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Presentation Notes
 *  Welcome to the workshop and thank you for taking time to learn more about how to talk to your patients about    clinical trials
 
*  Please feel free to ask questions as we go – this training is for you.

 


Favor de sentirse libre de hacer preguntas

Recuerde qué nosotros no somos médicos por lo tanto no estamos
dandole recomendaciones sino mas bien proporcionandole
informacion para que pueda ayudar a sus pacientes.
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Presenter
Presentation Notes
Cancer is a dreaded disease, but one in which we are making progress
 
We know much more about the biology of cancer than ever before
 
There has been rapid technological progress that allows scientists to do things now that they didn’t even dream of 10 years ago – we will discuss some of these today including what clinical trials are and how to best expalin them to your patients
 



Objetivos

Al final de esta sesion, usted sera capaz de:

Explicar el proceso de investigacion del cancer
Describir los estudios clinicos

Explicar la importancia de los estudios clinicos, la investigacion del cancer
y la donacion de tejidos


Presenter
Presentation Notes
Read learning objectives on slide
 
Some of this information is quite technical, so again feel free to ask questions at any time


Perspectiva General del Entrenamiento

Barreras para inscribirse en los estudios clinicos
El proceso de la investigacion del Cancer
Estudios Clinicos 101

Resumen
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Presentation Notes
Today we will begin by discussing some of the barriers to clinical trial enrolment to help you have answers ready for the patients you serve

We will then discuss the research process so you understand why it is so important
 
We will then move on to clinical trials – the method required by the FDA to test new treatments before they can be used in humans

In the summary we will discuss where people can find clinical trials




Presenter
Presentation Notes
Each clinical trial is !different but they all have barriers to participation

• These barriers are both from the Dr. and patient perspective


Problemas de confianza

Los problemas del pasado
Historial de abuso de la minoria - Tuskegee

Problemas actuales
 Desconfianza en las instituciones
e Creer mas en la fe que en la ciencia
 Necesidad de la familia de involucrarse en todos los aspectos
de las decisiones
e Falta de informacion apropiada tomando en cuenta el
lenguaje y cultura del paciente.
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Presentation Notes
It is important to help your patients understand past issues as well as protections now in place to safeguard them from unethical behavior by researchers.

Some of these issues are easy to fix but some are very deep held beliefs that will take time to fix – we will provide you with important information throughout this training to help in this area.



Los Latinos y los estudios clinicos

Latinos estan menos informados sobre los estudios clinicos
e Usted puede ayudar informando a su cliente/paciente
e La meta es que haya un aumento en la participacion de
pacientes si estan mejor informados

Sélo el 2-3% de los participantes son Latinos

 Nuevas terapias medicas necesitan ser probadas en grupos
que las recibira.

(http://wwvv.cancer.org/acs/groups/cid/doc uments/webcontent/003005-pdf. pdf)
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Presentation Notes
History has shown that genetic information can be used for good or for bad.
With the technological advances seen in the last several decades, genetic information can now be used to enhance cancer risk prediction, diagnosis, and treatment.  


Otros problemas

» Dificultades financieras y
preocupaciones que pueden afectar
la capacidad de una persona /
decision de participar en estudios
clinicos

> Problemas de transportacion

> Entendimiento limitado sobre los
estudios clinicos
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Presentation Notes
History has shown that genetic information can be used for good or for bad.
With the technological advances seen in the last several decades, genetic information can now be used to enhance cancer risk prediction, diagnosis, and treatment.  


)
Las protecciones proveidas: Seguridad del paciente #1

Leyes federales

e Comision Nacional para la Proteccion de los Sujetos
Humanos

e Nuremberg
e |nforme Belmont
e Ley Nacional de Investigacion

Antes de que el estudio comience
e Junta de Revision Institucional (IRB)

Durante el estudio
e Junta de Revision Institucional (IRB)
e Junta de monitorizacion de seguridad de datos(DSMB)
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Presentation Notes
Remember– clinical trials are research experiments with unknowns ! 

• So there are Federal! And Local protections in place that require close monitoring, complete disclosure of all risks in the consent form and ongoing  review 
�• Read slide



‘Los escapes en la tuberia de participaciéon en estudios

clinicos.
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276
pacientes
vistos por

los
médicos

llustracién de Lara, P.N., Jr., et al., Evaluacién futura para la inscripcion en
estudios clinicos de cancer: Identificar potenciales dificultades para
incribirse. J Clin Oncol, 2001. 19(6): p. 1728-33.
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Conocimiento

56% no son
elegibles

49% no estan | 14% tasa de
dispuestos a
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(39

firmar la .
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Disefio del Proceso de
estudio  consentimiento.
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This slide shows some of the places where accrual numbers drop
 
It begins when a clinical trial is never discussed with them – awareness – you will help here!
 
Some are not eligible – trial design – you can not help here

And finally – a large group is lost who are told, are eligible but choose not to enter – you can help patients understand their options but not what decision to make.



Barreras en la participacion

Meédicos

No esta dispuesto a perder al paciente a la institucion
haciendo el estudio

Preocupacion por el cuidado o los costos de los
pacientes

No informar a sus pacientes sobre los estudios clinicos

Pacientes

No sabe sobre estudios clinicos

Enfrentan demasiadas decisiones
--Problemas de comunicacion

--Culturales + Desconfianza

Tener limitaciones de ingresos o de tiempo
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Presentation Notes
Each clinical trial is different but they all have barriers to participation
 
These barriers are both from the Dr and patient perspective
 
Read slide


La prueba de farmacos y dispositivos comienza con una extensa
investigacion de laboratorio que puede involucrar anos de
experimentos con animales y células humanas.

Si la investigacion inicial del laboratorio es exitosa, los investigadores
envian los datos a la Administracion de Alimentos y Medicamentos
(FDA) para su aprobacion para continuar la investigacion y las pruebas
en seres humanos.

Entendiendo el proceso de investigacion
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Presentation Notes
During this section, we will provide a bit of background on the research process used to develop new cancer treatments
 
We’ll try to capture some of the excitement and show the progress that has been made


El Proceso de Investigacion Traslacional

El desarrollo de medicamentos
comienza con una ideay se
mueve a través de todo el
proceso de investigacion,
comenzando con la investigacion
basica, pasando a estudios de
traduccion (preclinicos) y
finalmente resultando en un
. estudio clinico.
s N Luego, el farmaco debe navegar
) e A por el proceso regulador antes de
1. El laboratorio il | ;e :
: . = S gue esté disponible para los
investigacion basica 4. Al Paci _ o
- Al Paciente pacientes / participantes.

vuelve a dar de cama

Entonces el proceso vuelve a dar

vueltas
vueltas.

2. Estudios Animales: traduccional 3. Estudios Clinicos

-




‘Cambios en la atencién del paciente debido a la
investigacion

Comparemos la década de los 60 con la actualidad usando el cancer de
mama como ejemplo

e Deteccion temprana

e Tratamientos
» Cirugia
»Quimioterapia
» Terapia hormonal

e Seguimiento
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We have just discussed a little about the research process
 
The next few slides will show that although this is a slow expensive process, it does lead to better treatments for future patients
 
We will compare breast cancer treatments from the 60’s with today to highlight this situation – other cancers have a similar course 



)

Deteccion temprana

En la década de los 60 En la actualidad

e Deteccion de rutina

e Biopsia con aguja de rutina
e Mamografia digital

e Mamografia 3D

e Resonancia magnética

e Ultrasonido mejorado

e Densidad en la mama

 No pruebas de mamografias

* No biopsia con aguja

(Mammography and Beyond: Developing Technologies for the Early Detection of Breast Cancer —Institute of Medicine report, 20012016 American Society of
Clinical Oncology (ASCO) —CancerProgress.net—Progtress& Timeline)
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In the 60’s we only had mammography
 
Although we have have added ultrasound and MRI – we still rely almost exclusively on mammography (although more sophisticated)
 
Because most cancers have been present 10-20 years before they can be seen with imaging – this is very poor early detection and new better imaging needs to be developed

We have made progress on getting a cancer biopsy – in the 60’s Dr’s used a knife to cut out a small piece of tumor – today they can use a needle biopsy which is much less painful.



Cirugia
En la década de los 60
Biopsia por escision

Mastectomia radical
(“ <

Diseccion completa de los
nodulos linfaticos

Hospitalizacion de 7 a 10 dias

En la actualidad

Biopsia con aguja

Mastectomia radical modificada con
reconstruccion mejorada

-

=

Escision del tumor
Lumpectomia

Diseccion del nodulo centinela
Hospitalizacion de 2 a 3 dias
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Presentation Notes
Surgical procedures have seen the greatest improvement – lumpectomies are much more frequent, sparing most of the breast and modified mastectomies only take breast tissue – no muscle tissue.
 
Sentinel node removal vs. removing many nodes has decreased lymphedema issues for many while maintaining accuracy of information
 


)

Quimioterapia

En la década de los 60

* FArmacos citotoxicos

e Matan todas las células de
crecimiento rapido

e Quimioterapia adyuvante
unica opcion

En la actualidad
Farmacos citotoxicos -
siendo la mas prevalente
Terapias dirigidas - solo mata las células
cancerigenas

Ejemplo- Herceptin
Quimioterapia Neoadyuvante — antes de |a
cirugia

Nuevas terapias aprovadas para metastasis
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Although there are a few more targeted therapies most chemo is still “cytotoxic” – killing all fast growing cells in the body vs. just cancer cells
 
Chemo is now given before surgery in many cases – (called neoadjuvant chemo) – this allows Dr.’s to see with imaging, if the tumor responds and begins to shrink.
 
If the chemo is given after the tumor is removed – Dr.’s never know if the patient’s tumor is responsive or resistant to that drug.


)

Terapia hormonal

En la década de los 60 En la actualidad

* Ninguna
e 1998 Tamoxifen fue aprobado

e 2004 Letrozole fue aprobado
e Otros inhibidores de aromatasa
son usados solo en las mujeres
posmenopausicas

(Clinical Cancer Research, The Estrogen ReceptorA Model for Molecular Medicine, Elwood V.JensenandV. CraigJordanPublished 1 June 2003 Timeline: Milestones in
Cancer Treatment, CURE, Lacey Meyer, Oct 3,2008
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Many patients with hormone positive tumors  - (breast, ovarian, prostate, and testicular) can know receive hormone therapy which binds to the receptors on cancer cells and aids in the decreased % of recurrence.
 
New hormonal therapies continue to be made available
 
Side effects, although present, are less than from chemo



Radiacion
En la década de los 60 En la actualidad

e Toda la mama

Toda la mama o solo la pared toracica.

* Puede elegirse no usar radiacion

o  Radiacion parcial de la mama B ¢
?f?ﬂfé/-“ ‘ £ x P " / /\‘ \c
1 _}‘% /)‘//.
< 4 e Otros avances ’
Administracion controlada por
computadora

Utilizacion de niveles de radiacion mas
seguros
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Radiation strategies continue to improve but we still do not know who is unresponsive to this therapy – it turns out some people are not helped by radiation.
 
We also do not know who needs radiation based on their molecular fingerprint – just like chemo where some patients do not need it – some patients may not need radiation.
 
We know radiation can cause cancer – so this is important information that still needs to be learned



)

Seguimiento

En la década de los 60

 Mamografias

e Esperar hasta que se vea la aparicion
de los sintomas

e Determinar quién va a tener
metastasis, es decir, el cancer
regresara en otra parte del cuerpo.

En la actualidad

Mamografias, Resonancia
magnética (MRI), ultrasonido

A veces los biomarcadores
Esperar hasta que tenga sintomas

La incidencia de las mujeres diagnosticadas con cancer de mama avanzado no ha cambiado desde 1975

Surveillance, Epidemiology, and End Results (SEER) Program, 9 SEER Registries, National Cancer Institute. American Cancer Society, Surveillance Research, 2011
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Very little has been learned over the last 20 years about who will recur and how to test for that.  There are now some tests that do identify these patients but many Doctors do not use them.  Two are OncotypeDX and Mammoprint.
 
Not knowing if you will recur is very difficult for some patients and they live the rest of their lives in a state of fear.

Even less is known about who will metastasize (have their cancer return to other parts of the body)
 
Biomarker research is ongoing to provide Dr.’s with this information 



)

La promesa de la investigacion

e Verdadera deteccidon temprana — antes de que haya estado ahi por
10-20 anos

e Mapa Genomico — conduce a una terapia mas especifica
e Biomarcadores - usados durante el seguimiento

e Capacidad para determinar quién hara metastasis

e Continuas mejoras en cirugias y reconstruccion

e Continuas mejoras en el uso de la radiacion
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Presentation Notes
Research has and will continue to make advances in the entire spectrum of finding, treating and monitoring cancer
 
It is important to understand the role, we as patients, have in this process – that process means enrolling in clinical trials.
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We will now discuss clinical trial
 
Please remember to ask questions as anytime


Definicion del estudio clinico

Los estudios clinicos son estudios de investigacion que involucran a
personas

Ellos tratan de responder las preguntas cientificas y de encontrar la
mejor manera de prevenir, diagnosticar y tratar el Cancer.

Los estudios clinicos se realizan para mejorar los tratamientos
actuales o desarrollar un nuevo tratamiento mas eficiente
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Read yellow text
 
All advances that we now enjoy – whether in cancer or other disease’s – must first be tested in a clinical trial 


Se necesita comprobar que las terapias
medicas funcionen en los seres humanos

“It's an award for a cancer cure, but it only works on mice.”

“Es un premio para la cura del cancer, pero solo funciona en los ratones”

Muchos farmacos funcionan en animales pero no en los seres humanos
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That is because even if the intervention works in the lab and in mice – it may not work in people
 
In fact most new drugs do work in mice but not in people 

If clinical trials where not done in people we would not know which new drug actually worked in people so many people would pay money, think they where being helped and maybe are not.


Por qué son importantes los estudios clinicos

El cancer nos afecta a todos: 1 de cada 2 hombres / 1 de cada 3 mujeres
padecera de cancer en algun momento de su vida

e Los estudios clinicos prueban nuevas opciones de tratamientos

e Cuantos mas pacientes participen -
mas rapido podremos encontrar tratamientos mejores

(ZosiaChustecka.Cancer Strikes 1in 2 Men and 1in 3 Women.Medscape.Feb09,2007.)
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It is important to understand that cancer affects us all, whether we have it, care about someone who does, or worry about getting it in the future.

Each year in the United States:*
 About half a million people are expected to die of cancer—more than 1,500 people a day. It is the second leading cause of death, exceeded only by heart disease
 More than 1 million people are diagnosed with cancer

How many people find this surprising?

�


Diferentes tipos de estudios clinicos

Prevencion: intervenciones de estilo de vida

Chequeo y deteccidon temprana: encontrarla en la
poblaciéon general

Tratamiento: nueva intervencion
e Probar nuevos tratamientos médicos para
guimioterapia y terapias dirigidas
e Procedimientos quirudrgicos
e Radiacion
e Comparacion de farmacos actuales —cual es mejor
 Que orden o dosis de farmacos es el mejor
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Most people think only new drugs are tested in clinical trials  - but that’s not true
 
All new surgical and radiology procedures also must be proven to be effective through a clinical trial
 
Prevention, screening and follow-up strategies are also tested in clinical trials 

Clinical trials also are done to - Compare one drug against another and find out which is better
                                                
                                                - Compare which dose is better

                                                - And compare which drug should go first 



Fases de los estudios clinicos

Fase I: Concentrarse en la busqueda
de una dosis segura

seguridad

, ) 4
LFase Il: i Funciona? Entonces evaluar la J

A 4

\ 4
{Fase lll: ¢ Es mejor que el cuidado usual? J
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Presentation Notes
Clinical trials are performed by going through a series of steps or phases 
 
These are  - Read slide
 
A patient should always ask their Dr. which phase trial they are being asked to enter – phase one has the most risk and phase three the least. 



Diseno de estudios - Estudio controlado al azar

Los pacientes son divididos en dos grupos
e Un grupo recibe la nueva terapia
e Elotro grupo llamado “de control” recibe el cuidado estandar

o | o _ o _Cuntrnl
o . Randomize
@ C @ @
. _ .Agent
S @

Recibe nueva terapia

Cancer Clinical Trials, A resource Guide, NCI 2001
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A randomized clinical trial is the gold standard because the new treatment is compared to standard of care – this is the best way to see which is better
 
Many patients do not like this as they do not know if they are getting the new drug or standard therapy – so they may decide not to enroll.   That is OK as each patient must do what feels best for them.



Beneficios vs riesgos

Beneficios:

Puede ser el primero en recibir nuevo tratamiento si el
medicamento funciona

Recibira supervision médica mas detallada que lo usual
Tendra la oportunidad de ayudar a futuros pacientes

Riesgos:
Puede que no sea tan buena como el tratamiento usual
Puede que tenga efectos secundarios desconocidos
Puede que tenga costos extras y mas visitas al medico
Puede que tenga costos extras y mas visitas al medico

.
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Presentation Notes
Read slide - 

Every clinical trial has both benefits and risk or harms
 
These are all clearly stated in the consent form
 
It is important to remember each person must decide what is best for them – someone enrolled can drop out at any time.
 



)
\J

El formulario de consentimiento

La decision de participar es de los pacientes

El consentimiento informado es mas que una firma- es un proceso

e Todos los hechos sobre un estudio debe darse antes de que el
paciente decida participar

e Siempre comparar el estudio clinico con las opciones comunes

e Los derechos deben ser explicados completamente

"
-,

Frag



Presenter
Presentation Notes
The consent form serves two purposes
 
1. It provides a patient all the needed information they need to understand a clinical trial
 
2. A patient must sign a consent form before entering a clinical trial – once signed it serves as legal record that the patient understood they where entering a research trial (experiment – and all that entails – more about this later)
 



Explicando los derechos del paciente

La comprension del estudio clinico es la clave p

e Se trata de un estudio de investigacion
e Todos los hechos acerca del estudio deben ser explicados

e Siempre hay que comparar el estudio clinico con las opciones
comunes o estandar

* El paciente puede retirarse en cualquier momento y su cuidado
no se vera afectado.

e Beneficiosy riesgos deben ser comprendidos
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The most important thing for a patient to understand – is that a clinical trial is a research experiment
 
It can be better then – the same as – or worse than standard of care 

Many people just want to be treated and do not want to be a part of a study/experiment



El rol de Promotores

e Animar a los miembros de su comunidad a considerar un estudio clinico de
cancer.

 Animar a los miembros de su comunidad a hablar con sus médicos acerca de
cual es su riesgo de contraer un cancer en particular sobre la base de su historia
personal o familiar y si hay un ensayo clinico especificamente para la genética.

 Anime a un individuo con una preocupacion por el cancer a buscar el consejo de
un proveedor de atencion médica y obtener una segunda opinion.

e Proporcionar informacion sobre los recursos disponibles en esa comunidad.

* Ayuda a conectar a un sobreviviente de cancer con otro superviviente y uno que
participa en un estudio clinico.

e Proporcionar informacion que podria disipar los mitos sobre el cancer y los
estudio clinicos.



Preguntas que deben ser declaradas:

¢Cuales son las bases de este estudio?

¢Quién esta haciendo este estudio?

é¢Donde se esta realizando el estudio?

¢Qué voy a conseguir de este estudio y cual es mi beneficio?

¢Cuales son los riesgos? Asegurese que el paciente entienda que puede no
beneficiarse de la nueva droga pero podra obtener un cuidado estandar

¢ Cuanto tiempo durara este estudio?

¢ Qué pruebas adicionales y visitas médicas estan involucradas?


Presenter
Presentation Notes
These are questions each patient should always ask their Doctor before signing the consent form.   Anyone who signs a consent form should enter feeling fully committed to doing all that is required.  Better to say no if someone is unsure at the beginning.



Como encontrar un estudio clinico


Presenter
Presentation Notes
We will now tell you a few places to find clinical trials and who conducts them.


¢Quienes llevan a cabo estudios clinicos?

e The National Cancer Institute - www.cancer.gov

e The National Clinical Trials Network (NCTN)

e Cancer Therapy & Research Center (CTRC) — www.ctrc.net

e Centros académicos, Hospitales comunitarios, su propio médico
e Empresas farmacéuticas y de biotecnologia

e https://salud.nih.gov/investigacion-clinica/los-fundamentos/


Presenter
Presentation Notes
Many groups conduct clinical trials  - a few are listed here
 
Read slide 




Como se encuentran los estudios clinicos

Por Internet
e Trial Check® : www.cancertrialshelp.org

e The NCI: www.clinicaltrials.gov

Preguntele a su médico acerca de los estudios clinicos
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Here are some of the places where you can find clinical trials
 
Always ask your Dr. about clinical trials



Recursos

e Instituto Nacional del Cancer- https://www.cancer.gov/espanol
e La Sociedad Americana Contra El Cancer — www.cancer.org

e Cancer Therapy & Research Center (CTRC) —
https://www.uthscsa.edu/patient-care/ctrc/questions-preguntas

* http://espanol.medscape.com/
e Suposiciones Desafiadoras Sobre la Participacion de las Minorias en la

Investigacion Clinica en los Estados Unidos
https://www.ncbi.nlm.nih.gov/pubmed/21805372

e Trial Check® www.cancertrialshelp.org

e The NCI: www.clinicaltrials.gov

e *Todas las graficas fueron copiadas de google/imagenes
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