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Preclinical and clinical investigations with thymic peptides demonstrated re-
covery from primary and secondary immunodeficiencies. Epidemiological
studies show an increased cancer incidence of human primary or secondary
immunodeficiencies. The recovery of lymphocyte counts and especially T-cell
counts and activity after myelosuppressive radiotherapy or cytostatic chemo-
therapy is a prognostic factor for relapse and total survival of at least some
tumors like lung cancer, renal cancer, malignant melanoma, breast cancer, and
lymphoma. Therefore it is expected that immunostimulation may reduce
infection rate, improve quality of life and even prolong survival time.

More than 40 thymic peptides with hormonal-like activity have been defined.
The biological and chemical properties of these peptides range from enhance-
ment of T-cell proliferation, maturation and activation, induction of cytokines
and apoptoses as well as augmentation of expression of cytokine receptors, to
endocrine activation and direct protection against tumor growth (in mice).
Clinical studies with thymus peptides have been conducted in oncology in a
variety of tumors, like breast cancer, lung cancer, gastrointestinal cancer, ma-
lignant melanoma, Hodgkin lymphoma and Non-Hodgkin lymphoma. More
than 21 controlled clinical studies (phase II-III) with thymic peptides with
about 1600 cancer patients involved have been published. Table I shows study
design, statistical methods and clinical outcome of 22 clinical phase II and III
studies published since 1979 with more than 1600 cancer patients involved.
Sixteen out of these studies are prospectively randomized, partially placebo-
controlled studies.

All studies confirmed protection against myelosuppression caused by immu-
nosuppressive treatments like radio- or chemotherapy, enhanced neutrophil
recovery, with consequently improved clinical conditions, like less neutro-
penic fever, lower incidence, duration and severity of opportunistic infections.
Prophylaxis against metastases and improvement in quality of life under
chemo- or radiotherapy have been reported in most of these clinical studies.
In eight of these controlled studies the overall median survival time has been
improved. _

Antiviral effects as shown for hepatitis A, B, C and herpes simplex infections
are further attributes of thymus peptides whith clinical relevance.

There is some evidence that treatment of cancer patients with thymic peptides
may be of appreciable benefit, especially in combination with chemo- or
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radiotherapy, with respect to the improvement of the immunological status,
reducing side effects of toxic treatments and increased remission rates and
even overall survival.
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