


PURCHASE AGREEMENT FOR BabyBIG" 
[Botulism Immune Globulin Intravenous (Human)] 

This Agreement is made and entered into this __ day of ____ __, 20 __ by and between the State of 
California, through its duly appointed, qualified and acting officer Katya Ledin, Ph.D., M.P.H., Chief, Division of 
lnfectioOs Diseases Laboratories, California Department of Public Health (CDPH), with a principal place of business 
located at 850 Marina Bay Parkway, Richmond, CA 94804, acting for the CDPH-lnfant Botulism Treatment and 

Preve�tion Program (CDPH/IBTPP), which has its principal place of business located at 850 Marina Bay Parkway, 

Room E-361, Richmond, California 94804, and the 
(Hospital/Medical Center), with a principal place of business located 
________________________ _, hereafter called the Purchaser. 

Recitals: 

at 

1. Whereas, in 1989 the California Department of Public Health (CDPH) in a Cooperative Agreement with the U.S ..
Food and Drug Administration (FDA) undertook the development and testing of Botulism Immune Globulin
Intravenous (Human) (BIG-IV) for the treatment of the orphan disease of infant botulism; and,

2. Whereas, BIG-IV was designated by FDA in 1989 to be an Orphan Drug that is sponsored by CDPH; and,

3. Whereas, CDPH conducted a randomized, double-blinded, placebo-controlled, statewide pivotal clinical trial
between 1992 and 1997, which demonstrated that BIG-IV is safe and effective for the treatment of infant
botulism by reducing average hospital stay and average hospital costs by more than 55% each; and,

4. Whereas, on 23 October 2003 FDA licensed BIG-IV as BabyBIG'" for the treatment of infant botulism types A
and B; and,

5. Whereas, CDPH evaluated the efficacy and safety of BIG-IV post-licensure (2003-2020 Q2) and determined
that BIG-IV shortened average hospital stay from 5. 7 weeks to 2.2 weeks and reduced average hospital costs
from $216,259 to $118,654 (costs adjusted to 2020 dollars); and

6. Whereas, California Health & Safety Code Sections 123700-123709 established the Infant Botulism Treatment
and Prevention Program (IBTPP) within CDPH for the purposes of a) assuring the on-going availability of a
national supply of BabyBIG", b) providing statewide diagnostic and nationwide consultative services for infant
botulism, and c) reducing the occurrence of infant botulism and related illnesses in California; and,

7. Whereas, California Health & Safety Code Section 123704 requires the IBTPP to distribute BabyBIG'" in
California and nationwide to patients suspected of having infant botulism in accord with federal law; and,

8. Whereas, federal law authorizes and State law requires that CDPH as Sponsor of BabyBIG'" charge a fee in
exchange for BabyBIG'" in order to meet but not exceed the IBTPP operational expenses, including the
developmental and on-going production costs of BabyBIG'"; and,
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AUTHORIZED OFFICIAL OF THE PURCHASING INSTITUTION:

*required

Signature of Authorized Official* Hospital Name* 

Printed Name of Authorized Official* Street Address* 

Title of Authorized Official* City, State, and Zip Code* 

Date* Hospital DEA Number* 

Telephone Number for Authorized Official* Pharmacy License Number* 
(May be provided to IBTPP next business day if unknown at time of order) 

CPT Number for BabyBIG
'" 

is 90288 

Email Address for Authorized Official Current Procedural Terminology (CPT) 

National Drug Code (NDC #): 68403-1100-6 

Contact person in Accounts Payable to whom the Authorized Official will promptly deliver a copy of this 

Agreement, and Hospital Responsible Official: 

Accounts Payable Contact: 
(May be provided to IBTPP next business day 

if unknown at time of order) 

Name/Title (Accounts Payable Contact)* 

Phone (and/or Fax)# for Accounts Payable Dept.* 

Email Address for Accounts Payable Contact* 

Hospital Responsible Official: 
(May be CFO, CEO or Hospital Director; if other, please specify) 

Printed Name/Title of Hospital Official* 

Office phone# for Hospital Official* 

Email Address for Hospital Official 

AUTHORIZED OFFICIAL OF THE CALIFORNIA DEPARTMENT OF PUBLIC HEALTH: 

½_¾flt� 
Katya Ledin, Ph.D., M.P.H., Chief 

Division of Infectious Diseases Laboratories 
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