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About the Speaker "‘/C&Lé)técal

cGMP COMPLIANCE SPECIALISTS

}  Electronic submissions
B Authoring: 2012 dpresent & 300 submissi:
B Consulting/training

}  Management of data and regulatory information transmitted
via the FDA Electronic Submissions Gateway (ESG ), FURLS,
CDER Direct and GUDID Web Interface

1 Participation in electronic submissions implementation
industry workgroups:

B Devices
B Drug P roducts
B Facility/establishment registration

B Invited by FDA to join the Regulated Clinical Research
Information Management 3 Study Data Standards Project
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History of Body Art - Tattoos and
Piercings

1 Humans have tattooed our skin for thousands of
years.

1 Earliest known tattoos and piercings are from
about 3,200 B.C.

} Itis speculated that piercing is much older and
predates recorded history.

} Tattoos and Piercings have served as:
B Amulets
B Status symbols
B Declarations of love
B Signs of religious Dbeliefs
B Adornments
B Forms of punishment
B Therapeutic




History of Body Art

Tattoos

1 OtzioThe | ceme
} September 1991

1 Neolithic Period

} 3,500 02,300B.C.

1 61 tattoos

1 Therapy/acupuncture




History of Body Art

Tattoos
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Siberian Ice maiden
Circa 5t century B.C.




History of Body Art

Tattoo

Chiribaya culture in coastal
southern Peru flourished
from around 900 - 1450 AD




History of Body Art

Piercings

1 Ancient Egyptians
1 Typically ear piercings
1 Denotes

Bwealth

Bsocial status
Breligious beliefs




History of Body Art

Piercings

1 Romans
» Circa 100 A.D.




History of Body Art

Piercings

v American Indians
» Wishram Tribe female
» Circa 1800 A.D.




U.S. Population Statistics

Tattoos

Annual amount of U.S. spending on tattoos $1,650,500,000
Total percent of Americans (all ages) who have at least one tattoo 14 %
Percentage of U.5. adults 18 — 25 who have at least one tattoo 36 %
Percentage of U.S. adults 26 — 40 who have at least one tattoo 40 %

Total number of Americans that have at least one tattoo 45 million
Number of tattoo parlors in the U.S. 21,000

Statistics Brain Research Institute
Research Date: April 27 2015

Compared to ai10 milli




U.S. Population Statistics

Piercings

Percent of Americans who have a body piercing other than ear lobe 14 %
Percent of pierced population that are women 72 %
Percent of Americans who have had their earlobes pierced 83 %

Statistics Brain Research Institute
Research Date: March 17 ' 2015
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U.S. Population Statistics

Reported Complications
Tattoos

1 A study conducted at NYU Medical Center
revealed that six percent of New Yorkers with
a tattoo have experienced long -term medical
complications related to their ink, including
tattoo - related rash, severe itching, or

swelling .

The American Association for the
Advancement of Science




U.S. Population Statistics

Reported Complications
Tattoos

1 Ten percent of respondents to the study
experienced some type of short -term
complication, such as delayed healing, pain,
swelling, and infection, within weeks of
getting their tattoo.

The American Association for the
Advancement of Science




U.S. Population Statistics

Reported Complications
Tattoos

» Almost half (44 percent) of chronic reactions
were to red ink, even though only slightly
more than a third (36 percent) had tattoos
with red ink. One - third of chronic cases
involved black ink, while over 90 percent of
tattoos encompass black coloring.

The American Association for the
Advancement of Science




U.S. Population Statistics

Reported Complications
Piercings

Percent of piercing’s that had complications 1%
Percent of piercing's where professional help was needed 152 %
Percent of piercing’s that required hospitalization 09%

Statistics Brain Research Institute
Research Date: March 17 ' 2015




}
}
}
}
}
}
}
}

Allergic Reaction

Granulomas

Keloid Formation

Cancer

MRI Complications

Infections (Staph, hepatitis, etc.)
Removal Problems

Heavy Metal Poisoning




