
clinical trialsclinical trialsclinical trials

how many  phases  are  t here ?
According the to FDA, there are three phases of clinical trials

(when a vaccine is tested on humans before brought to market)

Unfortunately, vaccines

may not have a saline

placebo in clinical trials. 

 According to the FDA, the

control group may receive

another vaccine or other

substance. Vaccine

manufacturers will identify

the control group in the

manufacturer insert. It

could be another vaccine

or many other variations.

phase 3

fda.gov/vaccines-blood-biologics/development-approval-process-cber/vaccine-development-101

When researching a

vaccine, it is

important to

understand the

control group used

in clinical trials.

How can the manufacturer identify important safety data for a

new vaccine if it has the potential to cause similar adverse

reactions as the control group? Would this skew the results?

A placebo is a supposedly inert substance such as a

sugar pill or injection of sterile water, given under the

guise of effective treatment.

definition of a placebo:definition of a placebo:

why not use a saline placebo?

The reason why is explained on the U.S. National Library of Medicine website.

http://fda.gov/vaccines-blood-biologics/development-approval-process-cber/vaccine-development-101
http://fda.gov/vaccines-blood-biologics/development-approval-process-cber/vaccine-development-101


ncbi.nlm.nih.gov/pmc/articles/PMC4157320/

Many vaccine manufacturers do not use saline injections in the control group

because it would be considered unethical for the patients to be 

"deprived of an existing vaccine." 

How can manufacturers determineHow can manufacturers determine

adverse reactions for a vaccine if theadverse reactions for a vaccine if the

control group also got a vaccine?control group also got a vaccine?

let's look at an example

fda.gov/media/75157/download

Each manufacturer insert will have a section for "Clinical Trials" (typically Section 6.1).

Let's look at the control groups used for clinical trials in the Infanrix DTAP insert.

This trial analyzed adverse reactions within 4 days after each dose of Infanrix with

four other vaccines. How can one determine what is caused by Infanrix if it's been

administered the same time period as other vaccines?

Clinical Trial #1 

Clinical Trial #2

Pediarix is another combo vaccine for DTAP, Hep B, and IPV (Polio). Again, how

can this clinical trial identify DTAP-specific adverse reactions if the control group

also includes components of DTAP?

Clinical Trial #3

This trial analyzed the 5th dose of Infanrix when

administered with IPV (polio) and MMR. 

Clinical Trial #4

The manufacturer states that the serious adverse reactions identified in this

study were significantly less than compared to the whole-cell DTP vaccine. 

Can patients and parents make informed decisions

to vaccinate or not based on clinical trials that have

control groups of other vaccines?

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4157320/
https://www.fda.gov/media/75157/download
https://www.fda.gov/media/75157/download


CLINICAL TRIAL RESULTS

This is why "Postmarketing Experience" typically Section 6.2 is very important.

When reading the first page of a manufacturer insert, there is

typically an overview of adverse reactions from clinical trials.

If a patient or parent was making a decision to

vaccinate and assumed the control group in trials

was a saline placebo, would these rates of

adverse reactions be misleading?

the cdc on clinical trials

"While clinical trials provide important

information on vaccine safety, the data are

somewhat limited because of the relatively

small number (hundreds to thousands) of study

participants. Rare side effects and delayed

reactions might not be evident until the

vaccine is administered to millions of people."

cdc.gov/vaccinesafety/ensuringsafety/history/index.html

http://cdc.gov/vaccinesafety/ensuringsafety/history/index.html
http://cdc.gov/vaccinesafety/ensuringsafety/history/index.html

