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CRF COMPLETION 
GUIDELINES  

FOR BT-010 REGISTRY 
 
Botulinum Antitoxin Patient Registry for the Evaluation 
of Safety and Clinical Outcomes of Pediatric and Adult 
Patients Following BAT® Treatment for Confirmed or 

Suspected Exposure to Botulinum Toxin 
 

Registry Website http://botulismantitoxin.info/  

 

http://botulismantitoxin.info/
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Patient Initials: Must be written in BLOCK LETTERS; Initials are first, middle and last names (i.e. FRANK 

MICHAEL LEE = FML).  
If last name is hyphenated use both last names (no middle initial) (i.e. FRANK LEE-MANN= FLM).   

 If no middle name, use a DASH (-) (i.e. FRANK LEE= F-L) 
 
Birth Date: Is recorded as MMM.DD.YYYY (JAN.01.2016) 
 
Ethnicity/Race: See “Ethnicity and Race” next page; Check the correct box(es). 
 
BAT Dosing Information: (see Package Insert): 

• Dose: e.g. (Adult) 1 vial; (Pediatric 1 – 17 yrs) 20% - 100% of adult 1 vial dose 
• Volume: e.g. (Adult) 18 mL BAT in 162 mL normal saline (1:10 dilution total 180 mL); (Peds 1 – 17 yrs): 

20% - 100% of adult dose 
• Lot Number: Found on back of vial  
• Rate of Infusion: see Table on page 4 of completion guidelines 

 
Vital Signs: Time is recorded using a 24 hour clock; Date is recorded as MMM.DD.YYYY (JAN.01.2016) 

• Pre-Dose vitals are taken just before BAT infusion 
• Post-Dose vitals during first 6-8 hours after BAT infusion (up to 24 hours)  

 

Assigned by Cangene 

1.0   x 

2.0   x 

FEB             20     2016   13     31 FEB             20     2016    14    01 

FEB             20     2016   14     32 FEB            20      2016    17    00 

e.g. 11300324  
See back of vial See below See below FEB             20     2016   13     00 FEB             20     2016    13    30 0.5  

     

x 
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ETHNICITY AND RACE 
 
The minimum categories for RACE are defined as follows: 

White: A person having origins in any of the original peoples of Europe, the Middle East, or North 
Africa. 

Black and African American: A person having origins in any of the black racial groups of 
Africa.  Terms such as “Haitian” or “Negro” can be used in addition to “Black or African 
American.” 

Asian: A person having origins in any of the original peoples of the Far East, Southeast Asia, or 
the Indian subcontinent, including, for example, Cambodia, China, India, Japan, Korea, 
Malaysia, Pakistan, the Philippine Islands, Thailand, and Vietnam. 

Native Hawaiian: A person having origins in any of the original peoples of Hawaii Islands. 

American Indian: A person having origins in any of the original peoples of North and South 
America (including Central America), and who maintains tribal affiliations or community 
attachment. 

Alaska Native: A person having origins in any of the original peoples of Alaska and who 
maintains tribal affiliation 

Pacific Islander: A person having origins in any of the original peoples of other Pacific Islands. 

Other: A person who does not fall into a category listed above. 

 
The categories for ETHNICITY are defined as follows: 

Hispanic or Latino: A person of Cuban, Mexican, Puerto Rican, South or Central American, or 
other Spanish culture or origin, regardless of race.  The term “Spanish origin” can be used in 
addition to “Hispanic or Latino.” 

Not Hispanic or Latino: A person who does not fall into the category above. 
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BAT PACKAGE INSERT DOSING TABLE 
 
 

Patient Group Dose 
Starting Infusion 
Rate 
(first 30 minutes) 

Incremental 
Infusion Rate if 
Tolerated 
(every 30 
minutes) 

Maximum 
Infusion Rate 

Adults (≥ 17 
years) One vial 0.5 mL/min Double the rate 2 mL/min 

Pediatric (1 
year to 
<17 years) 

20 – 100% 
of adult dose 

0.01 
mL/kg/min 
Do not exceed the 
adult rate 

0.01 
mL/kg/min 

0.03 
mL/kg/min Do 
not exceed the 
adult rate 

Infants (< 1 
year) 

10% of adult 
dose regardless 
of body weight 

0.01 
mL/kg/min 

0.01 
mL/kg/min 

0.03 
mL/kg/min 

  
  For dosing calculation, refer to current approved Package Insert 08/2015 
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List all adverse events (if applicable) post BAT infusion. 

1. Check “NO” if there are NO Adverse Events for this patient and proceed to next section.  

2. Description: This should be a diagnosis, not a symptom (e.g., rash and bronchoconstriction should be recorded as 
hypersensitivity reaction). Be as specific as possible (for example, not “abdominal pain” but upper abdominal pain). 

3. Onset Date: The date the AE started MMM.DD.YYYY (e.g., JAN.01.2016) 

4. Serious:  Check the box if the event: 

• Results in death • Is life-threatening 

• Required inpatient hospitalization or prolongation of 
existing hospitalization 

• Is a congenital anomaly/birth defect 

• Results in persistent or significant 
disability/incapacity 

• Is medically important 

Note: The term “life-threatening” in the definition of “serious” refers to an event in which the patient was at risk of 
death at the time of the event; it does not refer to an event which hypothetically might have caused death if it were 
more severe. Medical and scientific judgment should be exercised in deciding whether expedited reporting is 
appropriate in other situations, such as important medical events that may not be immediately life-threatening or 
result in death or hospitalization but may jeopardize the patient or may require intervention to prevent one of the 
other outcomes listed in the definition above. These should also usually be considered serious. 

5. Assessments of A, B, & C: 

A: Severity: Enter the number which corresponds to the severity of the event in column A 

1. Mild: Awareness of a sign or symptom but patient can tolerate 

2. Moderate: Discomfort enough to cause interference with normal daily activity 

3. Severe: Resulting in an inability to do work or do usual daily activity 

B: Causality: Enter the number which corresponds to the causal relationship of the adverse events and the 
BAT in column B. Must be assigned by a physician. 

Indicate suspected assessment of causal relationship to BAT based on the following:  

• Related: There is a reasonable possibility that the AE was caused by BAT. “Reasonable possibility” is meant 
to convey in general that there are facts (evidence) or arguments to suggest a casual relationship 

• Unrelated: The AE is clearly/ most probably caused by other etiologies such as the patient’s underlying 
condition, therapeutic intervention or concomitant therapy, or the delay between administration of the product 
and the onset of the AE is incompatible with a causal relation, or the AE started before the administration of 
the product. 

Assigned by Cangene 

1 

2 3 

4 5 
Allergic reaction  Jan         01     2016 15   30 1 3 1 Jan          01    2016  √ 
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C: Outcome: Enter the number which corresponds to the outcome in column C 

1. Resolved/ Recovered: The AE was resolved 

2. Resolved with Sequelae: The acute condition of the AE was resolved but the patient continues with 
complications 

3. Resolving/Ongoing: The AE is getting better but still ongoing 

4. Fatal: Patient death due to the AE or other conditions  

5. Unknown: No information on the outcome of the AE. (i.e.: patient has transferred to another facility) 
 
 
 
 
 
 
 
 
 

 
 
NOTE:  Check yes only if the event occurred AFTER BAT administration. For any items checked as 

“YES” please complete the adverse event section. 
 
Example:  Do not check yes if tachycardia was noted at baseline prior to BAT treatment if it was not 

worsened by the BAT administration.  
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Clinical Information: 
• Is patient symptomatic (for botulism)? 
• Date First Sought Medical Care (for symptoms) 
• Vital signs upon presentation (at treating facility) - Please be consistent throughout when checking 

either oC or oF. 
 
Discharge/Cessation Date: If not applicable indicate N/A 
  

Assigned by Cangene 
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Symptoms: 
• Check all that apply for the patient and indicate any other symptoms not listed in the area provided. 
 

Concomitant Medications (Con Med): Include those given as pre-treatment and in use at time of BAT 
Administration. Additional con meds can be written on separate sheet if more room is needed. 

• Con Med/Corrective Treatment: If possible provide the generic name of the drug. 
• Indication: This should ideally be a diagnosis, not a symptom (if possible) (i.e. runny nose, fever = cold).  
• Dose: The quantity of the con med administered to the patient 
• Frequency (Doses per day): The number of times the con med is administered to the patient.  
• Route: Route of administration of the con med. 
• Ongoing: Check only if no stop date for con med. 
 
 
 

  

Assigned by Cangene 
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Medical History: 
• Record all relevant medical history, including syndromes and complications known.  
• Complete the MONTH/DAY/YEAR for Start and Stop dates, if known.  
• Check the box if still ongoing. 

 
• Medications used in previous 30 days that could cause neuromuscular paralysis (prior to admission) 
 
Reporting Physician/Hospital 
• Section to be fully completed and signed accordingly. 

 
 

  

Assigned by Cangene 
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This form is to be completed either 21 days post-BAT administration, or upon discharge or death of patient 

 
Clinical Outcome Information - Complete as much information as possible. 

If you’ve already reported this information in Form 1, circle “reported in Form 1” (as shown). 

Did patient develop pneumonia? If the patient developed pneumonia post BAT administration, 
enter the details in the adverse event section. If the pneumonia started prior to BAT and was not 
exacerbated by the BAT, state that pneumonia is not to be considered an adverse event.

FEB            20    2016 

Assigned by Cangene 
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INSTRUCTIONS ON NEXT PAGE 

Assigned by Cangene 
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ADVERSE EVENTS (AEs) 
 

List all adverse events (if applicable) post BAT infusion. 

1. Check “NO” if there are NO Adverse Events for this patient and proceed to next section.  

2. Description: This should be a diagnosis, not a symptom (e.g., rash and bronchoconstriction should be recorded as hypersensitivity reaction). Be as 
specific as possible (for example, not “abdominal pain” but upper abdominal pain). 

3. Onset Date: The date the AE started MMM.DD.YYYY (e.g., JAN.01.2016) 

4. Serious:  Check the box if the event: 

5.  
Assessments of A, B, & C: 

A: Severity: Enter the number which corresponds to the severity of the event in column A 

1. Mild: Awareness of a sign or symptom but patient can tolerate 

2. Moderate: Discomfort enough to cause interference with normal daily activity 

3. Severe: Resulting in an inability to do work or do usual daily activity 

B: Causality: Enter the number which corresponds to the causal relationship of the adverse events and the BAT in column B. Must be 
assigned by a physician. 

Indicate suspected assessment of causal relationship to BAT based on the following:  

• Related: There is a reasonable possibility that the AE was caused by BAT. “Reasonable possibility” is meant to convey in general that there are 
facts (evidence) or arguments to suggest a casual relationship 

• Unrelated: The AE is clearly/ most probably caused by other etiologies such as the patient’s underlying condition, therapeutic intervention or 
concomitant therapy, or the delay between administration of the product and the onset of the AE is incompatible with a causal relation, or the AE 
started before the administration of the product. 

C: Outcome: Enter the number which corresponds to the outcome in column C 

1. Resolved/ Recovered: The AE was resolved 

• Results in death • Is life-threatening 

• Required inpatient hospitalization or 
prolongation of existing hospitalization 

• Is a congenital anomaly/birth defect 

• Results in persistent or significant 
disability/incapacity 

• Is medically important 

Note: The term “life-threatening” in the definition of “serious” refers to an event in which the patient was at risk of death at the time of the event; it 
does not refer to an event which hypothetically might have caused death if it were more severe. Medical and scientific judgment should be 
exercised in deciding whether expedited reporting is appropriate in other situations, such as important medical events that may not be immediately 
life-threatening or result in death or hospitalization but may jeopardize the patient or may require intervention to prevent one of the other outcomes 
listed in the definition above. These should also usually be considered serious. 
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2. Resolved with Sequelae: The acute condition of the AE was resolved but the patient continues with complications 

3. Resolving/Ongoing: The AE is getting better but still ongoing 

4. Fatal: Patient death due to the AE or other conditions  

5. Unknown: No information on the outcome of the AE. (i.e.: patient has transferred to another facility) 
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• Concomitant Medications (Con Med): Include those given as pre-treatment and in use at time of BAT Administration. Additional 
information can be written on back if needed. 

• Con Med/Corrective Treatment: If possible provide the generic name of the drug 
• Indication: If possible this should be a diagnosis, not a symptom 
• Dose: The amount of the con med administered to the patient 
• Frequency (Doses per day): The number of times the con med is administered to the patient.  
• Route: Route of administration of the con med. 
• Ongoing: Check only if no stop date for con med. 

Assigned by Cangene 
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