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April 22, 2019
Siri & Glimstad LLP
Aaron Siri, Esq.
200 Park Avenue
Suite 1700
New York, NY 10166

In reply refer to file: 2018-8865

Dear Mr. Siri,

This is in reply to your Freedom of Information Act (FOIA) request dated October 25, 2018, in
which you requested “a copy of the package insert for each DTP vaccine manufactured by
Connaught Laboratories, Inc. or Connaught Laboratories, Limited and licensed by the FDA.”
Your request was received in the Center for Biologics Evaluation and Research (CBER) on
November 1, 2018.

A search of the application file located the enclosed records.

If you are not satisfied with any aspect of the processing and handling of this request, please
contact:

Food and Drug Administration (FDA)
Sarah Kotler, Director

Division of Freedom of Information, OES
U.S. Food & Drug Administration

5630 Fishers Lane

Room-1035

Rockville, Maryland 20857
301-796-3900 (main)

301-827-9267 (fax)

You also have the right to contact:

FDA FOIA Public Liaison

Office of the Executive Secretariat
5630 Fishers Lane

Room-1050

Rockville, MD 20857

Email: FDAFOIA@fda.hhs.gov




If you have any questions or if | can be of further assistance, please let me know by
referencing the above file number. | can be reached by phone at 240-402-8079 or by e-mail at

John.Hyder@fda.hhs.gov.

Sincerely,

Digitally signed by John M. Hyder -S
DN: c=US, 0=U.S. Government, ou=HHS, ou=FDA,

John M. Hyder -S gm0
Date: 2019.04.22 13:27:38 -04'00'
John Matthew Hyder, Science Disclosure Analyst
Center for Biologics Evaluation and Research
Food and Drug Administration

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
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"SQUIBB,/CONNAUGHT®

DIPHTHERIA AND TETANUS
TOXOIDS AND PERTUSSIS
VACCINE ADSORBED USP

FOR PEDIATRIC USE

SPECIAL NOTICE:' EXPOSURE OF THIS VACCINE TO TEMPERATURES BELOW 2°C (35%F)
OR ABQVE 25°C (77°F) FOR AS LITTLE AS 24 HOURS RESULTS
g\;FE/OMJIIT/ONS WHICH MAKE RESUSPENSION OF THE VACCINE

CULT. :
CARE SHOULD BE TAKEN NOT TO STORE THIS PRODUCT NEAR FREEZ-
ING SURFACES. ALWAYS RETURN UNUSED PORTION TO REFRIGERA-

TION, 2°C TO 8°C (35°F to 46°F), IMMEDIATELY AFTER USE.
gSAI\I/gATI'éJSE IF RESUSPENSION CANNOT BE ACHIEVED BY VIGOROUS

DESCRIPTION

This product combines diphtheria and tetanus toxoids, adsorbed with pertussis vaccine in a
sterile isotonic sodium chioride solution containing sodium phosphate to control pH: each
0.5 ml injection contains not more than 0.25 mg of aluminum added in the form of
aluminum potassium sulfate. Thimerosal (mercury derivative) 4:10,000 is added as a pre-
servative. The mixture provides an immunizing dose of each component in the total dosage
prescribed below. Each single dose contains 4 protective units of Pertussis Vaccine based
on the U.S. Standard Pertussis Vaccine

INDICATIONS

For active immunization of infants and young children against diphtheria, tetanus and
pertussis simultaneously.- Injections should be started at 2 to 3 months of age and be
completed no later than the age of 6 years. Immunization should always be started at once if
whooping cough or diphtheria is present in the community.

CONTRAINDICATIONS

Persons 7 years of age and older should not be immunized with Pertussis Vaccine. Immunization
should be deferred during the course of any acute illness, however, a minor illness not associated
with fever such as a mild upper respiratory infection need not preclude vaccination. The benefit/
risk ratio of routine immunization with this product should be carefully considered by the
responsible physician if the child has a personal or family history of central nervous system
disease or convulsions.? The occurrence of a severe reaction following administration of this
product, consisting of high fever (39°C or above), somnolence, screaming, shock, convulsions,
encephalopathy or thrombocytopenia, is a contraindication to further use of this vaccine.
Anaphylactoid and/or allergic reactions, immunosuppressive therapy, recent gammaglobulin,
plasma, or blood transfusions, immunodeficiency disorders, leukemia, lymphoma, or generalized
malignancy are also contraindications.? Simultaneous administration of DTP with another vaccine
should be avoided unless they have been shown to be effective when used together. The clinical
judgment of the responsible physician should prevail at all times.

The occurrence of any type of neurological symptoms or signs following administration of
this product is an absolute contraindication to further use.

Elective immunization of patients over the age of six months should be deferred during an
outbreak of poliomyelitis

WARNING
This product is not recommended for immunizing persons 7 years of age and older.

The benefit/risk ratio of routine immunization with this product should be carefully consid-
ered by the responsible physician if the child has a personal or family history of central
nervous system disorders or convulsions.? Should any symptomatology related to neuro-
logical disorders develop following administration, do not attempt further administration of
pertussis antigen. The development of “excessive screaming syndrome” is an absolute
contraindication for any further use of pertussis vaccine.

If the vaccine is used in persons receiving immunosuppressive therapy, a recent injection of
immune globulin or having an immunodeficiency disorder, the expected antibody response
may not be obtained.?

Special care should be taken so the injection is not made into a blood vessel.

ADVERSE REACTIONS

Adverse reactions may be local and include pain, erythema, tenderness, heat, edema and
induration at the site of injection. Significant reactions attributed to the pertussis vaccine
component have been high fever (greater than 39°C), a transient shock-like episode, exces-
sive screaming. somnolence. convulsions, encephalopathy, thrombocytopenia, and
hemolytic anemia.?-* Such reactions almost always appear within 24 to 48 hours after
injection but have been thought to occur after an interval as long as seven days. A small
nodule may develop at the site of injection and remain for a few weeks before being
completely absorbed. Sterile abscesses have been reported. Systemic reactions include mild
to moderate transient fever, chills, malaise, and irritability.

Neurological disorders such as encephalopathy, possibly due to the pertussis component,
have been reported to occur rarely following the injection of this product and they may be
fatal or result in permanent damage to the central nervous system

There have been rare reports of Sudden Infant Death Syndrome (crib death) after the
administration of DTP Vaccine. However, available data indicate no association between DTP
vaccination. in general. and sudden infant death, in particular.®
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Neurological complications have been reported. These include cochlear lesion,® brachial
plexus neuropathies,”: ® paralysis of the radial nerve,® paralysis of the recurrent nerve,'
accommodation paresis, EEG disturbances, and one reported case of swallowing diffi-
culty.” In the differential diagnosis of polyradiculoneurapathies following administration of
tetanus toxoid, tetanus toxoid should be considered as a possible etiology.'*

Should symptomatology referable to the central nervous system develop following adminis-
tration, no further immunization with this product should be attempted.

The benefit/risk ratio of routine immunization with this product should be carefully consid-
ered by the responsible physician for patients with acute infections or a personal or family
history of neurological disturbances.?

Epinephrine Injection (1:1000) must always be immediately available to combat unexpected
anaphylactoid and other allergic reactions.

DOSAGE
SHAKE VIAL WELL before withdrawing each dose. Product contains a bacterial suspension
Vigorous agitation may be required to resuspend the contents of the vial

Primary Immunization'®. '*

For children 2 months through 6 years (ideally beginning at age 2-3 months or at time of a
6-week “check-up”).

Give 0.5 mlintramuscularly on three occasions at 4-6 week intervals with a reinforcing dose
given approximately one year after the third injéction.

Booster Immunization™

For children between 4 and 6 years of age (preferably at time of school entrance, kindergar-
ten or elementary school), 0.5 ml intramuscularly.

Thereafter, and for all other individuals, booster immunization should be with Tetanus and
Diphtheria Toxoids Adsorbed (FOR ADULT USE), at intervals of 10 years. Persons 7 years of
age and older should not be immunized with Pertussis Vaccine.

CAUTION

A separate sterile syringe and needle or a sterile disposable unit should be used for each
individual patient to prevent transmission of hepatitis or other infectious agents from one
person to another.

ADMINISTRATION .-t .
Inject deeply into muscle tissue; superficial or subcutaneous injections are more painful.
The vastus lateralis (mid-thigh laterally) is the preferred injection site for infants. During the
course of primary immunization, inoculations should not be made more than once at the
same site.

HOW SUPPLIED
Vial, 7.5 mi

STORAGE
Store between 2°-8°C (35°-46°F). DO NOT FREEZE.

REFERENCES
1..Data available from Connaught Laboratories, Inc.
Active Immunization Procedures. Report of the Committee on Infectious Diseases.
American Academy of Pediatrics, Evanston, lllinois, p. 9, 13, 1977
Pertussis. Report of the Committee on Infectious Diseases. American Academy of
Pediatrics, Evanston, lllinois, p. 205, 1977
Haneberg, B., Matre, R.. Winsnes, R., Dalen, A., Vogt, H., Finne, PH.: Acute hemoly-
tic anemia related to diphtheria-pertussis-tetanus vaccination. Acta Paediatr. Scand.
67:347-350, 1978
Follow-up on DTP vaccination and sudden infant deaths-Tennessee. MMWR 28: 134-
135, 1979 ” .
Wirth, G.: Reversible Kochlearisschadigung nach Tetanol-Injektion. Munch. med
Wschr. 107: 379-381, 1965 i . .
. Gersbach, P, Waridel, D.: Paralysis apres prevention antitetanique. Schweiz. med
Wschr. 106: 150-153, 1976
. Tsairis, P., Duck, PJ., Mulder, D.W.: Natural history of brachial plexus neuropathy.
Arch. Neural. 27: 109-117, 1972
Blumstein, G.1.. Kreithen. H.: Peripheral neuropathy following tetanus toxoid adminis-
tration. J.A.M.A. 198: 1030-1031, 1966
. Eicher, W., Neundorfer, B.: Recurrenslahmung nach Tetanustoxoid—Auffrischimpfung
Munch. med. Wschr. 34: 1692-1695, 1969 .
Harrer, G., Melnizky, U., Wendt, H.: Akkomadationsparese und Schlucklahmung nach
Tetanus-Toxoid-Auffrischimpfung. Wien. med. Wschr. 15: 296-297, 1971
12. Schlenska, G.K.: Unusual neurological complications following tetanus toxoid adminis-
tration, J. Neurol. 215: 209-302, 1977
13. Active Immunization Procedures. Report of the Committee on Infectious Diseases.
American Academy of Pediatrics, Evanston, lllinois, p. 3, 1977
4. Advisory Committee on Immunization Practices. Diphtheria and Tetanus Toxoids and
Pertussis Vaccine. MMWR 26: 401-402, 1977
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For information contact: SQUIBB/CONNAUGHT, Inc.
P.0. Box 3028 330 Alexander St.  Princeton, NJ 08540

SQUIBB/CONNAUGHT, Inc. is jointly owned by Squibb and Connaught.
SQUIBB® s a trademark owned by E.R. Squibb & Sons, Inc., licensed to Connaught.
CONNAUGHT @ is a trademark owned by Connaught Labs.

Mfd. by: CONNAUGHT LABORATORIES, INC. Product information

Swiftwater, Pennsylvania 18370 as of July, 1980
Distributed by: E.R. SQUIBB & SONS, Inc. Printed in U.S.A
Princeton, New Jersey 08540 0779
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CONNAUGHT ?

DIPHTHERIA AND TETANUS TOXO0IDS
AND PERTUSSIS VACCINE ADSORBED USP

FOR PEDIATRIC USE

SPECIAL NOTICE:" EXPOSURE OF THIS VACCINE TO TEMPERATURES BELOW 2°C (35°F)
OR ABOVE 25°C (77°F) FOR AS LITTLE AS 24 HOURS RESULTS
%FFCI(():Z?;TIONS WHICH MAKE RESUSPENSION OF THE VACCINE
CARE SHOULD BE TAKEN NOT T0 STORE THIS PRODUCT NEAR FREEZ-
ING SURFACES. ALWAYS RETURN UNUSED PORTION TO REFRIGERA-
TION, 2°C TO 8°C (35°F to 46°F), IMMEDIATELY AFTER USE.
ggAA;((?ACéJSE IF RESUSPENSION CANNOT BE ACHIEVED BY VIGOROUS

DESCRIPTION

This product combines diphtheria and tetanus toxoids, adsorbed with pertussis vaccine in a
sterile isotonic sodium chloride solution containing sodium phosphate to control pH; each
0.5 ml injection contains not more than 0.25 mg of aluminum added in the form of
aluminum potassium sulfate. Thimerosal (mercury derivative) 1:10,000 is added as a pre-
servative. The mixture provides an immunizing dose of each component in the total dosage
prescribed below. Each single dose contains 4 protective units of Pertussis Vaccine based
on the U.S. Standard Pertussis Vaccine.

INDICATIONS

For active immunization of infants and young children against diphtheria, tetanus and
pertussis simultaneously. Injections should be started at 2 to 3 months of age and be
completed no later than the age of 6 years. Immunization should always be started at once if
whooping cough or diphtheria is present in the community.

CONTRAINDICATIONS

Persons 7 years of age and older should not be immunized with Pertussis Vaccine. Immunization
should be deferred during the course of any acute iliness, however, a minor illness not associated
with fever such as a mild upper respiratory infection need not preclude vaccination. The benefi
risk ratio of routine immunization with this product should be carefully considered by the
responsible physician if the child has a personal or family history of central nervous system
disease or convulsions.? The occurrence of a severe reaction following administration of this
product, consisting of high fever (39°C or above), somnolence, screaming, shock, convulsions,
encephalopathy or thrombocytopenia, is a contraindication to further use of this vaccine.
Anaphylactoid and/or allergic reactions, immunosuppressive therapy, recent gammaglobulin,
plasma, or blood transfusions, immunodeficiency disorders, leukemia, lymphoma, or generalized
malignancy are aiso contraindications. Simultaneous administration of DTP with another vaccine
should be avoided unless they have been shown to be effective when used together. The clinical
judgment of the responsible physician should prevail at all times.

The occurrence of any type of neurological symptoms or signs following administration of
this product is an absolute contraindication to further use.

Elective immunization of patients over the age of six months should be deferred during an
outbreak of poliomyelitis.

WARNING
This product is not recommended for immunizing persons 7 years of age and older.

The benefit/risk ratio of routine immunization with this product should be carefully consid-
ered by the responsible physician if the child has a personal or family history of central
nervous system disorders or convulsions.? Should any symptomatology related to neuro-
logical disorders develop following administration, do not attempt further administration of
pertussis antigen. The development of “excessive screaming syndrome” is an absolute
contraindication for any further use of pertussis vaccine.

If the vaccine is used in persons receiving immunosuppressive therapy, a recent injection of
immune globulin or having an immunodeficiency disorder, the expected antibody response
may not be obtained.?

Special care should be taken so the injection is not made into a blood vessel.

ADVERSE REACTIONS ) .

Adverse reactions may be local and include pain, erythema, tenderness, heat, edema and
induration at the site of injection. Significant reactions attributed to the pertussis vaccine
component have been high fever (greater than 39°C), a transient shocklike episode, exces-
sive screaming, somnolence, convulsions, encephalopathy, thrombocytopenia, and
hemolytic anemia.® ¢ Such reactions almost always appear within 24 to 48 hours after
injection but have been thought to occur after an interval as long as seven days. A small
nodule may develop at the site of injection and remain for a few weeks before being
completely absorbed. Sterile abscesses have been reported. Systemic reactions include mild
to moderate transient fever, chills, malaise, and irritability.

Neurological disorders such as encephalopathﬁ, possibly due to the pertussis component,
have been reported to occur rarely following the injection of this product and they may be
fatal or result in permanent damage to the central nervous system.

There have been rare reports of Sudden Infant Death Syndrome (crib death) after the
administration of DTP Vaccine. However, available data indicate no association between DTP
vaccination, in general, and sudden infant death, in particular.®

Neurological complications have been reported. These include cochlear lesion,® brachial
plexus neuropathies,”® paralysis of the radial nerve,® paralysis of the recurrent nerve,'®
accommodation paresis, EEG disturbances, and one reported case of swallowing diffi-
culty.” In the differential diagnosis of polyradiculoneuropathies following administration of
tetanus toxoid, tetanus toxoid should be considered as a possible etiology."
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Should symptomatology referable to the central nervous system develop following adminis-
tration, no further immunization with this product should be attempted. ;
The benefit/risk ratio of routine immunization with this product should be carefully consid-
ered by the responsible physician for patients with acute infections or a personal or family
history of neurological disturbances. .

Epinephrine Injection (1:1000) must always be immediately available to combat unexpected
anaphylactoid and other allergic reactions.

DOSAGE ’
SHAKE VIAL WELL before withdrawing each dose. Product contains a chterial suspension.
Vigorous agitation may be required to resuspend the contents of the vial.

Primary Immunization'®. * )

For children 2 months through 6 years (ideally beginning at age 2-3 months or at time ofa
6-week “check-up”). ) oy

Give 0.5 ml intramuscularly on three occasions at 4-6 week intervals with a reinforcing dose
given approximately one year after the third injection.

Booster Immunization'®: " ) _

For children between 4 and 6 years of age (preferably at time of school entrance, kindergar-
ten or elementary school), 0.5 ml intramuscularly. .

Thereafter, and for all other individuals, booster immunization should be with Tetanus and
Diphtheria Toxoids Adsorbed (FOR ADULT USE), at intervals of 10 years. Persons 7 years of
age and older should not be immunized with Pertussis Vaccine.

CAUTION 5

A separate sterile syringe and needle or a sterile disposable unit should be used for each
individual patient to prevent transmission of hepatitis or other infectious agents from one
person to another.

ADMINISTRATION il ,
Inject deeply into muscle tissue; superficial or subcutaneous injections are more painful.
The vastus lateralis (mid-thigh laterally) is the preferred injection site for infants. During the
course of primary immunization, inoculations should not be made more than once at the
same site.

HOW SUPPLIED
Vial, 7.5 ml

STORAGE
Store between 2°-8°C (35°-46°F). DO NOT FREEZE.

REFERENCES )

1. Data available from Connaught Laboratories, Inc. ) )
" Active Immunization Procedures. Report of the Committee on Infectious Diseases.
American Academy of Pediatrics, Evanston, lllinois, p. 9, 18, 1977 .
Pertussis. Report of the Committee on Infectious Diseases. American Academy of
Pediatrics, Evanston, lliinois, p. 205, 1977
Haneberg, B., Matre, R., Winsnes, R., Dalen, A., Vogt, H., Finne, PH.: Acute hemoly-
tic anemia related to diphtheria-pertussis-tetanus vaccination. Acta Paediatr. Scand.
67:347-350, 1978
_ Follow-up on DTP vaccination and sudden infant deaths-Tennessee. MMWR 28: 134-
135, 1979 N .
Wirth, G.: Reversible Kochlearisschadigung nach Tetanol-Injektion. Munch. med.
Wschr. 107: 379-381, 1965
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7 Gersbach, P, Waridel, D.: Paralysis apres prevention antitetanique. Schweiz. med.
Wschr. 106: 150-153, 1976

8. Tsairis, P., Duck, PJ., Mulder, D.W.: Natural history of brachial plexus neuropathy.
Arch. Neurol. 27: 109-117, 1972

9. Blumstein, G.I., Kreithen, H.: Peripheral neuropathy following tetanus toxoid adminis-
tration. J.A.M.A. 198: 1030-1031, 1966 o

10. Eicher, W., Neundorfer, B.: Recurrenslahmung nach Te toxoid—Auff pfung.

Munch. med. Wschr. 34: 1692-1695, 1969 .

11. Harrer, G., Melnizky, U., Wendt, H.: Akkomadationsparese und Schiucklahmung nach
Tetanus-Toxoid-Auffrischimpfung. Wien. med. Wschr. 15: 296-297, 1971 [

12. Schlenska, G.K.: Unusual neurological complications following tetanus toxoid adminis-
tration, J. Neurol. 215: 209-302, 1877 -

13. Active Immunization Procedures. Report of the Committee on Infectious Diseases.
American Academy of Pediatrics, Evanston, lllinois, ﬂ 3, 1977 ;

14. Advisory Committee on Immunization Practices. Diphtheria and Tetanus Toxoids and
Pertussis Vaccine. MMWR 26: 401-402, 1977
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DIPHTHERIA AND TETANUS >
- TOXOIDS AND PERTUSSIS -
VACCINE ADSORBED USP

FOR PEDIATRIC USE

SPECIAL NOTICE:" :
EXPOSURE OF THIS VACCINE TO TEMPERATURES BELOW 2°C (35°F) OR ABOVE 25°C
(77°F) FOR AS LITTLE AS 24 HOURS RESULTS IN CONDITIONS WHICH MAKE
RESUSPENSION OF THE VACGINE DIFFICULT.
CARE SHOULD BE TAKEN NOT TO STORE THIS PRODUCT NEAR FREEZING SUR-
FACES. ALWAYS RETURN UNUSED PORTION TO REFRIGERATION, 2°C T0 8°C (35°F
TO 46°F) IMMEDIATELY AFTER USE.
DO NOT USE IF RESUSPENSION CANNOT BE ACHIEVED BY VIGOROUS SHAKING.
DESCRIPTION

This product combines diphtheria and tetanus toxoids, adsorbed with pertussis vaccine in a
sterile isotonic sodium chloride solution containing sodium phosphate to control pH; each 0.5
ml injection contains not more than 0.25 mg of aluminum added in the form of aluminum
potassium sulfate. Thimerosal (mercury derivative) 1:10,000 is added as a preservative. The
mixture provides an immunizing dose of each component in the total dosage prescribed
below. Each single dose contains 4 protective units of Pertussis Vaccine based on the U.S.
Standard Pertussis Vaccine.

INDICATIONS

For active immunization of infants and young children against diphtﬁeria, tetanus and per-
tussis simultaneously. Injections should be started at 2 to 3 months of age and be completed
no later than the age of 6 years. Immunization should always be started at once if whooping
cough or diphtheria is present in the community.

CONTRAINDICATIONS

Persons 7 years of age and older should not be immunized with Pertussis Vaccine. Im-
munization should be deferred during the course of any acute illness; however, a minor ill-
ness not associated with fever such as a mild upper respiratory infection need not preclude
vaccination. The benefit/risk ratio of routine immunization with this product should be
carefully considered by the responsible physician if the child has a personal or family history
of central nervous system disease or convulsions.? The occurrence of a severe reaction
following administration of this product, consisting of high fever (39°C or above), som-
nolence, screaming, shock, convulsions, encephalopathy or thrombocytopenia, is a con-
traindication to further use of this vaccine. ‘Anaphylactoid and/or allergic reactions, im-
munosuppressive therapy, recent gamma-globulin, plasma, or blood transfusions, immuno-
deficiency disorders, leukemia, lymphoma, or generalized malignancy are also contraindica-
tions. Simultaneous administration of DTP with another vaccine should be avoided unless
they have been shown to be effective when used together. The clinical judgment of the
responsible physician should prevail at all times,

The occurrence of any type of neurological symptoms or signs following acministration of this
product is an absolute contraindication to further use.

Elective immunization of patients over the age of six months should be deferred during an
outbreak of poliomyelitis.

WARNING

This product is not recommended for immunizing persons 7 years of age and older.

The benefit/risk ratio of routine immunization with this product should be carefully con-
sidered by the responsible physician if the child has a personal or family history of central
nervous system disorders or convulsions.2 Should any symptomatology related to
neurological disorders develop following administration, do not attempt further administra-
tion of pertussis antigen. The development of *‘excessive screaming syndrome'" is an ab-
solute contraindication for any further use of pertussis vaccine.

If the vaccine is used in persons receiving immunosuppressive therapy, a recent injection of
immune globulin or having an immunodeficiency disorder, the expected antibody response
may not be obtained,?

Special care should be taken so the injection is noi_made into a blood vessel.

ADVERSE REACTIONS

Adverse reactions may be local and include pain, erythema, tenderness, heat, edema and in-
duration at the site of injection. Significant reactions attributed to the pertussis vaccine com-
ponent have been high fever (greater than 39°C), a transient shock-like episode, excessive
screaming, somnolence, convulsions, encephalopathy, thrombocytopenia and hemolytic
anemia.** Such reactions almost always appear within 24 to 48 hours aiter injection but
have been thought to occur after an interval as long as seven days. A small nodule may
develop at the site of injection and remain for a few weeks before being completely absorbed.
Sterile abscesses have been reported. Systemic reactions include mild to moderate transient
fever, chills, malaise, and irritability.
Neurological disorders such as encephalopathy, possibly due to the pertussis component,
have been reported to occur rarely following the injection of this product and they may be
fatal or result in permanent damage to the central nervous system.
There have been rare reports of Sudden Infant Death Syndrome (crib death) after the ad-
ministration of DTP vaccine. However, available data indicate no association between DTP
vaccination, in general, and sudden infant death, in particular.® o
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i omplications have been reported. These:include cochlear- lesion;® brachial
g&zliz(gorgéﬁ";:);athigs."" paralysis of the radial nerve,® paralysis of the recu‘rrerg_fr;_ervlti““‘ ‘alcn
commodation paresis, EEG disturbances, and one _reporllled case of swallowing di |::u y. o
the differential diag of polyradi pathies following ad ation of tetanus
oid, tetanus toxoid should be considered as a possible etiology.'* )
Should symptomatology. referable ta the c'e.mral-newous system develop following ad-
ministration, no further immunization with this product should be attempted.

The benefit/risk ratio"of routine immunization with.this product should be carefully co‘rlx-
sidered by the responsible physician for patients with acute infections or a personal or family
history of neurological disturbances.? : ; S
Epinephrine injection (1:1000) must a‘Iways be immediately available to combat unexpecte:
anaphylactoid and other allergic reactions.

DOSAGE ‘ ‘ _
SHAKE WELL before withdrawing each dose. Product contains a chterlal suspension.
Vigorous agitation may be required to resuspend the contents of the vial.

Primary Immunization'®>'* ‘
For children 2 months through 6 years (ideally beginning at age 2-3 months or at time of a
6-week ‘‘check-up"’). ] : : :

Give 0.5 ml intramuscularly on three occasions at 4-6 week intervals with a reinforcing dose
given approximately one year after the third injection.

Booster Immunization':

For children between 4 and 6 years of age (preferably at time of school entrance,
kindergarten or elementary school), 0.5 ml intramuscular!y_. )

Thereafter, and for all other individuals, booster immunization should be with Tetanus and
Diphtheria Adsorbed (FOR ADULT USE), at intervals ofl10 yeqrs. : :

Persons 7 years of age and older should not be immunized with Pertussis Vaccine.

CAUTION .

i i ile di e uni be used for each in-
A separate sterile syringe and needle or a sterile dvlsposable unit s[lould )
divid%ai patient to pyrevem transmission of hepatitis or other infectious agents from one per
son to another.

ADMINISTRATION ot am g
Inject deeply into muscle tissue; superﬂcialorsubcutaqequs_mlec.lonsar_e ul.
vaJstus Iatgr);lis (mid-thigh laterally) is the preferred injection site for infants. During Ine
course of primary immunization, inoculations should not.be made more than once at the
same site.

HOW SUPPLIED
Vial, 7.5 ml - Product Number 1946-33

STORAGE
Store between 2°-8°C (35°-46°F). DO NOT FREEZE.

REFERENCES o\l

1. Data available from Connaught Laboratories, Inc. b 4 !

2. Active Immunization Procedures. Report of t‘he_Cammmee on Infectious Diseases.
American Academy of Pediatrics, Evanston, lllinois, p. 9, 18, 1977 f .

3. Pertussis. Report of the Committee on Infectious Diseases. American Academy of
Pediatrics, Evanston, lllinois, p. 205, 1977 \ N ;

4. Haneberg, B., Matre, R., Winsnes, R., Dalen, A., Vogt, H.., Emne, P.Hat A_cule
hemolytic anemia related to diphtheria-pertussis-tetanus vaccination. Acta Paediatr.
Scand. 67:347-350, 1978 .

5. Follow-up on DTP vaccination and sudden infant deaths-Tennessee. MMWR
28:134-135, 1979 by )

6. Wirth, G.. Reversible Kochlearisschadigung nach Tetanol-Injektion. Miinch. med.

Wschr. 107:379-381, 1965 ;i . ‘ ;

. Gersbach, P., Waridel, D.: Paralysis aprés prévention antitétanique. Schweiz.
d. Wsehr. 106:150-153, 1976 1
3 rTnseairis, P., Duck, P.J., Mulder, D.W.. Natural history of brachial plexus neuropathy.

Arch. Neurol. 27:109-117, 1972 -

. Blumstein, G.I., Kreithen, H.: Peripheral neuropathy following tetanus toxoid ad-
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DIPHTHERIA AND TETANUS TOXOIDS
AND PERTUSSIS VACCINE ADSORBED USP

? FOR PEDIATRIC USE

SPECIAL NOTICE:' EXPOSURE OF THIS VACCINE TO TEMPERATURES BELOW 2°C (35°F)
OR ABOVE 25°C (77°F) FOR AS LITTLE AS 24 HOURS RESULTS
g\;Fggﬁ?T/TIONS WHICH MAKE RESUSPENSION OF THE VACCINE
CARE SHOULD BE TAKEN NOT TO STORE THIS PRODUCT NEAR FREEZ-
ING SURFACES. ALWAYS RETURN UNUSED PORTION TO REFRIGERA-
TION, 2°C TO 8°C (35°F to 46°F), IMMEDIATELY AFTER USE.
ggAl\’l(%' éISE IF RESUSPENSION CANNOT BE ACHIEVED BY VIGOROUS

DESCRIPTION ¢

This product combines diphtheria and tetanus toxoids, adsorbed with pertussis vaccine in a
sterile isotonic sodium chloride solution containing sodium phosphate to control pH; each
0.5 ml injection contains not more than 0.25 mg of aluminum added in the form of
aluminum potassium sulfate. Thimerosal (mercury derivative) 1:10,000 is added as a pre-
_servative. The mixture provides an immunizing dose of each component in the total dosage
prescribed below. Each single dose contains 4 protective units of Pertussis Vaccine based
on the U.S. Standard Pertussis Vaccine.

INDICATIONS

For active immunization of infants and young children a%ainst diphtheria, tetanus and
pertussis simultaneously. Injections should be started at 2 to 3 months of age and be
completed no later than the age of 6 years. Immunization should always be started at once if
whooping cough or diphtheria is present in-the community.

CONTRAINDICATIONS i

Persons 7 years of age and older should not be immunized with Pertussis Vaccine. Immunization
should be deferred during the course of any acute illness, however, a minor illness not associated
with fever such as a mild upper respiratory infection need not preclude vaccination. The benefit/
risk ratio of routine immunization with this product should be carefully considered by the
responsible physician if the child has a personal or family history of central nervous system
disease or convulsions.2 The occurrence of a severe reaction following administration of this
product, consisting of high fever (39°C or above), somnolence, screaming, shock, convulsions,
encephalopathy or thrombocytopenia, is a contraindication to further use of this vaccine.
Anaphylactoid and/or allergic reactions, immunosuppressive therapy, recent gammaglobulin,
plasma, or blood transfusions, immunodeficiency disorders, leukemia, lymphoma, or generalized
malignancy are also contraindications.? Simultaneous administration of DTP with another vaccine
should be avoided unless they have been shown to be effective when used together. The clinical
judgment of the responsible physician should prevail at all times.

The occurrence of any type of neurological symptoms or signs following administration of
this product is an absolute contraindication to further use.

Elective immunization of patients over the age of six months should be deferred during an
outbreak of poliomyelitis.

WARNING 4
This product is not recommended for immunizing persons 7 years of age and older.

The benefit/risk ratio of routine immunization with this product should be carefully consid-
ered by the responsible physician if the child has a personal or family history of central
nervous system disorders or convulsions.? Should any symptomatology related to neuro-
logical disorders develop following administration, do not attempt further administration of
pertussis antigen. The development of “excessive screaming syndrome” is an absolute
contraindication for any further use of pertussis vaccine.

f the vaccine is used in persons receiving immunosuppressive therapy, a recent injection of
immune globulin or'having an immunodeficiency disorder, the expected antibody response
may not be obtained.?

Special care should be taken so the injection is not made into a blood vessel.

ADVERSE REACTIONS

Adverse reactions may be local and include pain, erythema, tenderness, heat, edema and
induration at the site of injection. Significant reactions attributed to the pertussis vaccine
component have been high fever (greater than 39°C), a transient shocklike episode, exces-
sive screaming, somnolence, convulsions, encephalopathy, thrombocytopenia, and
hemolytic anemia.?:* Such reactions almost always appear within 24 to 48 hours after
injection but have been thought to occur after an interval as long as seven days. A small
nodule may develop at the site of injection and remain for a few weeks before being
completely absorbed. Sterile abcesses have been reported. Systemic reactions include mild
to moderate transient fever, chills, malaise, and irritability. :

Neurological disorders such as encephalopathg, possibly due to the pertussis component,
have been reported to occur rarely following the injection of this product and they may be
fatal or result in permanent damage to the central nervous system.

There have been rare reports of Sudden Infant Death Syndrome (crib death) after the
administration of DTP Vaccine. However, available data indicate no association between DTP
vaccination, in general, and sudden infant death, in particular.®

Neurological complications have been reported. These include cochlear lesion,® brachial
plexus neuropathies,”® paralysis of the radial nerve,® paralysis of the recurrent nerve,™
accommodation paresis, EEG disturbances, and one reported case of swallowing diffi-
culty." In the differential diagnosis of polyradiculoneuropathies following administration of
tetanus toxoid, tetanus toxoid should be considered as a possible etiology. "
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Should symptomatology referable to the central nervous system develop following adminis-
tration, r)|’o f‘:mher immunization with this product should be attempted. ;
The benefit/risk ratio of routine-immunization with this product should be carefully consid--
ered by the responsible phy ician for pati with acute ir or a personal or:fa)mﬂy
history of neurological disturbances 2 ! . g, = 3
Epinerzhrine |n]ecti%n (1:1000) must always be immediately available to combat unexpected
anaphylactoid and other allergic reactions. : :

DOSAGE ) : -
SHAKE VIAL WELL before withdrawing each dose. Product contains a bacterial suspension.
Vigorous agitation may be required to resuspend the contents of the vial.

Primary Immunization™. ** 2 X

For ch?dren 2 months through 6 years (ideally beginning at age 2-3 months or at time of 8
-week “check-up”). ] il

gi\% 0.5ml iuuu.p ) larly on three o s at 4-6 week intervals with a reinforcing dose

given approximately one year after the third injection.

Booster Immunization®*, * ! .
For children between 4 and 6 years of age (prefler;limy at time of school entrance, kindergar-
ten or elementary school), 0.5 ml intramuscularly. 7

19hereaﬂer, and ‘%r all oth)er individuals, booster immunization should be with Tetanus and
Diphtheria Toxoids Adsorbed (FOR ADULT USE}’; atintervals of 10 years. Persons 7 years of
age and older should not be immunized with Pertussis Vaccine:

CAUTION el e
A separate sterile syringe and needle or a sterile disposable unit should be used for each
individual patient to prevent transmission of hepatitis or other infectious agents from one

person to another.

ADMINISTRATION - 3
Inject deeply into muscle tissue; superficial or subcutaneous injections are more pamful.
The vastus lateralis (mid-thigh laterally) is the preferred injection site for infants. During the

course of primary. immunization, inoculations should not be made more than once at the
same site.

HOW SUPPLIED
Vial, 7.5 ml

STORAGE |
Store between 2°-8°C (35°-46°F). DO NOT FREEZE.

REFERENCES <
1. Data available from Connaught Laboratories, Inc.

2. Active Immunization Procedures. Report of the Committee on Infectious Diseases.
American Academy of Pediatrics, Evanston, lllinois, S 9, 13,1977 :

3. Pertussis. Report of the Committee on Infectious Diseases. American Academy of
Pediatrics, Evanston, lllinois, p. 205, 1977 )

4. Haneberg, B., Matre, R., Winsnes, R., Dalen, A., Vogt, H., Finne, PH.: Acute hemoly-
tic anemia related to diphtheria-pertussis-tetanus vaccination. Acta Paediatr. Scand.
67:347-350, 1978 ! ) :

5. Follow-up on DTP vaccination and sudden infant deaths-Tennessee. MMWR 28: 134-
135, 1979 \ - = P

6. V\?l?‘m G.: Reversible Kochlearisschadigung nach Tetanol-Injektion. Munch.” med.

hr. 107; 379-381, 1965 Y., N 3

T Gwesrgb;ch, P, Waridel, D.: Paralysis apres prévention antitetanique. Schweiz. med.

hr. 106: 150-153, 1976 )

8. 'Vl'g:fnsr P, Duck, PJ., Mulder, D.W.: Natural history of brachial plexus neuropathy.
Arch. Neural. 27; 109-117, 1972 . : Hor

9. Blrgmstein, G.l., Kreithen, H.: Periphegrgl6 neuropathy following tetanus toxoid adminis-
tration. J.A.M.A. 198: 1030-1031, 19¢ ; 1 e

10. Eicher, W., Neundorfer, B.: Recur nach Tet yxoid—Auffrischimpfung.
Munch. med. Wschr. 34: 1692-1695, 1969 o oy :

11. Harrer, G., Melnizky, U., Wendt, H.: Akkomadatic und Sc ymung nacl
Tetanus-Toxoid-Auffrischimpfung. Wien. med. Wschr, 15: 296-297, 1971 - g

12. Schlenska, G.K.: Unusual neurological complications following tetanus toxoid adminis-

ion, J. Neurol. 215: 209-302, 1977 : 3 1

13. tArg::\?: Immunization Procedures. ERepO{t of"t|he pomm:;m%eg;)_;\ Infectious Diseases.
ican Academy of Pediatrics, Evanston, lllinois, p. o, k-

14. ﬁg:l?s"ocg/nCommitteye on Immunization Practices. DlpF\therla and Tetanus Toxoids qu
Pertussis Vaccine. MMWR 26: 401-402, 1977 . 3

Product information as of July, 1980

Manufactured by:

CONNAUGHT LABORATORIES, INC.
Swiftwater, PA 18370, U.S.A.

Dist. in the Continental U.S.A. by:
Elkins-Sinn, Inc. )

A subsidiary of A.H. Robins Company
2 Esterbrook Lane

Cherry Hill, NJ 08034, U.S.A.

Printed in U.S.A.
0258

Al EYeyls

()
)
€D
Ul
\J



DIPHTHERIA AND TETANUS TOXO0IDS
AND PERTUSSIS VACCINE ADSORBED USP

FOR PEDIATRIC USE

COMPOSITION/DESCRIPTION

This product combines diphtheria and tetanus toxoids, adsorbed with pertussis vaccine in a
sterile isotonic sodium chloride solution containing sodium phosphate to control pH; each
0.5 ml. injection contains not more than 0.25 mg. of aluminum added in the form of
aluminum potassium sulfate. 1:10,000 thimerosal (mercury derivative) is added as a preser-
vative. Each total immunizing course supplies one immunizing dose of each agent. Each
single dose contains 4 protective units of Pertussis Vaccine based on the U.S. Standard
Pertussis Vaccine.

INDICATIONS

For active immunization of infants and young children against diphtheria, tetanus and
pertussis simultaneously. Injections should be started at 2 to 3 months of age and be
completed no later than the age of 6 years. Immunization should always be started at once if
whooping cough or diphtheria is present in the community.

ADMINISTRATION

Inject deeply inte muscle tissue; superficial or subcutaneous injections are more painful. The
vastus lateralis (mid-thigh laterally) is the preferred injection site for infants. During the
course of primary immunization, inoculations should not be made more than once at the
same site.

DOSAGE

SHAKE WELL before withdrawing each dose. Product contains a bacterial suspension.
Vigorous agitation may be required to resuspend the contents of the vial.

Primary Immunization™* ]

For children 2 months through 6 years (ideally beginning at age 2-3 months or at time of a
6-week “‘check-up”).

Give 0.5 ml. intramuscularly on three occasions at 4-6 week intervals with a reinforcing dose
given approximately one year after the third injection.

Booster Immunization"*
For children between 4 and 6 years of age (preferably at time of school entrance, kindergarten
or elementary school), 0.5 ml. intramuscularly.

Thereafter, and for all other individuals, booster immunization should be with Tetanus and
Diphtheria Toxoids Adsorbed (FOR ADULT USE), at intervals of 10 years. Children beyond the
age of 6 years should not be immunized with Pertussis Vaccine.

CONTRAINDICATIONS

Immunization injections should be deferred during the course of any acute illness. Routine
immunization with this product should not be attempted if the child has a personal or family
history of central nervous system disease or convulsions.® The development of “‘excessive
screaming syndrome’ following any inoculation with this product or vaccine containing the
pertussis component is an absolute contraindication for further pertussis vaccine. If shock,
convulsions, encephalopathy and thrambocytopenia develop after pertussis inoculation and
the physician believes they are due to the pertussis antigen, then this represents absolute
contraindication to further use of pertussis vaccine. The clinical judgment of the responsible
physician should prevail at all times.
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The occurrence of any type of neurological symptoms or signs following administration of
this product is an absolute contraindication to further use.

Elective immunization of patients over the age of six months should be deferred during an
outbreak of poliomyelitis.

WARNING

This product is not recommended for immunizing persons over six years of age.

Do not attempt routine immunization if the child has a personal or family history of central
nervous system disorders or convulsions. Should any symptomatology related to neurologi-
cal disorders develop following administration do not attempt further administration of
pertussis antigen. The development of “‘excessive screaming syndrome” is an absolute
contraindication for any further use of pertussis vaccine.

If the vaccine is used in persons receiving immunosuppressive therapy, the expected
antigenic response may not be obtained.

Special care should be taken so the injection is not made into a blood vessel.

CAUTION

A separate sterile syringe and needle or a sterile disposable unit should be used for each
individual patient to prevent transmission of homologous serum hepatitis or other infectious
agents from one person to another.

ADVERSE REACTIONS ) )
Adverse reactions may be local and include pain, erythema, tenderness and induration at the
site of injection. Significant reactions attributed to the pertussis vaccine component have
been high fever (greater than 39.5°C.), a transient shock-like episode, excessive screaming,
somnolence, convulsions, encephalopathy and thrombocytopenia. Such reactions almost
always appear within 24 to 48 hours after injection but have been thought to occur after an
interval as long as seven days. A small nodule may develop at the site of injection and remain
for a few weeks before being completely absorbed. Systemic reactions include mild to
moderate transient fever, chills, malaise, and irritability.

Neurological disorders such as encephalopathy, possibly due to the pertussis component,
have been reported to occur rarely following the injection of this product and they may be fatal
or result in permanent damage to the central nervous system.

Should symptomatology referable to the central nervous system develop following adminis-
tration no further immunization with pertussis antigen should be attempted.

Routine immunization should be postponed or avoided in patients with acute infections or a
personal or family history of neurological disturbances.

Epinephrine injection 1:1000 must always be immediately available to combat unexpected
anaphylactoid and other allergic reactions.

SUPPLIED

Vial, 7.5 ml.

STORAGE

Store between 2°-8° C. (35°-46° F). DO-NOT FREEZE.

Product Informatiion as of November, 1977

REFERENCES

1. Active Immunization Procedures. In: Report of the Committee on Infectious Diseases.
American Academy of Pediatrics, Evanston, lllinois, 1974, p. 3.

2. Morbidity and Mortality Weekly Reports 21: 1972, (Suppl.).

3. WHO Chron. 29: 365-367, 1975.
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DIPHTHERIA AND TETANUS TOX0IDS
AND PERTUSSIS VACCINE ADSORBED USP

FOR PEDIATRIC USE

SPECIAL NOTICE:* EXPOSURE OF THIS VACCINE TO TEMPERATURES BELOW
2°C (35°) OR ABOVE 25°C (77°F) FOR AS LITTLE AS 24
HOURS RESULTS IN CONDITIONS WHICH MAKE RESUS-
PENSION OF THE VACCINE DIFFICULT.
CARE SHOULD BE TAKEN NOT TO STORE THIS PRODUCT
NEAR FREEZING SURFACES. ALWAYS RETURN UNUSED
PORTION TO REFRIGERATION, 2°C TO 8°C (35°F to 46°F),
IMMEDIATELY AFTER USE.
DO NOT USE IF RESUSPENSION CANNOT BE ACHIEVED BY
VIGOROUS SHAKING.

COMPOSITION/DESCRIPTION ¢

This product combines diphtheria and tetanus toxoids, adsorbed with pertussis
vaccine in a sterile isotonic sodium chloride solution containing sodium phos-
phate to control pH; each 0.5 ml injection contains not more than 0.25 mg of
aluminum added in the form of aluminum potassium sulfate. 1:10,000 thimerosal
(mercury derivative) is added as a preservative. The mixture provides an im-
munizing dose of each component in the total dosage prescribed below. Each
single dose contains 4 protective units of Pertussis Vaccine based on the U.S.
Standard Pertussis Vaccine.

INDICATIONS

For active immunization of infants and young children against diphtheria, tetanus
and pertussis simultaneously. Injections should be started at 2 to 3 months of
age and be completed no later than the age of 6 years. Immunization should
always be started at once if whooping cough or diphtheria is present in the
community.

ADMINISTRATION

Inject deeply into muscle tissue; superficial or subcutaneous injections are more
painful. The vastus lateralis (mid-thigh laterally) is the preferred injection site for
infants. During the course of primary immunization, inoculations should not be
made more than once at the same site.

DOSAGE

SHAKE WELL before withdrawing each dose. Product contains a bacterial
s#spension. Vigorous agitation may be required to resuspend the contents of
the vial.

Primary Immunization®*

For children 2 months through 6 years (ideally beginning at age 2-3 months or at
time of a 6-week ‘‘check-up”).

Give 0.5 ml intramuscularly on three occasions at 4-6 week intervals with a
reinforcing dose given approximately one year after the third injection.

Booster Immunization®®

For children between 4 and 6 years of age (preferably at time of school entrance,
kindergarten or elementary school), 0.5 ml intramuscularly.

Thereafter, and for all other individuals, booster immunization should be with
Tetanus and Diphtheria Toxoids Adsorbed (FOR ADULT USE), at intervals of 10
years. Children beyond the age of 6 years should not be immunized with Pertus-
sis Vaccine.

CONTRAINDICATIONS

Immunization injections should be deferred during the course of any acute ill-
ness. Routine immunization with this product should not be attempted if the child
has a personal or family history of central nervous system disease or convul-
sions.* The occurrence of a severe reaction following administration of this prod-
uct, consisting of high fever (39°C or above), somnolence, screaming, shock,
convulsions, encephalopathy or thrombocytopenia, is a contraindication to
further use of this vaccine. The clinical judgment of the responsible physician
should prevail at all times.

The occurrence of any type of neurological symptoms or signs following admini-
stration of this product is an absolute contraindication to further use.

Elective immunization of patients over the age of six months should be deferred
during an outbreak of poliomyelitis.

WARNING

This product is not recommended for immunizing persons over six years of age.
Do not attempt routine immunization if the child has a personal or family history
of central nervous system disorders or convulsions. Should any symptomatology
related to neurological disorders develop following administration, do not attempt
further administration of pertussis antigen. The development of “‘excessive
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screaming syndrome” is an absolute contraindication for any further use of
pertussis vaccine.

If the vaccine is used in persons receiving immunosuppressive therapy, the
expected antigenic response may not be obtained.

Special care should be taken so the injection is not made into a blood vessel.
CAUTION

A separate sterile syringe and needle or a sterile disposable unit should be used
for each individual patient to prevent transmission of hepatitis or other infectious
agents from one person to another.

ADVERSE REACTIONS

Adverse reactions may be local and include pain, erythema, tenderness and
induration at the site of inLection. Significant reactions attributed to the pertussis
vaccine component have been high fever (greater than 39°C), a transient shock-
like episode, excessive screaming, somnolence, convulsions, encephalopathy
and thrombocytopenia. Such reactions almost always appear within 24 to 48
hours after injection but have been thought to occur after an interval as long as
seven days. A small nodule may develop at the site of injection and remain for a
few weeks before being completely absorbed. Sterile abcesses have been
reported. Systemic reactions include mild to moderate transient fever; chills,
malaise, and irritability.

Neurological disorders such as encephalopathy, possibly due to the pertussis

component, have been reported to occur rarely following the injection of this

product and they may be fatal or result in permanent damage to the central

nervous-system.

Neurological complications following tetanus toxoid administration such as

paralysis of the radial nerve® recurrent nerve,® cochlear lesion,” brachial plexus

neuropathies®* and a case with difficulty in swallowing, accomodation paresis,

and EEG disturbances'® have been reported. In the differential diagnosis of

polyradiculoneuropathies following administration of tetanus toxoid, tetanus

toxoid should be considered as a possible etiology.'*

Should symptomatology referable to the central nervous system develop fol-

lowing administration, no further immunization with this product should be

attempted.

Routine immunization should be postponed or avoided in patients with acute

infections or a personal or family history of neurological disturbances.

Epinephrine Injection (1:1000) must always be immediately available to combat

unexpected anaphylactoid and other allergic reactions.

SUPPLIED

Vial, 7.5 ml

STORAGE

Store between 2°-8°C (35°-46°F). DO NOT FREEZE.

REFERENCES
1. Data available from Connaught Laboratories, Inc.

. Active Immunization Procedures. Report of the Committee on Iafectious
Diseases. American Academy of Pediatrics, Evanston, lllinois, p. 3, 1977

. Morbidity and Mortality Weekly Report 26: 401-402, 1977

. WHO Chron. 29: 365-367, 1975

. Blumstein, G. I., Kreithen, H.: Peripheral neuropathy following tetanus to-
xoid administration. J.A.M.A. 198: 1030-1031, 1966 4

. Eicher, W., Neundorfer, B.: Recurrensldhmung nach Tetanustoxoid—
Auffrischimpfung. Munch. med. Wschr. 34:1692-1695, 1969

. Wirth, G.: Reversible Kochlearisschadigung nach Tetanol-Injektion. Miinch.
med. Wschr. 107: 379-381, 1965

. Gersbach, P, Waridel, D.: Paralysis aprés prévention antitétanique.
Schweiz. med. Wschr. 106: 150-153, 1976

. Tsairis, P., Duck, PJ., Mulder, D. W.: Natural history of brachial plexus
neuropathy. Arch. Neurol. 27: 109-117, 1972

. Harrer, G., Melnizky, U., Wendt, H.: Akkomadationsparese und
Schluckldhmung nach Tetanus-Toxoid-Auffrischimpfung. Wien. med.
Wschr. 15: 296-297, 1971

11. Schlenska, G. K.: Unusual neurological complications following tetanus

toxoid administration, J. Neurol. 215: 209-302, 1977
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