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2002 OHRP Review of Protocol
Smallpox Vaccine in Children
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Smallpox Vaccine in U.S.
General Population

A 18008 1 1972 Universal for >1 year
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Vaccine risks > risk smallpox
Smallpox declared eradicated

9/11, Anthrax, Fear of

additional bioterrorism
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Bioterrorism Exercise

Center for Biosecurity UPMC

DARK WINTER '

Exercise Site Map | Home

b

Overview Home > Events > Dark Winte

Summary
Exercise Overview

Findings
June 22-23, 2001

The Dark Winter exercise portrayed a fictional scenario depicting a
covert smallpox attack on U.S. citizens. The scenario is set in three
wiiN LR successive National Security Council (NSC) meetings (Segments 1,2
and 3) which take place over a period of 14 days. Former senior
government officials played the roles of NSC members responding to
the evolving epidemic; representatives from the media were among
R ' the observers of these mock NSC meetings and played journalists

Exercise Script (PDF)

Briefing Slides

during the scenario's press conferences (see Players List). The
exercise itself was held at Andrews Air Force Base, Washington,
D.C., on June 22-23, 2001.

Exercise developed and
produced by:
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Dec 2001 survey:
75% of adults
would take vaccine
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Smallpox Vaccine Supply and Production

15 million doses i undiluted
75 million @ 1:5 dilution

AvVP N
Vaccine 70-90 million doses

w M‘q 2001 2002 2003 2004 2005
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Response to Smallpox Vaccine by
Dilution in Adults

Dilution No.Vac % Responding
Undiluted 106 97.2 (92.0-99.4)
1:5 234 99.1 (97.0-99.9)
1:10 340 97.1 (94.7-98.6)
680
wv W Frey et al NEJM 2002; 346: 1265-74
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A Multicenter, Randomized, Dose Response
Study of the Safety, Clinical and Immune
Responses of Dryvax Administered to
Children 2to 5 Years of Age

A Protocol prepared June 2002

A Sponsor: National Institutes of Health
A Under FDA IND

A 40 children: 20 undiluted, 20 diluted 1:5
A Compare ftakeorates and side effects

W-WJ Approved by IRBs at Cincinnati Children
nnﬂunﬂ and Kaiser Permanente



Harbor UCLA IRB Review

A CFR 46.405:

I 5 for, 5 against, 1 abstention
I Chair voted to break tie - 6 against

A CFR 46.407
I 11 for, O against
A Aug 5, 2002 Referred to Secretary HHS
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Smallpox Vaccine Day 8
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Robust Take
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Adverse Reactions: Accidental Implantation
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COMMON, IMPRESSIVE, BUT BENIGN; RARELY
CAN SEE STEVENSJOHNSON SYNDROME

Vincent A. Fulginiti, M.D. |



Adverse Reactions: Eczema Vaccinatum
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Disseminated VVaccinia 1 Month after
Vaccination in HIV Infected Recruit

Lesions during the first week of Extensive scarring of the resoling
6 o VaocTiis Batety disseminated disease (day 5) lesions after 9 weeks of passive

W.WJ immunotherapy.

nnflnnin Source: Redfield. NEJM 1987;316(11):673-6.
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