-
cines can induce herd immunity by decreasing the
transmission of infection among members of the pop-
ulation. The immunity to infection of some members
of the population may reduce the likelihood of spread
of infection to other members of the population, in-
cluding spread to members who are not immune. Mod-
els for herd immunity include the worldwide smallpox

vaccination program and the U.S. childhood vaccina-
tion program. Compare individual immunity.

Heroes 
Willing volunteers who assume risks in order to ac-
complish a goal, ordinarily for someone else’s sake.

HIV-1 
Human immunodeficiency virus, type 1; a virus found
in most of the world that causes the immune deficien-
cy leading to AIDS; a member of the retrovirus sub-
family that includes HIV-2 and SIV.

HIV-2
Human immunodeficiency virus, type 2; a retrovirus
that is found in West Africa; in the same virus subfami-
ly as HIV-1 and SIV.

HIV
See human immunodeficiency virus.

HIV-related diseases 
Diseases that occur more frequently in persons who
are infected with the human immunodeficiency virus
(HIV).

Horizontal justice
The concept that similarly situated individuals should
be treated in a like manner.

Host
In virology, the organism used for growth and repro-
duction of viruses.

Human immunodeficiency virus (HIV)
A retrovirus that is the etiologic agent of AIDS and
whose infection has been associated with depression
of the immune system and various opportunistic dis-
eases. HIV infects and disables the CD4+ subset of T
lymphocytes, which are key elements of the immune
system. See AIDS.

Humoral immunity
Immunity associated with antibodies that circulate in
the blood.

Hypersensitivity
In immunology, a state of heightened reactivity to a
previously encountered antigen; may cause mild aller-
gy or severe anaphylactic shock.

Idiotype (or idiotope)
An antigenic determinant specific for an individual
immunoglobulin molecule; idiotypes are regions near
the antigen binding site of an antibody that act as anti-
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gens themselves by stimulating the production of anti-
bodies.

Immediate post-exposure vaccination
Vaccination of individuals immediately after infection
to prevent the infection from becoming permanently
established. An example is rabies vaccine, which is
administered immediately after being bitten by a ra-
bies-infected animal.

Immune deficiencies
Any number of disorders, including AIDS, resulting
from a failure or malfunction of the bodily defense
mechanisms, or immune system.

Immune enhancement 
The facilitation of infection and disease progression
by the immune system. One theoretical risk of an HIV
vaccine is that vaccination may induce the production
of antibodies that may facilitate entry of HIV into
phagocytic cells (cells such as macrophages that in-
gest microorganisms or other substances), and thereby
increase dissemination of HIV infection in those cells.

Immune response
A defensive reaction of the body in response to expo-
sure to certain substances not recognized as normal
body components (pathogenic microorganisms, trans-
planted tissue, etc.). Immune responses may involve
the production of antibodies that react with antigens
on the surface of the foreign substances to render them
harmless, as well as a variety of physical and chemical
responses from other cells of the immune system.

Immune system
The group of organs, specialized cells, and cell prod-
ucts that protect the body from harmful microorgan-
isms, contribute to allergy and hypersensitivity reac-
tions, are involved in the rejection of transplanted
tissue and organs, and may play a role in the develop-
ment of cancer.

Immune
Protected against disease by innate or acquired resis-
tance to specific foreign or pathogenic substances or
organisms. See immunity.

Immunity
The condition of being immune, or being protected
against disease by the action of the immune system.
Immunity may be either innate or acquired; innate
immunity is present from birth having been passed to

the baby from the mother during pregnancy; acquired
immunity may be active (resulting from either pre-
vious exposure to the disease-causing agent or vac-
cination) or passive (resulting from the injection of
preformed antibodies derived from an individual al-
ready immune to a particular antigen).

Immunization
The deliberate introduction of an antigenic substance
(vaccination, or active immunization) or antibodies
(passive immunization) into an individual, with the
aim of inducting immunity or resistance to disease.
Compare vaccination.

Immunocompetence
The capacity to respond immunologically to an antigen.

Immunodeficient 
A defect in the host’s ability to mount an effective im-
mune response.

Immunogenic
Able to cause an immune response.

Immunogenicity
The ability to generate an immune response in the host.

Immunoglobulin
Any of a group of specific proteins (produced by white
blood cells) that react to the presence of a foreign anti-
gen, react more quickly to a previously encountered
antigen than to a new one, and under normal circum-
stances, do not respond to components of its own body.
They are found in the blood plasma and lymph and in
other body tissues and fluids. There are five basic
classes of immunoglobulins—IgA, IgD, IgE, IgG, and
IgM. See antibody.

Immunology
The scientific study of the ability of organisms to iden-
tify and attack foreign substances, to distinguish self
from nonself, to form antibodies and antigen-reactive
lymphocytes, and to become hypersensitive to com-
mon allergens.

Immunopathogenesis 
A process in which the course of a disease is altered or
affected by an immune response (either the cellular (T-
cell) or humoral (B-cell) response) or by products of
an immune reaction, such as the antigen-antibody-
complement complexes deposited in renal glomeruli.
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Immunosuppression
Inhibition or suppression of the immunologic re-
sponse (e.g., by infection, as in AIDS, or by the admin-
istration of drugs to prevent rejection of tissue grafts or
transplanted organs, or by irradiation or biochemical
agents).

Immunosuppressive
Pertaining to or inducing the artificial prevention or
diminution of the immune response. See immunosup-
pression.

Implied warranty of merchantability 
An implied contract between seller and purchaser of
consumer goods that the goods meet each of the fol-
lowing: 1) pass without objection in the trade under
the contract description; 2) are fit for the ordinary pur-
poses for which such goods are used; 3) are adequately
contained, packaged, and labeled; 4) conform to the
promises or affirmations of fact made on the container
or label.

Influenza
A viral disease that is characterized by prominent sys-
temic symptoms, such as weakness, fever, and mal-
aise; usually occurs in epidemics.

In vitro test
Experimentation using cells, tissues, or explants
grown in a nutritive medium rather than using living
animals or human subjects.

In vivo
Literally, “in the living,” pertaining to a biological
process or reaction taking place in a living organism.
In biomedical research, used to describe the experi-
ments or processes in whole animals (e.g., mice, rats,
humans), as opposed to those in a test tube or other ex-
perimental system.

Individual immunity 
A person’s ability to resist infection and disease.
Compare herd immunity.

Infectivity 
The ability or propensity to transmit infection.

Informed consent
As applied to human research, the agreement of a per-
son (or his/her legally authorized representative) to
serve as a research subject, in full knowledge of all an-
ticipated risks and benefits of the experiment. In-
formed consent requires that the researcher impart to
the prospective subject any information that might in-

fluence the subject’s decision to participate or not par-
ticipate in the research, including an explanation of
the methodology to be used, the availability of alterna-
tive therapies, and the prospective subject’s freedom
to withdraw from the experiment at any time, without
prejudice.

Informed consent 
As applied to clinical care, a patient’s agreement to al-
low a medical procedure based on full disclosure of
the material facts needed to make an informed deci-
sion. The required elements of disclosure differ from
state to state, but generally include the duty of health
care providers to inform patients of the risks and bene-
fits of medical tests or treatments, and to the patient’s
right to refuse medical care.

Institutional Review Board (IRB)
A group established by an institution conducting med-
ical research to assess the legal, ethical, and scientific
aspects of that research on human subjects. IRB ap-
proval is required by the Department of Health and
Human Services before proposals can receive federal
funding. IRBs must review research protocols on a
regular basis, but not less than once a year.

Internal protein 
Protein found inside the cell.

Investigational New Drug (IND) application 
An application submitted by a sponsor to the Food and
Drug Administration (FDA) before beginning human
testing on an unapproved drug or on an approved drug
for an unapproved use.

Joint and several liability 
A rule under which each of the defendants in a tort suit
can be held liable for the total amount of damages, re-
gardless of his or her individual responsibility. In other
words, even if a defendant was only 20 percent respon-
sible, he or she could be held liable for 100 percent
damages if other defendants are unable to pay. Several
states have eliminated joint and several liability so that
defendants are liable only in proportion to their re-
sponsibility.

Jurisdiction
In law, refers to the authority of a court to decide the
case that is before it.

Justice
In liability for personal injury, refers to imposing the
costs of injury on the one who causes it.
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Learned intermediary Rule
A manufacturer of prescription drugs or vaccines need
only provide product warnings to the prescribing phy-
sician, not the patient receiving the product.

Leukocyte
White blood cells (WBCs), including lymphocytes,
monocytes, neutrophils, basophils, and eosinophils.
WBCs are formed in lymph nodes and bone marrow
and are present in the blood and lymphatic circulation.
Their main function is to protect the body against in-
fection and to fight infection when it occurs.

Liability
Legal responsibility.

Litigation 
A lawsuit. Legal action, including all proceedings
therein.

Lump sum payment 
In tort, refers to an award, the entirety of which is to be
made in a single payment.

Lymphocytes
Specialized white blood cells involved in one type of
immune response that does not depend directly on an-
tibody attack (cell-mediated immunity). Lympho-
cytes originate from fetal stem cells and develop in the
bone marrow. They normally comprise about 25 per-
cent of the total white blood cell count and increase in
number in response to infection. They occur in two
forms: B cells and T cells. B cells, which circulate in
an immature form and secrete antibodies that are car-
ried on their surface membranes, search out, identify,
and bind with specific antigens. T cells mature in the
thymus gland and differentiate into thymocytes when
exposed to an antigen; they divide rapidly and produce
large numbers of new T cells sensitized to that antigen.

Lymphoma 
A neoplastic disorder of the lymphoid tissue. Malig-
nant lymphomas are classified based on their predomi-
nant cell type. B cell lymphomas have predominantly
B-lymphocyte-type cells.

Lyse 
To damage or rupture a cell membrane, allowing the
release of cell contents into the extracellular medium.

Macrophage
A large, specialized immune cell in the circulation or
tissues that is an important intermediary in many
stages of the immune response, including engulfing

bacteria and other foreign particles; the macrophage is
one target of HIV infection.

Manufacturing defects
Something other that the product intended by the
manufacturer is produced; the manufacturing process
fails to conform to the manufacturer’s own specifica-
tions; generally limited to particular units or batches
of the product.

Maternal-fetal HIV transmission 
Transmission of the human immunodeficiency virus
across the placenta from the mother to the fetus.

Measles, mumps, rubella (MMR) vaccine
A combination vaccine composed of the three live, at-
tenuated virus vaccines providing long-term immuni-
ty against measles, mumps, and rubella; given by in-
jection in a two-dose schedule, usually at 15 months of
age and again at school entry.

Measles
A highly contagious viral disease involving primarily
a hacking cough with steadily mounting fever fol-
lowed by the eruption of red papules on the skin. It is
spread by respiratory contact, primarily airborne drop-
lets of nasal secretions containing the virus.

Microbe
A minute living organism; the term especially applies
to those minute forms of life that are capable of caus-
ing disease in animals and man, including bacteria,
protozoa, viruses, and fungi.

Model 
A disease in animals used to study an analogous dis-
ease in man. SIV infection of chimpanzees and Asian
monkeys has been used as a model for HIV infection
and disease progression in man.

Molecular biology 
The study of biology at the level of individual mole-
cules, such as proteins and DNA.

Mucosa
The thin membrane lining various tubular structures of
the body, including the colon, small and large intes-
tine, mouth, nasal cavity, pharynx, and esophagus.
The mucosal surfaces of the vagina, anus, and rectum
are common sites of sexual transmission of HIV.

Mucosal immunity 
Immune protection provided by antibody and immune
cells located in the surface of mucous membranes.
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Mumps
An acute, viral infection that produces painful in-
flammation and swelling of the salivary glands in the
face and neck; occurs most commonly in school-aged
children.

Mutation
A change in the structure or amount of genetic materi-
al (DNA, or in RNA viruses, RNA), either by changes
in the base sequence of DNA or RNA, by changes af-
fecting larger portions of a chromosome, or by the loss
or addition of an entire chromosome. Mutations can be
induced (e.g., caused by exposure of genetic material
to a physical or chemical agent), spontaneous (occur-
ring in the absence of any known causative agent), or
heritable (changes in genetic material passed from
parent to offspring). The human immunodeficiency
virus (HIV) is characterized by frequent spontaneous
mutations. This, in combination with selection, allows
HIV to evade immune control.

National Childhood Vaccine Injury Act 
Enacted by Congress in 1986 (42 U.S.C. SCCS.
3000aa et seq.), this Act sets up a program of adminis-
trative hearings to review claims for adverse reactions
resulting in injury or death from taking a childhood
vaccine. The amount of compensation for adverse
reactions to these vaccines is determined by reference
to a vaccine injury table. Currently, MMR, DPT and
polio vaccines are covered under the Program.

National Vaccine Development and Compensation
Act of 1992 
Introduced by Congressman Fourtney (Pete) Stark,
This Act (H.R. 5893)sought to provide the framework,
based on the 1986 National Childhood Vaccine Injury
Act, for dealing with AIDS vaccine liability concerns
both during the period of research and development
phase, as well as in the marketing phase.

National Vaccine Injury Compensation Program
This program sets up administrative hearings to re-
view claims that injuries or deaths resulted from ad-
verse reactions to approved childhood vaccines.

Natural killer cell
A type of lymphocyte that attacks cancerous or virus-
infected cells without previous exposure to the antigen.

Natural selection
The process by which simpler ancestral species of ani-
mals and plants evolve into new species, based on

variations among traits in populations and differential
reproductive success that selects for certain of those
traits; described by Charles Darwin in 1858 in On the
Origin of Species.

Negligence 
The doing of some act that a person of ordinary pru-
dence would not have done under similar circum-
stances or failure to do what a person of ordinary pru-
dence would have done under similar circumstances.
In product liability law, negligence is conduct by the
product maker that deviates from standards of accept-
able conduct adhered to by the ordinary manufacturer
of similar products and that results in harm to the prod-
uct user.

Neutralizing antibody
Antibody with capacity to inactivate virus directly.
The capacity of antibody to neutrialize virus is tested
in vitro by mixing the antibodyand virus, and then as-
saying residual viable virus in sensitive cells. It is a bi-
ologically significant measure of protection, i.e.,
when compared to antibody that can physically bind
viral antigen but cannot neutralize.

New Drug Application
An application to the FDA for approval to market a
new chemical (non-biological) drug for human use in
U.S. interstate commerce.

NK cell 
See natural killer cell.

No-fault compensation 
A system of compensation where one’s entitlement to
compensation is not contingent upon establishing who
is at fault for an injury; claimants must merely estab-
lish that they were injured and that the injury arose
from a specified cause.

Non-economic damages
In personal injury litigation, refers to claims for harms
from the injury that cannot be expressed in sums cer-
tain of money, such as pain and suffering.

Nucleic acid 
Macromolecules composed of sequences of nucleo-
tides that carry genetic information. Two kinds of nu-
cleic acids exist, occurring as double-or single-
stranded molecules DNA, which contains the coded
instructions for an organism’s development in the
chromosomes and is transferred to daughter cells; and
RNA, which helps transport, translate, and implement
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the DNA instructions, particularly the biosynthesis of
proteins.

Nucleotide 
A subunit of DNA or RNA, consisting of a nitrogenous
base (adenine, guanine, thymine, cytosine, or uracil),
a phosphate molecule, and a sugar molecule (deoxyri-
bose in DNA or ribose in RNA). The linkage of thou-
sands of these subunits forms the DNA or RNA mole-
cule.

Nucleus 
The membrane-enclosed structure in eukaryotic cells
that contains the genetic material (DNA).

Oncogenes 
Genes present in the host genome that, if activated,
have the potential to cause cancer. One theoretical risk
is that HIV vaccines could, upon integration into the
host genome, activate latent oncogenes.

Oncogenic 
Cancer inducing.

Original antigenic sin 
Fixing of an immune response in a non-adaptive pat-
tern. One theory is that HIV vaccination may induce a
non-adaptive immune response that, in response to in-
fection with a closely related strain of HIV, produces
antibodies that are directed to the vaccine strain of
HIV, but that weakly bind to the infecting strain of
HIV.

Peptide 
A compound consisting of two or more amino acids
linked together by chemical bonds. Peptides are the
building blocks of proteins.

Per capita
According to the number of individuals; in the law of
descent and distribution, that method of dividing an
intestate estate by which an equal share is given to
each of a number of persons, all of whom stand in
equal degree to the decedent, without reference to
their stocks or the right of representation.

Periodic payment 
In tort, refers to an award of damages that are to be paid
in portions over a specified time interval; contrast
lump sum payment.

Personal injury action
A suit brought in court based on a hurt or damage done
to a man or woman’s person, such as a cut or bruise, a

broken limb or the like, as distinguished from an injury
to property or reputation. In statutes the term “person-
al injury” is also used in a much wider sense, including
any injury that is an invasion of personal rights, and in
this signification it may include such injuries to the
person as libel or slander, criminal conversation, mali-
cious prosecution, false imprisonment, and mental
suffering.

Pertussis 
An acute, infectious inflammatory respiratory disease
of children caused by the bacterium Bordetella pertus-
sis. The disease is characterized by explosive attacks
of coughing ending in an inspiratory whoop or chok-
ing on mucus and occurs in infants and children who
have not been immunized against the disease. Also
known as “whooping cough.”

Petition
A written request to a court officer, legislature, or oth-
er body for the exercise of its authority in the redress of
some wrong, or the grant of some favor, privilege, or
license.

Petitioner
One who presents a petition to a court, officer, or legis-
lative body.

Phase I, II, III, IV studies 
Specific phases of the clinical (human) testing of new
drug or vaccine products. Phase I studies of vaccines
are small trials usually involving only healthy unin-
fected volunteers to document the safety and immune
response it produces. Phase II studies further test the
vaccine’s safety and immunogencityand note any ad-
verse reactions in vaccinated individuals. Phase III
studies assess the vaccines effectiveness and risks
among a large number of volunteers under conditions
of ordinary use. These trials are randomized, placebo-
controlled, and double-blind in design. Phase IV stud-
ies refer to surveilllance conducted after a vaccine is
already approved for marketing, to further determine
its safety and efficacy.

Placebo 
A drug or procedure with no intrinsic therapeutic val-
ue. In a randomized clinical trial, a placebo is given to
patients in control groups as a means to blind investi-
gators and patients as to whether the patient is receiv-
ing the experimental or control treatment.

Plaintiff 
In personal injury litigation, refers to the injured party.
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Plasma
The liquid portion of blood, excluding blood cells but
including a large number of dissolved substances (e.g.,
salts, hormones, glucose, amino acids, fats, vitamins,
and waste products). Compare blood serum.

pol gene 
In HIV, a gene coding for three enzymes, including
polymerase reverse transcriptase. See core antigens,
reverse transcriptase.

Poliomyelitis
An acute, infectious, viral disease, occurring sporadi-
cally and in epidemics. The disease is caused by three
strains of poliovirus, which attack the central nervous
system, leading to the selective destruction of motor
neurons of the spinal cord and brain stem, followed by
extensive paralysis. The disease is preventable
through use of the oral polio vaccine.

Polymerase chain reaction (PCR)
A very sensitive laboratory test to detect the presence
of HIV RNA or DNA in the circulating blood.

Postmarketing surveillance 
Surveillance for adverse reactions occurring after the
drug or biologic has been approved by the FDA and
placed on the market.

Preclinical research
Laboratory and animal research conducted prior to the
clinical testing of a new chemical entity. Preclinical
research may include basic research and applied non-
clinical research.

Predictive test
A medical test generally applied to asymptomatic in-
dividuals to provide information regarding the future
occurrence of disease. Compare diagnostic test and
screening test.

Preemption
Doctrine adopted by U.S. Supreme Court holding that
certain matters are of such a national, as opposed to lo-
cal, character that federal laws preempt or take prece-
dence over state laws. As such, a state may not pass a
law inconsistent with federal law.

Premarket testing
Testing of pharmaceuticals and medical devices that
occurs before a product can be introduced into the

market. The FDA requires clinical evidence of safety
and efficacy before a drug or medical device can be
sold in the United States.

Premium
A reward for an act done.

Preponderance of the evidence
Standard of evidence, typically used in civil litigation,
that means more likely than not, or a majority of the
evidence.

Presumption
A rule of law, statutory or judicial, by which finding of
a basic fact gives rise to existence of presumed fact,
until presumption is rebutted.

Product liability
Refers to the legal liability of manufacturers and sell-
ers to compensate buyers, users, and even bystanders,
for damages or injuries suffered because of defects in
goods purchased.

Prophylactic vaccine
Vaccine to prevent infection or disease in uninfected
individuals (classic prophylaxis), or to reduce their in-
fectivity should they subsequently become infected
(second order prophylaxis).

Prophylaxis
The prevention of disease and preservation of health.

Protein
A molecule composed of many linked amino acids in a
specific sequence, which is, in turn, determined by the
sequence of nucleotides in DNA in the gene coding for
the particular protein. Proteins are required for the
structure, function, and regulation of the various cells,
tissues, and organs in the body.

Provirus 
The genome of a virus integrated into the chromosome
of the host cell, and thereby replicated in all of the
host’s daughter cells. Compare episome.

Punitive damages 
Money that is awarded to the plaintiff to punish the de-
fendant for wrongful (usually intentional) activity.

Quasispecies
New viral mutants that have evolved from initial in-
fecting strains of virus.
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Randomized clinical trial (RCT) 
An experiment designed to test the safety and efficacy
of a medical technology in which people are randomly
allocated to experimental or control groups, and out-
comes are compared.

Rebuttable presumption 
A legal presumption that can be rebutted upon presen-
tation of sufficient evidence. See presumption.

Recklessness
The state of mind accompanying an act, which either
pays no regard to its probably or possibly injurious
consequences, or which, though foreseeing such con-
sequences, persists in spite of such knowledge.

Recombinant DNA (rDNA) technology
Techniques involving the incorporation of DNA frag-
ments, generated with the use of restriction enzymes,
into a suitable host organism’s DNA (a vector). The
host is then grown in culture to produce clones with
multiple copies of the incorporated DNA fragment.
The clones containing this particular DNA fragment
can then be selected and harvested. Also called genetic
engineering.

Recombinant DNA 
Genetic material that contains DNA from different
sources that have been combined by genetic engineer-
ing methods. Rearrangement of the genes is artificial-
ly induced using enzymes to break DNA into frag-
ments, allowing recombination in different sequences.

Recombinant technology
Scientific knowledge of the process of forming new
combinations of genes as a result of crossing over be-
tween homologous chromosomes.

Recombination 
In genetics, the formation of new combinations of
genes as a result of crossing over between homologous
chromosomes. One theoretical risk is that genetic ma-
terial from a live vector or naked DNA HIV vaccine
could recombine in the vaccinated host with preexist-
ing or newly acquired HIV or other viruses.

Red blood cells
see erythrocytes.

Reovirus 
Any group of relatively large, widely distributed, and
possibly tumor-causing viruses with double-stranded
RNA. Unlike retroviruses, which also contain RNA,
reoviruses replicate in the cytoplasm of the cells they

invade and do not produce DNA analogs to their RNA
for incorporation into the host cell’s genome. The ge-
nus name “reovirus” is derived from the term respira-
tory enteric orphan virus, to denote both respiratory
and enteric trophism and isolation of the virus in the
absence of known disease. See also virus; and
compare adenovirus and retrovirus.

Replication 
In genetics, the synthesis of new DNA from existing
DNA.

Respondent 
In equity practice, the party who makes an answer to a
bill or other proceeding in equity. In appellate prac-
tice, the party who contends against an appeal (i.e., the
appellee). In the civil law, one who answers or is secu-
rity for another.

Restatement of Torts
American Law Institute’s treaties that summarize sev-
eral fields of law. Widely considered to be the most au-
thoritative statement of tort law in the country. Most
states have adopted its provisions, albeit not uniform-
ly, and some states have interpreted its technical re-
quirements somewhat differently.

Retributive justice 
Assuaging the victim’s and society’s desire for ven-
geance or retribution through punishment.

Retrovirus
A familly of viruses with an RNA genome and an in-
termediary DNA stage, which is persistently inte-
grated into the genome of the host cell chromosome. A
retrovirus contains two identical single strands of
RNA, not DNA, and that reproduces by making a
double-stranded DNA transcription of itself in a proc-
ess catalyzed by a virally encoded enzyme known as a
“reverse transcriptase.” The resulting DNA product
may integrate into the cell genome (as a provirus) or
may remain free in the nucleus (as an episome). Either
way, it remains as a latent infection to be activated lat-
er (by a variety of factors) to a virus-producing form.
Retroviruses are found widely in nature and are
associated with a variety of diseases, including cancer,
neurologic disorders, and immune deficiency syn-
dromes, notably AIDS. Four well-characterized retro-
viruses are HIV-1 and HIV-2 (major causative agents
of AIDS), and HTLV-I and HTLV-II (associated with
T-cell leukemia and lymphoma). See also provirus and
virus; and compare adenovirus and retrovirus.
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Reverse transcriptase
Also called RNA-dependent DNA polymerase. En-
zyme present in HIV and other retroviruses that allows
the virus to turn RNA genetic information into DNA
genetic information. See retrovirus and reverse tran-
scription.

Reverse transcription 
The creation of DNA genetic information using RNA
genetic information as a template. HIV and other re-
troviruses are unique in their RNA genetic informa-
tion into DNA, which is subsequently integrated into
the DNA genome of the host. This process is accom-
plished by the enzyme “reverse transcriptase.”

RGB
Purified recombinant glycoprotein expressed in a host
cell.

Ribonucleic acid
See RNA.

Right of subrogation
A provision typically found in health and disability in-
surance contracts that requires a plaintiff to reimburse
the insurance company for any payments received
from the tort system that were for services reimbursed
by the insurer.

Risk-benefit analysis
A determination of whether the risks to health and the
environment of using a chemical, drug, or vaccine ex-
ceed the economic benefits that accrue from its use. In
the case of drugs and vaccines, benefits are measured
in terms of therapeutic efficacy.

Risk deterrence 
The prevention or deterrence of avoidable risk.

RNA
Ribonucleic acid. A type of nucleic acid that carries
genetic instructions and assists in the assembly of pro-
teins. RNA is a single-stranded chain of repeating
units of adenine, cytosine, guanine, and uracil. Spe-
cialized types of RNA include: messenger RNA
(mRNA), which carries a transcript of a DNA se-
quence to be used as a template for protein synthesis;
transfer RNA (tRNA), which attaches the correct ami-
no acid to the protein chain being synthesized at a ribo-
some; and ribosomal RNA (rRNA), a structural con-
stituent of ribosomes. In some viruses, RNA contains
the instructions for viral replication. The HIV-1 ge-
nome is composed of RNA. However, HIV-1 assmes a

DNA form when persistantly integrated into host cell
(e.g. CD4+ lymphocytes) genetic material as part of
its replication cycle.

Rubella (German measles)
An acute viral illness that causes a diffuse reddish rash
and swollen lymph glands. Infection during pregnan-
cy, especially in early stages, can cause miscarriage or
congenital rubella syndrome, a potentially fatal disor-
der involving deafness, cataracts, mental retardation,
and/or heart lesions (depending on when infection oc-
curred in gestation). The disease is preventable
through vaccination.

Schedule of damages 
A set of guidelines for juries to use in deciding ap-
propriate awards for noneconomic damages in mal-
practice cases.

Screening test 
Generally, a test used to sort out apparently well per-
sons who probably have disease from those who prob-
ably do not. A screening test is not intended to be diag-
nostic. Compare diagnostic test and predictive test.

Second order prophylactic vaccination 
Vaccination of uninfected individuals to reduce their
ability to transmit subsequently acquired infections.
Compare classic prophylactic vaccination.

Section 402A liability
Section 402A of the Restatement of Torts (2nd) makes
manufacturers of drugs and vaccines strictly liable for
adverse reactions in the absence of warnings.

Selection
In combination with mutation, a source of rapid genet-
ic change of HIV. See Natural selection.

Selective advantage 
In biology, an organism’s increased probability of re-
production and producing offspring, conferred by its
genetic characteristics.

Selective pressure
In biology, the influence of factors extrinsic to an or-
ganism (i.e., environmental factors) on its ability to
compete with other organisms for reproductive suc-
cess.

Sequelae 
Aftereffects or secondary consequences of a disease,
disorder, or injury.
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Seroconversion
The initial development of antibodies specific to a par-
ticular agent.

Seropositive 
In the context of HIV, the condition in which antibo-
dies to the virus are found in the blood.

Serum 
See blood serum.

Settlement 
In the context of a civil suit, refers to a private agree-
ment of a plaintiff not to further pursue a court judg-
ment in return for compensation from the defendant.

Simian immune deficiency virus (SIV)
A retrovirus from the same virus subfamily as HIV-1
and HIV-2 that infects chimpanzees and Asian mon-
keys; SIV infection of chimpanzees and Asian mon-
keys has been used as a model for HIV infection in
man.

SIV 
See Simian immunodeficiency virus.

Spontaneous mutation 
In the absence of any known causative agent, a change
in the structure DNA or in the number of chromo-
somes. Also called a “background” mutation. HIV is
characterized by frequent spontaneous mutations. See
mutation.

Statute of limitations 
A statute prescribing limitations to the right of action
on certain described causes of action or criminal pro-
secutions; that is, declaring that no suit shall be main-
tained on such causes of action, nor any criminal
charge be made, unless brought within a specified pe-
riod of time after the right accrued.

Strain 
A group of organisms of the same species having a dis-
tinctive quality or characteristic (biochemical, patho-
genic, or other) that can be differentiated, but is not
different enough to constitute a separate species.

Strict liability 
A legal concept that states liability lies with the party
best able to prevent injury or absorb its costs even if
that party was not responsible for causing the specific
injury in question through negligence or intent. See
malpractice.

Subrogation
See right of subrogation.

Subunit vaccine 
A vaccine that contains only portions of an antigenic
molecule from a pathogen. Subunit vaccines can be
prepared by using recombinant DNA technology to
produce all or part of the antigenic molecule or by arti-
ficial (chemical) synthesis of short peptides.

Sunset clause
Clause that provides for the automatic expiration of
legislation.

Swine Flu Act 
Enacted in 1976, the Act held harmless manufacturers
of the swine flu vaccine from claims of individuals in-
jured by the vaccine. The Act also permitted claimants
to file suit against the U.S. government under the Fed-
eral Tort Claims Act for compensation for injuries
from the swine flu vaccine.

Swine flu vaccine
Vaccine against the swine flu, an especially virulent
strain of influenza that spread throughout the United
States during the fall and winter of 1976.

Systemic
Pertaining to or affecting the body as a whole.

T4 cell 
See CD4+ cell.

T8 cell
See cytotoxic T lymphocyte.

T helper cell 
See CD4+ cell.

T lymphocyte (T cell) 
A lymphocyte produced in the bone marrow that ma-
tures in the thymus and is integral to cell-mediated im-
munity. T cells regulate the growth and differentiation
of other lymphocytes and are involved in antibody
production. See lymphocytes.

Teratogen 
Physical or chemical agents, (e.g. thalidomide, radi-
ation, alcohol, and certain viruses) that act on the fetus
in utero to cause congenital malformations.

Teratogenic 
Capable of inducing the formation of developmental
abnormalities in a fetus.
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Tetanus 
An acute, potentially fatal disease of the central ner-
vous system caused by infection of a wound with
spores of the bacterium Clostridium tetani; these
spores release a poisonous neurotoxin (tetanus toxoid)
that causes trismus (”lockjaw”), generalized muscle
spasm, arching of the back, glottal spasm, seizures, re-
spiratory spasms, and paralysis. Short-term immunity
can be derived through vaccination. Tetanus vaccine is
among vaccines recommended for children. See DTP
vaccine.

Therapeutic vaccine
Vaccine to prevent or reduce disease progression in in-
fected individuals, or to reduce disease transmission to
persons who come in contact with infected individu-
als.

Tort law 
A body of law that provides citizens a private, judicial-
ly enforced, remedy for injuries caused by another per-
son. Legal actions based in tort have three elements:
existence of a legal duty from defendant to plaintiff,
breach of that duty, and injury to the plaintiff as a result
of that breach.

Tort liability 
Liability imposed by a court for breach of a duty im-
plied by law, contrasted with contractual liability,
which is breach of duty arising from an agreement. A
legal basis for compensation when property has been
damaged or a person has been injured. The tort liabil-
ity system determines fault and awards compensation
for civil wrongs, including medical malpractice and
product liability.

Tort reform 
A legal reform that changes the way tort claims are
handled in the legal system or removes claims from
the civil judicial system.

Transaction costs
In personal injury, refers to the administrative costs
associated with transferring compensation to the in-
jured.

Transcription 
In genetics, the process by which RNA is formed from
a DNA template during protein synthesis. Compare
translation, reverse transcription.

Translation 
The process in which the genetic code contained in the
nucleotide base sequence of messenger RNA directs
the synthesis of a specific order of amino acids to pro-
duce a protein. Compare transcription.

Transmission 
In infectious disease, the passage of a pathogen from
one host to another host or from vector to host.

Vaccination 
The deliberate introduction of an antigenic substance
(vaccine) into an individual, with the aim of producing
active immunity to a disease. Compare immunization.

Vaccine 
A preparation of living, attenuated, or killed bacteria
or viruses, fractions thereof, or synthesized antigens
identical or similar to those found in the disease-caus-
ing organisms that is administered to produce or in-
crease immunity to a particular disease.

Vaccinia virus 
The organism that causes cowpox; its injection into
humans results in immunity to the related smallpox vi-
rus.

Varicella 
Virus that causes chickenpox.

Vector 
In HIV vaccines, refers to a live attenuated virus or
bacterum carrying selected HIV genes, which pro-
duces desired antigenic proteins when administered to
a recipient. Proteins produced in a living microorgan-
ism are generally capable of inducing cytotoxic T
lymphocyle responses in addition to antibody.

Victims
Persons misused or injured without their consent.

Virology 
The study of viruses and the diseases they cause; also,
the isolation and identification of viruses associated
with specific infection.

Virus 
Any of a large group of submicroscopic agents infect-
ing plants, animals, and bacteria and characterized by
a total dependence on living cells for reproduction and
by a lack of independent metabolism. A fully formed



Appendix C References and Glossary | 197

virus consists of nucleic acid (DNA or RNA) sur-
rounded by a protein or protein and lipid coat. See also
adenovirus, provirus, reovirus, and retrovirus.

Warning defects
There are two types of warning defects: 1) a failure to
provide warnings of risks inherent in the use of the
product (failure to warn); and 2) providing directions
and warnings that fail to adequately describe product
risks (inadequate warning).

Western Blot
A laboratory technique used to detect the presence of
antibodies to specific antigens, including those specif-
ic for HIV infection. The method is often used to check
the validity of a positive ELISA screening test for HIV.
It is also used to clinical trials to detect vaccine in-
duced antibody. Electrophoresis is used to separate
proteins by their molecular weights, and each protein
is identified through combining with its respective an-
tibody or antigen. For example, in Western Blot test-
ing for HIV antibodies, the protein components of HIV
are first separated electrophoretically, transferred to

blots, then mixed with sera suspected of containing
HIV antibodies. The presence of antibodies to specific
proteins of HIV is revealed by the combination of anti-
bodies with their specific protein components of HIV.

White blood cells 
Cells in the blood stream and tissues, including lym-
phocytes, macrophages, and neutrophils, that provide
immune protection. See leukocyte.

Whole, killed-virus vaccine
Vaccine formed from virulent virus that has been al-
tered so that the virus is no longer able to replicate.

Workers compensation 
System that provides compensation for work-related
injuries, regardless of the fault of the employer.

Zidovudine (AZT) 
An inhibitor of the replication of some retrovirses in-
cluding HIV, used in the treatment of persons with
HIV infection who have evidence of impaired immu-
nity. Also known by its brand name, Retrovir (Bur-
roughs Wellcome).


