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being offered a clinical trial
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Someone offered me a
trial. What are they
actually asking?

E TURN OVER
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This book answers the
questions people ask.

Every page is one question. Take the ones that apply to you this
week and leave the rest. You are not behind.
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Being oifered a trial

What is actually being asked of you, and why anyone is asking.



IF WE OFFER YOU A TRIAL

That is a real thing to be asked, and you
are allowed to take days over it.

Someone offered me a
trial. What are they
actually asking?

They are asking whether you will let a written plan and
chance decide your treatment, instead of your doctor's

judgement alone. The reason is so we can learn

something we do not yet know.

ﬁ TURN OVER

Ask your team how long you have before they
need an answer.



IF WE OFFER YOU A TRIAL

The whole plan is written down before
anyone is treated.

What is a clinical trial?

It is a planned comparison. A group of people is splitinto
two or more groups, each group gets something different,

and then every group is followed in the same way.

E' TURN OVER

That way nobody can change the question after

seeing the answer.



IF WE OFFER YOU A TRIAL

One story is not proof.

Why can'tI just take the
new drug?

Because one person getting better tells us almost
nothing. People get betteron their own. People get worse
for reasons that have nothing to do with a pill.

E TURN OVER

. one person — proves nothing ' . . . . . . . .
. . . . . . . . two groups — now it means something

Not three. Not three hundred. To know, we have to
compare.



IF WE OFFER YOU A TRIAL

If someone tells you a trial means we have

run out of ideas, that is a story about trials
rather than a fact about yours.

Is a trial a last resort?

No. Trials run at every stage, including the very first
treatment someone is offered. Some of the biggest
advances in cancer came from trials in people who had
plenty of options.

E TURN OVER

Ask your team where this trial sits among your
options.



IF WE OFFER YOU A TRIAL

You are also followed more closely than in

ordinary care, because the trial schedule
requires it.

Am I a guinea pig?

No. A guinea pig has no say and no protection. You choose
whether to join, and you can leave whenever you want. An
independent committee had to approve the whole thing
before you were even asked.

E TURN OVER

That closer follow-up is a genuine benefit,

though it is not a promise that you will do better.



PART TWO

Who decides what

Eligibility, which group you end up in, and what you are told.



IF WE OFFER YOU A TRIAL

Some of those rules protect you, and some
exist so the results can be read clearly.

Who decides whether I am
eligible?
A written list of rules does, not us. Every trial names

exactly who can join and who cannot, and we have to

follow it even when we wish we did not.

H TURN OVER

Ask your team which kind is keeping you out.



IF WE OFFER YOU A TRIAL

They can cover your type and stage of
cancer, treatments you have already had,
other health conditions, and sometimes
your age or a test result.

What are eligibility
criteria?

They are the written rules that decide who can join a trial.
They exist to keep people safe and to keep the results

readable.

E TURN OVER




IF WE OFFER YOU A TRIAL

Screening can take days or a couple of

weeks, and it can end with you being told
the trial does not fit.

What is screening, beifore a
trial?
It is the set of checks done before you can join, usually

blood tests, scans and a look through your medical
history.

E TURN OVER

Ask your team how long it will take, and what
happens either way.



IF WE OFFER YOU A TRIAL

I was screened and turned
down. What happened?

Something in the tests did not match the trial's rules. It

is not a judgement about you, and it does not mean you

are too sick or not sick enough for treatment.

&

TURN OVER

This is common and it is genuinely
disappointing.

Ask your team two things: what exactly ruled you

out, and whether another trial or another centre
might still fit.



IF WE OFFER YOU A TRIAL

If | picked, | would send the patients | feel
most hopeful about to the new drug.

Who decides which group 1
amin?

Chance does. Like a coin toss. Not me, and not you. | know

that sounds wrong,.

H TURN OVER

settled by a computer, by someone who has never seen your notes
| would not mean to. Then the new drug would
look good and we would have learned nothing,
You still choose whether to join at all.



IF WE OFFER YOU A TRIAL

A placebo is not there to take care away

Will I be left with no from you.
treatment?

No. If there is a standard treatment for your cancer, every
group in the trial gets it. The comparison is usually
standard treatment plus the new drug against standard
treatment plus a placebo, which is a dummy with no
active drug in it. A placebo on its own is only used when

there is no standard treatment to give.

ﬁ TURN OVER

Ask your team straight out wh
| at the other grou
both sides treated - one adds the drug, one adds a dummy " p

receives, and have them name the actual drugs.



IF WE OFFER YOU A TRIAL

If a placebo is used, it has to be explained
to you before you agree.

Will I get a placebo?

In cancer clinical trials you will not usually receive a
placebo instead of effective treatment. Most trials
compare the current standard treatment with a new
treatment, or with the standard treatment plus a new

medicine.

H TURN OVER

Ask your team exactly what the other group
receives.



IF WE OFFER YOU A TRIAL

Sometimes only you do not know.

Why won't you tell me
which one I got?

Not to trick you. Knowing changes what we see, because
if you know you got the new drug you genuinely feel more

hopeful and you describe your symptoms differently. That
happens to everyone and it is human.

E' TURN OVER

Sometimes we do not know either. And if you get
sick and we need to know, we can find out at
once. Any time, day or night.



IF WE OFFER YOU A TRIAL

A drug can shrink a tumour and add no
time to your life.

How will you know if it
helped me?

We have to choose one main thing to measure, before the
trial starts. It might be how long you live. It might be how
you feel. It might be what a scan looks like. These are not

the same thing.

E TURN OVER

When someone says a treatment works, ask
them: works at what?



PART THREE

How a trial is built

Phases, the protocol, who pays for it, and what it is compared
against.



IF WE OFFER YOU A TRIAL

The chance of a phase 1drug helping you
is generally lower than in later phases,
though modern targeted and immune
treatments have improved it.

What is a phase 1 trial, and
should that worry me?

Phase 1is the earliest human testing. Its main question
is safety and dose, not whether the drug works. Numbers

are small, often a few dozen people.

E TURN OVER
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Ask your team what they expect in your case,
and ask them to say it plainly.



IF WE OFFER YOU A TRIAL

Phase 3 is usually the one that decides

whether a drug gets approved, and usually
the one with a comparison group.

What is the difference
between phase 2 and phase
3?

Phase 2 asks whether the drug seems to do anything at
all, usually in tens to a few hundred people. Phase 3 asks

whether it beats the best treatment already available,

usually in several hundred to several thousand.

ﬁ TURN OVER

Ask which phase yours is, because it tells you
what is really being asked of you.



IF WE OFFER YOU A TRIAL

Yes, you can ask for it, or for any part of it.

What is a protocol, and can
I readit?

It is the full written plan for the trial, often over a hundred
pages, finished before a single person is treated. It says
who can join, what happens, what is measured, and what

would stop everything.

E TURN OVER

Most people never do, and most teams are
surprised but willing.



IF WE OFFER YOU A TRIAL

That is not automatically wrong, but you
are entitled to know.

Who wrote this trial, and
who is paying for it?

Usually a drug company, a university, or a government
cancer institute. Sometimes the same people who make
the drug also designed the trial that tests it.

H TURN OVER

Ask who funds it, and whether your doctor is
paid anything connected to enrolling you.



IF WE OFFER YOU A TRIAL

Ask your team to name it: the actual drugs
and the actual schedule, rather than the
phrase.

What does “standard of
care” mean in my case?

It is the best treatment we would give you today if there
were no trial, which means it is the same care you would
get outside the study. In most cancer trials it is what the

comparison group receives.

E TURN OVER

Then you can compare the two groups properly.



IF WE OFFER YOU A TRIAL

Ask before you join whether crossover is
allowed, and what happens if your cancer
grows during the trial.

Can I switch groups if mine
is not working?

Usually not, because switching would destroy the
comparison the whole trial depends on. But some trials
are built with crossover, where you can move to the other

treatment at a set point.

E TURN OVER

That answer should be in the protocol already.
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Safety, consent and your rights

Who is watching, what you signed, and what you can undo.



IF WE OFFER YOU A TRIAL

Is it safe? Who is
watching?

You are not alone in there. An ethics committee, called an
IRB in the United States, must approve the trial before a
single person can join, and it does not work for the
research team. A separate monitoring committee
watches the results while the trial is still running.

E TURN OVER

Every problem you have gets written down,

even when we think the drug did not cause
it.

If the treatment is clearly harming people the
trial stops, and if it is clearly working the trial

can stop early so the results reach everyone
sooner.



IF WE OFFER YOU A TRIAL

Your consent form may call you a subject,
and the trial team may call you a
participant.

Can I say no? Can I stop?

Yes, and yes. Saying no cannot change the care you get.
We must look after you just as well as before. You can
also leave at any time, without finishing, without saying
why, without anyone's permission.

E TURN OVER

Either way, nothing in medicine moves forward
without people who agreed to go first.



IF WE OFFER YOU A TRIAL

What is informed consent,
really?

It is the state of actually understanding what you are
agreeing to. The signature is only the receipt. If you
signed and did not understand, consent has not

happened yet.

E TURN OVER

It is also not one moment.

It carries on. Something may change during the
trial that affects whether you would still want to

be in it. If that happens, we have to come back
and tell you.



IF WE OFFER YOU A TRIAL

I signed the form but did
not understand it. What
now?

Come back and say so. Nothing bad happens. We go
through it again, as slowly as you need, and you can still

change your mind afterwards.

E TURN OVER

Consent forms are famously hard to read,
and many are written above the level most
adults can follow, so the difficulty sits in
the document rather than in you.




IF WE OFFER YOU A TRIAL

If the blind needs to be broken so we know

what you took, it can be, at once, day or
night.

What happens if
something goes wrong?

You are treated first and the paperwork comes second.
Every trial has a number that reaches a real person atany
hour. Every problem gets written down, whether or not we
think the drug caused it.

E TURN OVER

That rule is written down before the trial opens.



IF WE OFFER YOU A TRIAL

Leaving a treatment that is not helping
you is part of how good cancer care works,
and your team should raise it with you

What happens if the before you have to.
treatment isn’t working?

Your team watches closely: scans, blood tests and
appointments. If the treatment is not helping, or the side
effects are more than you can live with, they will talk
through what else there is.

E' TURN OVER




IF WE OFFER YOU A TRIAL

Ask your team to find that paragraph and
read it with you.

Who pays if the trial harms
me?

This varies by trial and by country, and the answer has to
be written in your consent form.

E TURN OVER

Ask specifically who pays for treating a side

effect, and whether signing gives up any right
you would otherwise have.



IF WE OFFER YOU A TRIAL

You can usually agree to the trial and
refuse the future-research part separately.

What happens to my data
and my samples?

Your information is stored under a code, not your name,
and shared in that form. Blood or tissue samples may be

kept for future research, sometimes for many years.

H TURN OVER

Ask whether that is a separate box, and ask what
happens to your samples if you withdraw.



IF WE OFFER YOU A TRIAL

They can also stop it because the
treatment is clearly better, since it would
be wrong to keep it from the other group.

Can the trial be stopped
without me?

Yes, and that is a protection. An independent board
watches the results while the trial runs and can stop it if

the treatment is clearly harming people.

E TURN OVER

Either way you must be told, and told what
happens to your care next.



IF WE OFFER YOU A TRIAL

We may ask to keep following your health,

or to use the information collected up to
that point.

If I leave, does my care
change?
No. Leaving a trial cannot change the standard care you

receive, and it cannot change how you are treated as a

person. That is a rule your team has to follow.

H TURN OVER

You can say yes to one and no to the other.



PART FIVE

You, init

What it costs, what you keep, and what happens afterwards.



IF WE OFFER YOU A TRIAL

What will happen to me?

First, tests to see whether this trial is right for you. Then
the long talk, where | explain everything and you ask me
anything. Bring someone with you. Then your group is
chosen by chance.

E' TURN OVER

Then treatment visits, usually more than
normal care, on a fixed timetable.

Then check-ups, sometimes for a long time after.

Ask your team how many visits, and how far
apart.



IF WE OFFER YOU A TRIAL

Ask your team what the trial pays back.

What will this cost me?

The study drug is usually paid for by the trial. The rest of
your care is billed the normal way, to you or your insurer,
so ask what falls where. Your time is never free: more
visits, more blood tests, more scans, travel, parking, time

off work, someone to watch the children.

E' TURN OVER

Travel and parking are often covered. People
often do not ask, and then stop coming because
the bus fare became too much. Please ask.



IF WE OFFER YOU A TRIAL

Bring that schedule to your employer early.

How much time off work
should I plan for?

More than for ordinary care, and on days the protocol
chooses rather than days that suit you. Ask for the visit

schedule in writing before you decide, not after.

H TURN OVER

Many people find their workplace is more

flexible than feared, but only if asked in advance.



IF WE OFFER YOU A TRIAL

There are periods when infection risk is
highest and travel is a bad idea.

Can I travel? Can I still
work?

Usually yes, within limits set by your visit schedule and
how the treatment makes you feel. Tell your team your
plans rather than cancelling them quietly.

H TURN OVER

Ask your team to mark those weeks on your
calendar so you can plan around them.



IF WE OFFER YOU A TRIAL

If it helps, bring them to an appointment
and let your team explain it, so you are not
carrying the job of translating at home.

What do I tell my family?

Whatever you want them to know, and nothing you do
not. This is your information. Some people tell everyone,

some tell one person, and both are normal.

E' TURN OVER




IF WE OFFER YOU A TRIAL

People often drop out silently because the
bus fare stopped being possible.

What if I cannot get to the
appointments?

Tell your team before you miss one, rather than after.
Travel and parking are often reimbursed, some visits can

be moved, and some tests can sometimes be done closer

to home.

E TURN OVER

That is a solvable problem, and your team would
much rather solve it than lose you.



IF WE OFFER YOU A TRIAL

You can also record the conversation on

your phone, or ask for the main points in
writing.

Can I bring someone with
me?
Please do. People remember less than half of what is said

in a clinic room, and that is normal, nota failing. A
second person hears the other half.

H TURN OVER

Just say that you are doing it.



IF WE OFFER YOU A TRIAL

What if I get sick with

something unrelated while

I'min atrial?

People in trials still get colds, infections and everything

else that goes around.

B

TURN OVER

Tell your research team about any new
problem, even one you are sure is
unrelated, because it has to be recorded
and it may change what happens next.




IF WE OFFER YOU A TRIAL

How many extra visits, and for how long?

What should I ask my
team?

What is this trial trying to find out? What does the other
group get, exactly? What are you measuring? What are
the risks you know about, and what do you not know yet?

H TURN OVER

What do you pay back? What happens if | want
to stop? If it works, do | keep getting it
afterwards? And the one people forget: who do |
call at two in the morning?



IF WE OFFER YOU A TRIAL

Your notes and scans can be sent over so
you do not have to repeat tests.

What if I want a second
opinion?
Ask for one. It is normal, it is your right, and it does not

offend anyone. Good doctors expect it, especially before a
big decision.

H TURN OVER

Ask your team to arrange it, and ask how long it
will take.



IF WE OFFER YOU A TRIAL

Do not wait for morning out of politeness.

Who do I call at two in the
morning?

There is always a number that reaches a real person, day
or night, weekend or holiday. Write it down now, before

you need it.

E TURN OVER

Your team would much rather you called and it
turned out to be nothing.



IF WE OFFER YOU A TRIAL

That can mean questions about your
health, scans, blood tests, or a phone call.

Will researchers follow me
even after my treatment
ends?

Sometimes. Many trials keep checking on people after
treatment has finished, which is called follow-up.

ﬁ TURN OVER

Ask your team how long your follow-up lasts and
what it involves.



IF WE OFFER YOU A TRIAL

Will I be told the results?

Ask on day one, because the honest answer is that many

trials do not do this well. Trials can take years to report,

and by then people have moved or been forgotten.

&

TURN OVER

Ask for it in writing: will | get a plain-
language summary, who sends it, and to
what address.

Then check that your team has written it down.



IF WE OFFER YOU A TRIAL

Ask before you sign, not at the end: if this

helps me, what happens on the day the
trial closes?

If the drug works, do 1
keep getting it?

Sometimes yes, through what is called continued access,
and sometimes no. It depends on the trial and on who is

paying. This is one of the most painful surprises for

people who do not ask early.

E TURN OVER

Get the answer written into your notes.



TAKE THIS PAGE WITH YOU

THE NAME OF THE TRIAL WHICH PHASE IT IS

WHAT IT IS TRYING TO FIND OUT WHAT THE OTHER GROUP RECEIVES
THE MAIN THING BEING MEASURED NUMBER OF EXTRA VISITS

WHAT IS REIMBURSED WHO | CALL, DAY OR NIGHT

QUESTIONS | STILL HAVE



A PROTOCOL & PEOPLE PRODUCTION

You are allowed to take
this home and think.

Over 150 cards, free, at protocolandpeople.org

Educational only. Not medical advice, and not a substitute for the

conversation with the team looking after you.



