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NINDS/NIDCD FLOW CHART FOR ANIMAL STUDIES
Instructions:  1) Place Chart on a separate page.  2) If multiple groups, with several steps, consider a separate Flow Chart for each group.  3) If >1 species listed on ASP, may need a Flow Chart for each species listed.  4) Indicate animal number (N=) for each group and sub-group. 5) If there are several treatment groups, indicate the drug, dosage, route and frequency of administration over what period of time.  6)  Clearly indicate a time line -- an approximation is fine.  
EXAMPLE  FLOW CHART

Total Number of animals = 80 
I.  Pilot Experiment:


A.
Surgical Procedure  (N = 20 animals)

Allow 2 wk recovery then randomize into 4 groups

B.
Determine Appropriate Drug Dosage Range
4 Groups (N = 5 animals)

#1 Drug "X", 1.0mg/kg, IP
 #2 Drug "X", 1.4 mg/kg
#3 Drug "X", 1.8 mg/kg
#4 Drug "X", 2.0 mg/kg
Treatments are once daily x 7 days; sacrifice and collect blood for analysis.  See Intervention Chart for potential side-effects.  If an appropriate dosage with minimal side-effects cannot be found, terminate study.





2 wk later (after analysis of data from Pilot Study)
II.   Study

A.
Surgical Procedure (N = 60 animals)

Allow 2 wk recovery then randomize into 6 groups

B.
Induce "Y" Disease by injecting 3x106 cfu, IV (N = 60 animals), DAY 0
Divide animals into Two Major Groups, with 3 subgroups:
Group 1:  Prophylactic Trial  ---- 2 treatment groups (N = 10, ea) + 1 control group (N = 10)
Group 2:  Treatment Trial ---------2 treatment groups (N = 10, ea) + 1 control group (N = 10)


Prophylactic Group




Treatment Group
Day 0   Drug 1.4mg/kg   Drug 1.8 mg/kg    Control 
  Day 20
Drug 1.4 mg/kg
Drug 1.8 mg/kg
Control

Day 10  Euthanize half animals, each group

  Day 30  Euthanize half animals, each group

Day 20  Euthanize remaining animals


  Day 50  Euthanize remaining animals
Following euthanasia, all animals will have tissues collected for histology and immunocytochemistry.
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