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the subcutanecus (5€) iajestisn of ﬂ The eight (8) patiants thac
wara entered into this study recelved lntralymphatlie (IL) injecticns. One patlent

(FS) also received intravenous (IV) and intrasplanic (IS} injecticns. Ancther
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3. Exclusion criteria for this study includes allergies to beef pooducts,
penicillin and streptomvcein. This was not documenzed for any of the & paclents.

4. The treatment plan recuizes that cCBCs and chemlstzy proflles be crdered as
indieamed sliajeally, Bu= pnoz less =han every J months. Thers ia no documantation

of thesa Ieor any of the 5-.-?I'Eiil'l.[].

5. The informed patient consenc forms lackad the fellewling:

disclosures about the sxpected dusaticn of subject'a

pacsticipation

@ statement about providing a contact for answers to gquesticns about the
reseasch, research subject's rights and research-related injury to the subject

cne of the proceduras to be ueed, CT scan, ia nat mentisned
d. that Lnjections cculd be intralymphatic or intravencus besices the stated

=under the skin" [ FT'F-'C__}

6. The informed paclen: censent farm for patlent FC LIs not dated.

7. The cast article adminiszared to scbiests has not been tested for sterility ar
gndotoxing.,

8. Reccrds for the manelsctusing of tha test aszticle does not indicate eacgh
processing step. The time, temperatuce and pH for the manufacturing processes are

not documented.

9. The spacer used ia che neAcfacturg of the is
betwesn 10 - 12 years old. The stabilltv of this product has not been determined.

10. The amou [=he “ ugad in tha manufacturing proceds)
chac is to the patienc SR has not been quantified.
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ll1. The storage temperature for
Four (4) patisnta

investigator found that this zempe-sture Llpactivated che
ware Eredaced with the inactivated
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