FDA | DN
IAG CONFERENCE CALL: 28 JUNE 1999 _
W\ 'IOPIC. USE OF TBIOMERSAL IN VACClNES
BACKGROUND:
1.) Food and Drug Modernization Act of 1997

Section 413: Food and Drug Administration Study of Mercury Compounds in Drugs and Food
- (November 21, 1999)

D : A.) Complete a list of drugs and foods that contain intentionally introduced mercury
‘- compounds
% ‘(\ " 1) Provxde a quantitative and qualitative analysis of the mercury compounds in the
list

Rf_\V\ (‘){:'Hw.j

I q 2.) List and analysis of contents should be completed within 2 years after
enactment of FDAMA, i.e., November 21, 2001.

B.) Conduct a study of the effect on humans of the use of mercury compounds in nasal
sprays . ,

C.) Conduct a study on mercury sales
1.).The Secretary of HHS, acting through the FDA and subject to appropriatjions,
- shall conduct or shall contract with the IOM of the NAS to conduct a study of the
effect on humans of the use of elemental, organic or morgamce mercury when
offered forsale as a drug or dietary supplement

a.) scope of mercury use as dnig or dietary supplement
. b,) the adverse éffects on health of cﬁﬁaren and other sensitive populations
resultirig from exposure to, or ingestion or inhalation of mercury when so
- used :

2.) Consultation with EPA, chair of Consumier product safety commission, and the
Administrator of the Agency for Toxic Substance and Disease Registry, and any
others needed.

3.) Regulations to be promulgated if data indicate
IL) FDA Actions o

-A.) A working group was formed in FDA to compile the list of products containing
mercury compounds




‘1) This list has been completed and analyzed . , ,
2.) A literature search was completed to examine all published data on the use of
@m mercury compounds in drugs

a.) Drs. Ball and Pratt completed'-this search for vaccine products

~—B") Federal Register notice issued on December 14, 1998, requesting all manufactirers &
submit information on drug products containing mercury

1. The fdllowing-infonnation was requested
a.) Commercial name of products

b.) Mercury éompou_nd chemical name

c.) Quantitative amount of the mercury compound in the product (per dose
or per quantity of product)

d.) Purpose of the mercury compound in the product (if active, state
pharmacological use; if inactive, state the function)

e.) Provide a copy of the product label

g f.) State the amount of the mercury compound used annually in -
@\ : -manufacturing the product.

IH.) European Agency for the Evaluation of Medicinal Products

A.) Working Document from the Muiltidisciplinary. Group on Thiomersal

& Gommittee for Propriectary Medicinal Products”
" Biotechnology - Working Party circulated a report on ihe use of thiomersaland ™
other organomercurials as preservative in biopharmaceuticals to the Safety ,
Working Paity (SWP) and the CPMP :

1.) In Jan/Feb 1998

2.) The SWP examined safety concerns related to the use of thiomersal at their
February 1998 meeting and made preliminary recommendations to the CPMP'

3.) On 22 April 1998, the CPMP agreed on a concept paper on thiomersal which

outlined a multidisciplinary action plan to evaluate the benefit/risk of medicinal
D¢ ; i mersal : ‘ .

4) On 19 October 1998 a}
held (Quality Working-Party, QWP; Biotechnology Working Party, BWP; Safety
NVorking Party, SWP; and Pharmacovigilance Working Party PhWP




A FDAs MedicaWollcy Coordinating’ Co’riﬁuiftee Meeting" (M'PCC)

5.) RECOMMENDATIONS
a.) The presence of thlomersal should be stated on the label

b)ThepaCkagemsert Shouldco. l(o rmation xR ....- the-n3
sensiﬁzauonmre!atxon to tlnomersal and other presmatwes

c)Forvaccmauonmmfants and toddlers the use of vaccines thhout
thiomersal and other mercurial containing preservative should be
w however, mordernotto;eopard:zevacmne supplies and
mmunization programs, it is advisable to introduce requirements for the
ehmmauonoforganomeramalpreservauvesmvaccmesonagradualbasrs
—
B ) In order to drscuss the recommendations of the CPMP Working Docufnent with -
ir ey ageeting under the chalrmanshlp of Dr. Mary Teelmg, was convened o

1 .) Attendees: The European Pharmacopeia, WHO, FDA, and relevajjt
manufacturers orgamzauons , .

2.) Conclusions with respect to vaccines

:2.) The European vaccine manufacturers indicated that for new vaccines
there is currently a move towards the development of preservative-free

- vaccines. Where a preservative is needed, the possibility of reducing the

_ level of the préservative is being actively examined. For existing vaccines

which are already on the market, manufacturers are looking to re-formulate

on a case-by-case basis where feasible, although it was noted that due to .

the complexity of re-formulating and the time involved the main focus ison

new vaccmes and combination vaccines

A.) This is an intemnal CBER comrmttee composed of med:cal officers from each product
office and from the Office of the Director :

1.) Dr Leslie Ball, CBER/Office of Vaccines Research and Review, was invited to
* theJune meeting to discuss her findings in searching the literature for information
.on potential adverse effects from thiomersal used in vaccines

2.). Dr. Neal Halsey was also invited to this meeting becanse he had been

G\Lo\ﬁ“ A apmaﬂ to consider completing studies on the use of thiomersal in
, I o vaccines (Dr. Halsey was not invited to the June 1998 MPCC meetmg in his

capacity as a member of the AAP)
a.) Drs. Ball and Pratt had boen' in.contact with numerous individuals




within the FDA, CDC, NIH, WHO, and investigators from academic
institutions -

V.) CBER’s Pesition
A.) As afollow-up to the 14 December 1998 FR notice, all vaccine manufacturers will be

requested to provide the Agency with information regarding their plans for thiomersal as a
preservative in U.S. licensed vaccines T

1.) The rationale for the continued use of thiomersal, as-well as the feasibility of
eliminating or reducing the amount of thiomersal will be requested

B.) CBER will continue to work with its iAG, VRBPAC, and WHO colleagues as well as
others to study the effects of the use of thiomersal in vaccines on infants and other
sensitive populations (e.g., pregnant women), as per our FDAMA mandate,




‘.««\) Ellenberg, Susan

~ From: Mct.endon, Louann M. lmm3@cde.govl W

Sent: Friday, June 25, 1999 1:04 PM

To: Batbier! m (HRSA); thénw (FDA), Benor, David E. (OS); Breiman, Robert;
Caserta, Vito (HRSA); C 2. Jose; Crawford, Shau ; Cutlin, George (NiH); Donlon,
Jerome A. (FDA); Egan William M. (FDA); E n (F A). Esber, Elaine C. (FDA)
Evans, Gmy (HRSAY); Frischer, Ruth; Gerber, M el Goodman Rita A. (HRSA);
Graydon, Hefiman, Carole; Hoke, Chasles; Hugh%. James; LaMontagne, John;
Landry, Martin; Landry, Steve; Livengood, John; Mahanes, Joan A. HCFA) Mzhoney, Louis
E. (HRSA), Mawle, Alison; Murghy, Rosemarie J. (HCFA), ichols, Bil;
Orensteln, Walt; Postema, Alicia; Puryear, Michele (HRSA); mo . Regina (NlH);
Robinson, Bill A. (HRSA); ‘Schwartz, Benjamin; Sepe@téphen, Snidpe,Dixie; Trump, pa(:d'
Zanca, e :

Ce: Sinkg/fom; Patriarca, Reter A. (FDA); Ball, Ueslic K. (FDA)
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All conference calis are scheduled on Eastern time.
Your Conference name: M_\G .
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not be connected to a conference call without a valid conference code.
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