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PAN009-18 Adverse Events Assessment  
Please assess and record all adverse events previously reported or currently ongoing for study subjects. This form is 

mandatory and must be signed and uploaded to the EDC for every protocol required timepoint after baseline. 

Subject Initials (optional):   Treatment Week:  

Subject Study ID: -OR- Follow Up Period:  

Assessed By: Assessed Date: 

Abdominal Pain Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 Mild pain 

☐ 2 Moderate pain; limiting instrumental ADL* 

☐ 3 Severe pain; limiting self-care ADL** 

Anorexia Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 Loss of appetite without alteration in eating habits 

☐ 2 
Oral intake altered without significant weight loss or 
malnutrition or oral nutritional supplements indicated 

☐ 3 
Associated with significant weight loss or malnutrition (e.g. 
inadequate oral caloric and/or fluid intake) or tube feeding or 
TPN indicated 

☐ 4 Life-threatening consequences; urgent intervention indicated 

☐ 5 Death 

Dehydration Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 Increased oral fluids indicated or dry mucous membranes or 
diminished skin turgor 

☐ 2 IV fluids indicated < 24 hrs. 

☐ 3 IV fluids or hospitalization indicated 
 

 

  

ADVERSE EVENT ASSESSMENT 
       *Instrumental ADL refers to preparing meals, shopping for groceries or clothes, using the telephone, managing money, etc. 

**Self-care ADL refers to bathing, dressing and undressing, feeding self, using the toilet, taking medications, and not bedridden. A semi-colon indicates ‘or’ 
within the description of the grade. 
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Dermatitis Radiation Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 Faint erythema or dry desquamation 

☐ 2 
Moderate to brisk erythema; patchy moist desquamation, 
mostly confined to skin folds and creases; moderate edema 

☐ 3 
Moist desquamation in areas other than skin folds and 
creases; bleeding induced by minor trauma or abrasion 

☐ 4 
Life-threatening consequences; skin necrosis or ulceration of 
full thickness dermis; spontaneous bleeding from involved 
site; skin graft indicated 

☐ 5 Death 

Diarrhea Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 
Increase of <4 stools per day over baseline; mild increase in in 
ostomy output compared to baseline 

☐ 2 Increase of 4-6 stools per day over baseline; moderate 
increase in ostomy output compared to baseline 

☐ 3 
Increase of >=7 stools per day over baseline; incontinence; 
hospitalization indicated; severe increase in ostomy output 
compared to baseline; limiting self-care ADL 

☐ 4 Life-threatening consequences; urgent intervention indicated 

☐ 5 Death 

Fatigue Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 Fatigue relieved by rest 

☐ 2 Fatigue not relieved by rest; limiting instrumental ADL 

☐ 3 Fatigue not relieved by rest, limiting self-care ADL 

Generalized Muscle Weakness Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None 
☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 
Symptomatic or weakness perceived by patient but not 
evident on physical exam 

☐ 2 
Symptomatic or weakness perceived by patient but not 
evident on physical exam or weakness limiting instrumental 
ADL* 

☐ 3 Weakness limiting self-care ADL* or disabling 
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Mucositis Oral Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 
Asymptomatic or mild symptoms or intervention not 
indicated 

☐ 2 
Moderate pain or not interfering with oral intake or modified 
diet indicated 

☐ 3 Severe pain or interfering with oral intake 

☐ 4 
Life-threatening airway compromise; urgent intervention 
indicated 

☐ 5 Death 

Nausea Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None 
☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 Loss of appetite alteration in eating habits 

☐ 2 Oral intake decreased without significant weight loss, 
dehydration or malnutrition 

☐ 3 Inadequate oral caloric or fluid intake; tube feeding, TPN, or 
hospitalization indicated 

Palmar-Plantar Erythrodysesthesia Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None 
☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 
Minimal skin changes or dermatitis (e.g. erythema, edema, or 
hyperkeratosis) without pain 

☐ 2 
Skin changes (e.g. peeling, blisters, bleeding, edema, or 
hyperkeratosis) with pain or limiting instrumental ADL* 

☐ 3 
Severe skin changes (e.g. peeling, blisters, bleeding, edema, 
or hyperkeratosis) with pain or limiting self-care ADL** 

Rash Maculo-Papular Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 
Macules/papules covering < 10% BSA with or without 
symptoms (e.g. pruritus, burning, tightness) 

☐ 2 
Macules/papules covering 10-30% BSA with or without 
symptoms (e.g. pruritus, burning, tightness) or limiting 
instrumental ADL* 

☐ 3 
Macules/papules covering > 30% BSA with or without 
associated symptoms or limiting instrumental ADL* 

Vomiting Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 1 - 2 episodes (separated by 5 minutes) in 24 hrs 

☐ 2 3 - 5 episodes (separated by 5 minutes) in 24 hrs 

☐ 3 
>=6 episodes (separated by 5 minutes) in 24 hrs; tube 
feeding, TPN or hospitalization indicated 

☐ 4 Life-threatening consequences; urgent intervention indicated 

☐ 5 Death 
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Weight Loss Relationship to 
Radiation Therapy 

Relationship to 
Chemotherapy 

☐ 0 None ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ 1 5 to < 10% from baseline; intervention not indicated 

☐ 2 10 - < 20% from baseline; nutritional support indicated 

☐ 3 >=20% from baseline; tube feeding or TPN indicated 
 

OTHER AEs NOT SPECIFCALLY LISTED 
Relationship to 

Radiation Therapy 
Relationship to 
Chemotherapy 

CTCAE 
v5 

Grade 
    CTCAE v5 Term Description (i.e. fever, allergic reaction etc.) 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

 

 

SIGNATURES 

I have reviewed and approved the above assessments. 

Investigator Signature:    Date:  
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OTHER AEs NOT SPECIFCALLY LISTED 
Relationship to 

Radiation Therapy 
Relationship to 
Chenotherapy 

CTCAE 
v5 

Grade 
    CTCAE v5 Term Description (i.e. fever, allergic reaction etc.) 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

  ☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 

☐ Definitely Related 
☐ Probably Related 
☐ Possibly Related 
☐ Unlikely Related 
☐ Not Related 
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