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	4.3 CONTRAINDICATIONS

	Immunosuppression 
Do not administer ZOSTAVAX to immunosuppressed or immunodeficient individuals including those with a history of primary or acquired immunodeficiency states, leukemia, lymphoma or other malignant neoplasms affecting the bone marrow or lymphatic system, AIDS or other clinical manifestations of infection with human immunodeficiency viruses, and those on immunosuppressive therapy.

· Concurrent Illness*
Deferral should be considered in acute illness (for example, in the presence of fever) or in patients with active untreated tuberculosis.
*מופיע בסעיף
 Warnings and Precautions
	· Immunosuppressive therapy (including high-dose corticosteroids); however, ZOSTAVAX is not contraindicated for use in individuals who are receiving topical/inhaled corticosteroids or low-dose systemic corticosteroids or in patients who are receiving corticosteroids as replacement therapy, e.g., for adrenal insufficiency (see sections 4.8 and 5.1).



· Active untreated tuberculosis.


	4.4  SPECIAL WARNINGS AND    PRECAUTIONS FOR USE


	
	The safety and efficacy of ZOSTAVAX have not been established in adults who are known to be infected with HIV with or without evidence of immunosuppression (see section 4.3).


	4.5  INTERACTION WITH OTHER MEDICAL PRODUCTS AND OTHER FORMS OF INTERACTION
	




In a randomized clinical study, a reduced immune response to ZOSTAVAX as measured by gpELISA was observed in individuals who received concurrent administration of PNEUMOVAX® 23 and ZOSTAVAX compared with individuals who received these vaccines 4 weeks apart
	ZOSTAVAX can be administered concomitantly with inactivated influenza vaccine as separate injections and at different body sites (see section 5.1).

ZOSTAVAX and 23-valent pneumococcal polysaccharide vaccine should not be given concomitantly because concomitant use in a clinical trial resulted in reduced immunogenicity of ZOSTAVAX (see section 5.1).

No data are currently available regarding concomitant use with other vaccines.


	4.8  UNDESIRABLE EFFECTS

	












6.3 Postmarketing Experience
transient injection-site lymphadenopathy
	Other Studies
In other clinical trials evaluating ZOSTAVAX in subjects 50 years of age or older, including a study of concomitantly administered inactivated influenza vaccine, the safety profile was generally similar to that seen in the Adverse Event Monitoring Substudy of the SPS. However, in these trials, a higher rate of injection-site adverse experiences of mild-to-moderate intensity was reported among subjects 50-59 years of age compared with subjects ≥60 years of age (see section 5.1).

Table 1
Lymphadenopathy (cervical, axillary)







