[image: ]


A Prospective Cohort Study of Adults with Rheumatic Immune Related Adverse   Event associated with Cancer Immunotherapies  (CanRIO)


FOLLOW-UP PHYSICIAN 
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Date (dd/mm/yy): ____/____/______ ID:________________

[bookmark: _Section_2-_Medical]Section 2- Medical History

2.1 Is the patient still alive?
☐ Yes (Skip to section 2.2)
☐ No 

2.1.1 What was the cause of the patient’s death?(CHECK ALL THAT APPLY)
☐ Related to rheumatologic irAE
☐ Related to another irAE
☐ Related to cancer
☐ Related to another cause
☐ The cause is still being investigated
☐ The cause is unknown

2.1.2   Please enter the date of death below:  dd/mm/yyyy. __/__/____

2.2 Which follow-up is this?
☐ 2-4 month
☐ 5-7 month 
☐ 11-13 month
☐ 23-25
☐ 35-37
☐ 47-49
☐ 59-61
☐ Other (specify:________)

2.3 Has the patient been NEWLY diagnosed with any of the following since the last CRF? 
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☐ NONE
☐ Prior myocardial infarction
☐ Congestive heart failure
☐ Peripheral vascular disease
☐ Cerebrovascular disease
☐ Cerebrovascular (hemiplegia) event
☐ Dementia
☐ Chronic obstructive pulmonary disease
☐ Rheumatologic disease (specifics below)
☐ Peptic ulcer disease
☐ Mild liver disease
☐ Moderate to severe liver disease
☐ Diabetes mellitus
☐ Diabetes mellitus with chronic complication
☐ Moderate to severe renal disease
☐ Acquired immunodeficiency syndrome

☐ Other (specify:_______)
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2.4 Current Medication History
☐ Proton Pump Inhibitor			
☐ Oral Prednisone, Dose: ______________
Indication:
	 ☐ Index malignancy
 ☐ irAE (specify: _____________)
 ☐ Pre-existing autoimmune disease
 ☐ Other (specify:____________)

2.5 Health Problems not related to cancer or its treatment
In this section indicate other medical problems that are NOT caused by the patient’s cancer or treatment.  

	

	2.5.1 Has the patient ever had a heart attack? ……………………………………………………Y1es   2No

	

	2.5. [COMO2] 2  Has the patient ever been treated for heart failure?………………….……………… 1Yes   2No

	

	2.5.3 Has the patient had an operation to unclog or bypass the arteries in their legs?.......1Yes   2No

	

	2.5. [COMO4] 4.  Has the patient had a stroke, cerebrovascular accident, blood clot or bleeding in the brain, or transient ischemic attack (TIA)? …………………………………………………………………………1Yes   2No

	

	2.5.5.  Has the patient had difficulty moving an arm or leg as a result of the stroke or cerebrovascular accident? ……………………………………………………………………………………………..….………..1Yes   2No

	

	2.5.6  Does the patient have asthma? …………………………………………………….………… 1Yes   2No
IF YES  2.5.6.a  Do they take medicines for your asthma?
	  1No
	  2Yes, only with flare-ups with the asthma
	  3Yes, medicines regularly, even when not having flare-ups
2.5.7.  Does the patient have emphysema, chronic bronchitis, or chronic obstructive lung disease?..................................................................................................................1Yes   2No
      IF YES  2.5.7.a  Do they take medicines for lung disease?
	  1No
	  2Yes, only with flare-ups of the lung disease
	  3Yes, medicines regularly, even when not having flare-ups

	

	2.5.8  Does the patient have stomach ulcers, or peptic ulcer disease? …………….. 1Yes  2No
     IF YES  [COMO11] 2.5.8.a  Has this condition been diagnosed by endoscopy? …………… 1Yes   2No



	

	2.5.9 Does the patient have diabetes (high blood sugar)…………………………………… 1Yes  2No
	IF YES 
2.5.9.a  It is treated by modifying diet …………………….………….……1Yes  2No
2.5.9.b  It is treated by medications taken by mouth …….………… 1Yes  2No
2.5.9.c   It is treated by insulin injections…………………………….…… 1Yes  2No
Has the diabetes caused any of the following problems?
2.5.9.d  Problems with your kidneys………………………………………………… 1Yes  2No
2.5.9.e  Problems with your eyes, treated by an ophthalmologist…… 1Yes  2No

	

	2.5.10  Has the patient ever had the following problems with their kidneys NOT related to cancer or therapy?  IF these problems are due to cancer or treatment answer “NO”.
2.5.10.a  Poor kidney function (blood tests show high creatinine………………… 1Yes  2No
2.5.10.b  Needed hemodialysis or peritoneal dialysis…………………………………… 1Yes  2No
2.5.10.c  Received a kidney transplantation ………………………………………………… 1Yes  2No

	

	2.5.11  Does the patient have Rheumatic or connective tissue disease?.............................. 1Yes  2No

	

	2.5.12 Does the patient have any of the following other conditions?
2.5.12.a	Alzheimer’s disease, or another form of dementia………………………  1Yes  2No
2.5.12.b	Cirrhosis, or serious liver damage………………………………………………… 1Yes  2No
2.5.12.c	Leukemia or polycythemia vera ...................................................... 1Yes  2No
2.5.12.d	AIDS (acquired immune deficiency syndrome) ……………………………  1Yes  2No


 
	2.5.13 Does the patient have any of the following other conditions?
2.5.13.a Does the patient have hypertension?........................................................... 1Yes  2No
2.5.13.b Does the patient have history of fracture (hip/spine/leg)?........................... 1Yes  2No
2.5.13.c Does the patient have a history of depression?............................................. 1Yes  2No
 2.5.13.d Does the patient have stomach issues other than ulcer diseases?............... 1Yes  2No




2.6 NEW Other pre-existing autoimmune diseases since last CRF:
☐ NONE (If no pre-existing MSK or other autoimmune disease: Skip to Section 3)
☐ Crohn’s disease 
☐ Ulcerative colitis
☐ Autoimmune thyroid disease 
☐ Celiac disease
☐ Interstitial pneumonia with autoimmune features 
☐ Vitiligo
☐ Other-specify: _____________________________________________

	2.7 Pre-existing MSK/Rheumatic/Other Autoimmune disease(As specified above)
	2.7.1 Year of Diagnosis of preexisting MSK/Autoimmune disease
	2.7.2 To the best of your knowledge, what was the disease activity of the preexisting MSK/autoimmune disease at the time of initiation or consideration of immunotherapy?
(see index below)
	2.7.3 List all prior treatment for preexisting MSK/Autoimmune disease.
(see index below)
	2.7.4 Most recent treatment for preexisting MSK/Autoimmune disease.
(see index below)
	2.7.4.1 Was this treatment discontinued prior to starting immunotherapy?
	2.7.4.2 How long was the treatment ceased for prior to starting immunotherapy?

	

___________________
	
	
	
	
	☐ No (go to section 3)
☐ Yes, in part
Specify: __________________
☐ Yes, all treatments
	☐ < 1 month
☐ 1-3 months
☐ > 3 months

	

___________________
	
	
	
	
	☐ No (go to section 3)
☐ Yes, in part
Specify: __________________
☐ Yes, all treatments
	☐ < 1 month
☐ 1-3 months
☐ > 3 months

	

___________________
	
	
	
	
	☐ No (go to section 3)
☐ Yes, in part
Specify: __________________
☐ Yes, all treatments
	☐ < 1 month
☐ 1-3 months
☐ > 3 months

	

___________________
	
	
	
	
	☐ No (go to section 3)
☐ Yes, in part
Specify: __________________
☐ Yes, all treatments
	☐ < 1 month
☐ 1-3 months
☐ > 3 months



	2.7.2 Disease activity index
	2.7.3 & 2.7.4 Treatment for MSK/Autoimmune disease index

	1. Remission 
2. Low disease activity/stable disease
3. Moderate or high disease activity
4. Exacerbation of otherwise stable disease
5. Not known
	1. NONE 
2. Prednisone 
3. Intra-articular corticosteroids
(within the last 3 months)
4. NSAID
5. Methotrexate
6. Mycophenolate mofetil 
7. Leflunomide
	8. Hydroxychloroquine 
9. Azathioprine 
10. Sulfasalazine 
11. Cyclophosphamide 
12. Apremilast 
13. Jak inhibitor
14. Anti-TNF
	15. Anti-IL6
16. Anti-IL1
17. Rituximab
18. Abatacept 
19. Anti-IL17
20. Anti-IL12/23 
21. Other: ___________________________



[bookmark: _Hlk195620434]2.8 Was the patient on single agent or combination immunotherapy therapy?
☐ Single agent 
☐ Combination therapy
☐ Initial combination therapy followed by single agent
☐ Unknown (i.e. blinded clinical trial)

2.9 Which immunotherapies have been administered? (answers carried forward from last CRF in REDCap)
	Cancer Therapy
	Start date
(mm/yy)
	If stopped, last dose (mm/yy) 
(or write “ongoing”)
	If stopped, reason for stopping
(see index below)

	☐ Nivolumab 
	
	
	

	☐ Pembrolizumab
	
	
	

	☐ Avelumab
	
	
	

	☐ Durvalumab
	
	
	

	☐ Cemiplimab
	
	
	

	☐ Atzeolizumab
	
	
	

	☐ Dostarlimab
	
	
	

	☐ Retifanlimab
	
	
	

	☐ Torpalimab
	
	
	

	☐ Ipilimumab
	
	
	

	☐ Tremelimumab
	
	
	

	☐ Chemotherapy
	
	
	

	☐ Targeted Therapy
	
	
	


	
	Reason for stopping index

	1. Treatment on hold for toxicity related to IrAE
2. Treatment discontinued for toxicity related to IrAE
3. Treatment completed with good response
4. Discontinued due to cancer progression alone
	5. Discontinued due to cancer progression 
(with a contribution from the IrAE to the decision)
6. Patient died while on therapy due to cancer or other cause
7. Patient died while on therapy due to IrAE
8. Other



[bookmark: _Hlk195621286]2.10 Was ICI therapy held at any point for their irAE?
☐ Yes
☐ No
☐ Unknown

2.11 Was ICI therapy held at any point for any reason?
☐ Yes
☐ No
☐ Unknown



2.12 Is this treatment:
☐ Adjuvant (i.e., There is no active cancer present and treatment given to prevent recurrence – if so skip to 2.13 and 2.14)
☐ Palliative/Curative (Answer 2.15 and 2.16)

2.13: Has the patient had recurrence
☐ Yes
☐ No

2.14:  If the patient has had recurrence please list date:
Dd/mm/yyyy   __/__/____

2.15 Please indicate the patient’s best response to index immunotherapy
☐ Complete response (i.e. no evidence of disease on imaging)
☐ Partial response (i.e. some evidence of shrinkage on imaging)
☐ Stable (i.e. no change on imaging)
☐ Progressive (i.e. growth / worsening on imaging)
	Date of progression: dd/mm/yyyy   __/__/____
☐ Lost to follow-up
☐ Patient has not yet been re-staged

2.16 Please indicate the patient’s current response to index immunotherapy
☐ Complete response (i.e. no evidence of disease on imaging)
☐ Partial response (i.e. some evidence of shrinkage on imaging)
☐ Stable (i.e. no change on imaging)
☐ Progressive (i.e. growth / worsening on imaging)
	Date of progression: dd/mm/yyyy   __/__/____
☐ Lost to follow-up
☐ Patient has not yet been re-staged

2.17 Please provide any further details regarding immunotherapy below:




[bookmark: _Section_3-_Immune-Related]Section 3- Immune-Related Adverse Events (irAE) History
3.1 Has the patient experienced any irAE(s)?
☐ Yes
☐ No (Skip to section 4)

If Yes, please indicate all irAE(s) that the patient has experienced since starting immunotherapy (including those which have resolved).  

3.1.2  Which irAE have occurred? (check all that apply)
☐ Joint
☐ Muscle
☐ Connective tissue disease
☐ Vasculitis
☐ Sarcoid
☐ Other

JOINTS

3.2 Has the patient experienced any JOINT irAE?
☐ No (Skip to section 3.3)
☐ Yes 

3.2.1 Is this irAE de novo since starting ICI therapy?
☐ No
☐ Yes

3.2.2   Is this irAE related to a flare of underlying autoimmune disease since starting ICI therapy?
☐ No
☐ Yes

3.2.3 When did the patient’s joint symptoms start (mm/yy): ___ / _______

3.2.4  Are these joint symptoms ongoing (with or without specific treatment)?
☐ Yes (skip to section 3.2.5)
☐ No 

	3.2.4.1 When did the joint symptoms resolve (mm/yy): __/____
	
[bookmark: _Hlk212923341]3.2.4.2  How did the joint symptoms resolve? (check all that apply)
☐ On its own (i.e. immunotherapy agent was continued)
☐ Immunotherapy was held 
☐ Immunotherapy was discontinued
☐ With treatment specific to the irAE

3.2.5.1 What is/was the pattern of joint involvement?  
☐ Axial
☐ Monoarthritis
☐ Oligoarthritis
☐ Polyarthritis

    3.2.5.2 Would you consider the joint distribution symmetric?
☐ Yes
☐ No

3.2.6 Which joints are affected currently? (fill out homunculus below) 
[image: A diagram of a body with points

Description automatically generated with medium confidence]
3.2.7 Which joints have been affected from this irAE? (fill out homunculus below) 
☐ Same as joint currently affected, go to section 3.2.8
[image: A diagram of a body with points

Description automatically generated with medium confidence]	
3.2.8 Is this palindromic arthritis?  
☐ Yes
☐ No

3.2.9 What is the duration of morning stiffness (in minutes)? _________

Has the current irAE lead to (3.2.10 -3.2.14, please answer based on current symptoms)?

3.2.10 Joint symptoms improved by activity?
☐ Yes
☐ No

3.2.11 Decreased function?
☐ Yes
☐ No

3.2.12 Inability to make a fist?
☐ Yes
☐ No

3.2.13 Reduced range of motion hips?
☐ Yes
☐ No

3.2.14 Reduced range of motion shoulder?
☐ Yes
☐ No

3.2.15 – Since the initiation of ICI, has the patient had:
☐ Tenosynovitis  (Site ____________________________________)
☐ Enthesitis (Site ______________________________________)
☐ Bursitis  (Site _____________________________________)
☐ Achilles tendonitis
☐ Inflammatory back pain
☐ PMR onset symptoms
☐ Pitting Edema
☐ Psoriasis
☐ None of the above


3.2.16 What is your Physician Global: 
“Considering all the ways this irAE affects the patient how well are they doing?”
0 (very well) – 10 (very poor). Please write your response here: _______

3.2.17 How would you grade the patient’s joint irAE (CTCAE grade)?
☐ Grade 1 (mild)-Asymptomatic or mild
☐ Grade 2 (moderate)-Limits instrumental ADL
☐ Grade 3 (severe)-Limits self-care ADL, persistent or significant disability
☐ Grade 4 (life threatening)
☐ Grade 5 (death directly related to irAE)

[bookmark: _Hlk212923222]3.2.18 Since last CRF did this irAE lead to: 
☐ Discontinuation of immunotherapy therapy
☐ Holding of immunotherapy therapy: specify number of doses held (________)
☐ None of the above

3.2.19 Please provide any further details below:












3.2.20
Please indicate which drugs have been used to date for this irAE and any you are starting or stopping and reason for stopping: (Answers brought forward on REDCap from previous CRF)
	Drug
	Maximal dose
	Start date
(mm/yy)
	Stop date
(mm/yy)
	Response to therapy (None, partial or complete)
	Reason for stopping
(See index below)

	☐ None
	
	
	
	
	

	☐ NSAIDs or other simple analgesia:
	
	
	
	
	

	☐ Prednisone or oral Glucocorticoids
	
	
	
	
	

	☐ Intraarticular Glucocorticoids
	
	
	
	
	

	☐ IM Glucocorticoids
	
	
	
	
	

	☐ IV Glucocorticoids
	
	
	
	
	

	☐ Methotrexate
	
	
	
	
	

	☐ Sulfasalazine
	
	
	
	
	

	☐ Leflunomide
	
	
	
	
	

	☐ Hydroxychloroquine
	
	
	
	
	

	☐ Mycophenolate
	
	
	
	
	

	☐ Azathioprine
	
	
	
	
	

	☐ Infliximab
	
	
	
	
	

	☐ Another TNF inhibitor
	
	
	
	
	

	☐ Tocilizumab
	
	
	
	
	

	☐ Rituximab
	
	
	
	
	

	☐ Tofacitinib
	
	
	
	
	

	☐ Barcitinib
	
	
	
	
	

	☐ Apremilast
	
	
	
	
	

	☐ Upadicitinib
	
	
	
	
	

	☐ Filgotinib
	
	
	
	
	

	☐ Deucravacitinib
	
	
	
	
	

	☐ Other (____________)
	
	
	
	
	



	Reason for therapy discontinuation index

	1. Adverse effect
2. Lack of efficacy
3. Expense
4. Forgot/Non-
adherence/Inconvenience
	5. Pregnancy
6. irAE resolved/treatment completed
7. Physician stopped for reason unknown
	8. Patient stopped for reason unknown
9. Unknown/Didn’t ask
10. Other: Provide details



MUSCLE

3.3 Has the patient experienced any MUSCLE irAE?
☐ No (Skip to section 3.4)
☐ Yes 

3.3.1 Is this irAE de novo since starting ICI therapy? (vs a flare of an underlying preexisting MSK/autoimmune disease)
☐ No 
☐ Yes

3.3.2   Is this irAE related to a flare of underlying autoimmune disease since starting ICI therapy?
☐ No
☐ Yes 

3.3.3 When did the patient’s muscle symptoms start? (mm/yy):  _____ / ______ 

3.3.4  Was the patient on regular statin therapy at the time of symptom onset?
☐ No (Skip to section 3.3.5)
☐ Yes 

3.3.4.1 What was the duration of regular statin therapy prior to symptom onset?
(months): __________


3.3.5 Are these symptoms ongoing (with or without specific treatment)?
☐ Yes (Skip to section 3.3.6)
☐ No

3.3.5.1 When did these symptoms resolve? (mm/yy: ___ / _______ )

3.3.5.2 How did these symptoms resolve? (check all that apply)
☐ On its own (i.e. immunotherapy was continued)
☐ Immunotherapy was held 
☐ Immunotherapy was discontinued
☐ With treatment specific to the irAE

3.3.6 What is/was the pattern of muscle involvement?
☐ Proximal
☐ Distal
☐ Axial
☐ Diaphragmatic
☐ Ocular
☐ Cardiac
☐ Asymptomatic rise in CK
☐ Other (Specify ___________________________________)
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3.3.7 What is your Physician Global: 
Disease Activity is defined as potentially reversible pathology or physiology resulting from the myositis. Clinical findings known or suspected to be due to another disease process should not be considered in this evaluation. The global assessment of disease activity is to be judged from all the information available to you today including the subject’s appearance, history, physical examination, diagnostic laboratory testing and your resultant medical therapy.

Please rate your global (overall) disease activity assessment by drawing a vertical mark on the line below according to the following scale: 

0 = no evidence of disease activity, 5 = moderate disease activity, and 10 =extremely active or severe disease activity. Please write your response here: _______

3.3.8 How would you grade the patient’s irAE (CTCAE grade)?
☐ Grade 1 (mild)-Asymptomatic or mild
☐ Grade 2 (moderate)-Limits instrumental ADL
☐ Grade 3 (severe)-Limits self-care ADL, persistent or significant disability
☐ Grade 4 (life threatening)
☐ Grade 5 (death directly related to IrAE)

3.3.9 Since the last CRF did this irAE lead to:
☐ Discontinuation of immunotherapy therapy
☐ Holding of immunotherapy therapy: specify number of doses held (________)
☐ None of the above

3.3.10 Please provide further details below:






3.3.11
Please indicate which drugs have been used to date for this irAE and any drugs you are starting or stopping and reason for stopping:  Answers brought forward from last CRF on REDCap.
	Drug
	Maximal dose
	Start date
(mm/yy)
	Stop date
(mm/yy)
	Response to therapy (None, partial or complete)
	Reason for stopping
(See index below)

	☐ None
	
	
	
	
	

	☐ NSAIDs or other simple analgesia:
	
	
	
	
	

	☐ Prednisone or oral Glucocorticoids
	
	
	
	
	

	☐ Intraarticular Glucocorticoids
	
	
	
	
	

	☐ IM Glucocorticoids
	
	
	
	
	

	☐ IV Glucocorticoids
	
	
	
	
	

	☐ Methotrexate
	
	
	
	
	

	☐ Sulfasalazine
	
	
	
	
	

	☐ Leflunomide
	
	
	
	
	

	☐ Hydroxychloroquine
	
	
	
	
	

	☐ Mycophenolate
	
	
	
	
	

	☐ Azathioprine
	
	
	
	
	

	☐ Infliximab
	
	
	
	
	

	☐ Another TNF inhibitor
	
	
	
	
	

	☐ Tocilizumab
	
	
	
	
	

	☐ Rituximab
	
	
	
	
	

	☐ Tofacitinib
	
	
	
	
	

	☐ Barcitinib
	
	
	
	
	

	☐ Apremilast
	
	
	
	
	

	☐ Upadicitinib
	
	
	
	
	

	☐ Filgotinib
	
	
	
	
	

	☐ Deucravacitinib
	
	
	
	
	

	☐ Other (____________)
	
	
	
	
	



	Reason for therapy discontinuation index

	1. Adverse effect
2. Lack of efficacy
3. Expense
4. Forgot/Non-
adherence/Inconvenience
	5. Pregnancy
6. irAE resolved/treatment completed
7. Physician stopped for reason unknown
	8. Patient stopped for reason unknown
9. Unknown/Didn’t ask
10. Other: Provide details




CONNECTIVE TISSUE DISEASE

3.4 Has the patient developed features consistent with a connective tissue disease?
☐ No (Skip to section 3.5)
☐ Yes 

3.4.1. Is this irAE de novo since starting ICI therapy? (vs a flare of an underlying preexisting MSK/autoimmune disease)
☐ No 
☐ Yes

3.4.2 Is this irAE related to a flare of underlying autoimmune disease since starting ICI therapy?
☐ No
☐ Yes

3.4.3 When did the patient’s symptoms start? (mm/yy):  _____ / ______ 

3.4.4 Are these symptoms ongoing (with or without specific treatment)?
☐ Yes (Skip to section 3.4.3)
☐ No

3.4.4.1 When did these symptoms resolve? (mm/yy:  ___ / ____ ) 

3.4.4.2 How did the symptoms resolve? (check all that apply)
☐ On its own (i.e. immunotherapy agent was continued)
☐ Immunotherapy was held 
☐ Immunotherapy was discontinued
☐ With treatment specific to the irAE

3.4.5 What are/were the disease manifestations?
☐ Raynaud’s
☐ Sicca
☐ Cytopenias
☐ Serositis
☐ Rash
☐ Skin thickening
☐ Oral/nasal ulcers
☐ Renal
☐ Other (______________________)
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3.4.6 What is your Physician Global: 
“Considering all the ways this irAE affects the patient how well are they doing?”

0 (very well) – 10 (very poor). Please write your response here: _______

3.4.7 How would you grade the patient’s IrAE (CTCAE grade)?
☐ Grade 1 (mild)-Asymptomatic or mild
☐ Grade 2 (moderate)-Limits instrumental ADL
☐ Grade 3 (severe)-Limits self-care ADL, persistent or significant disability
☐ Grade 4 (life threatening)
☐ Grade 5 (death directly related to IrAE)

3.4.8 Since the last CRF did this irAE lead to:
☐ Discontinuation of immunotherapy therapy
☐ Holding of immunotherapy therapy: specify number of doses held (________)
☐ None of the above

3.4.9 Please provide further details below:









3.4.10
Please indicate which drugs have been used to date for this irAE and any you are starting or stopping and reason for stopping:  Answers from last CRF brought forward on REDCap.
	Drug
	Maximal dose
	Start date
(mm/yy)
	Stop date
(mm/yy)
	Response to therapy (None, partial or complete)
	Reason for stopping
(See index below)

	☐ None
	
	
	
	
	

	☐ NSAIDs or other simple analgesia:
	
	
	
	
	

	☐ Prednisone or oral Glucocorticoids
	
	
	
	
	

	☐ Intraarticular Glucocorticoids
	
	
	
	
	

	☐ IM Glucocorticoids
	
	
	
	
	

	☐ IV Glucocorticoids
	
	
	
	
	

	☐ Methotrexate
	
	
	
	
	

	☐ Sulfasalazine
	
	
	
	
	

	☐ Leflunomide
	
	
	
	
	

	☐ Hydroxychloroquine
	
	
	
	
	

	☐ Mycophenolate
	
	
	
	
	

	☐ Azathioprine
	
	
	
	
	

	☐ Infliximab
	
	
	
	
	

	☐ Another TNF inhibitor
	
	
	
	
	

	☐ Tocilizumab
	
	
	
	
	

	☐ Rituximab
	
	
	
	
	

	☐ Tofacitinib
	
	
	
	
	

	☐ Barcitinib
	
	
	
	
	

	☐ Apremilast
	
	
	
	
	

	☐ Upadicitinib
	
	
	
	
	

	☐ Filgotinib
	
	
	
	
	

	☐ Deucravacitinib
	
	
	
	
	

	☐ Other (____________)
	
	
	
	
	



	Reason for therapy discontinuation index

	1. Adverse effect
2. Lack of efficacy
3. Expense
4. Forgot/Non-
adherence/Inconvenience
	5. Pregnancy
6. irAE resolved/treatment completed
7. Physician stopped for reason unknown
	8. Patient stopped for reason unknown
9. Unknown/Didn’t ask
10. Other: Provide details



VASCULITIS

3.5 Has the patient developed features consistent with a vasculitis?
☐ No (Skip to section 3.6)
☐ Yes 

3.5.1 Is this irAE de novo since starting ICI therapy? (vs a flare of an underlying preexisting MSK/autoimmune disease?
☐ No 
☐ Yes

3.5.2 Is this irAE related to a flare of underlying autoimmune disease since starting ICI therapy?
☐ No 
☐ Yes

3.5.3 When did the patient’s symptoms start? (mm/yy):  _____ / ______ 

3.5.4 Are these symptoms ongoing (with or without specific treatment)?
☐ Yes (Skip to section 3.5.5)
☐ No

3.5.4.1 When did these symptoms resolve? (mm/yy:  ___ / ____ ) 

3.5.4.2 How did the symptoms resolve? (check all that apply)
☐ On its own (i.e. immunotherapy agent was continued)
☐ Immunotherapy was held 
☐ Immunotherapy was discontinued
☐ With treatment specific to the irAE

3.5.5 Which size vessel is/was most involved?
☐ Small
☐ Medium
☐ Large
☐ Other  _______________________

3.5.6 Disease manifestations
☐ Cutaneous
☐ Mucous membranes/eyes
☐ Renal
☐ Chest
☐ Cardiovascular
☐ Abdominal
☐ Nervous system
☐ Other (_______________________)

3.5.7 What is your Physician Global: 
“Considering all the ways this irAE affects the patient how well are they doing?”
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0 (very well) – 10 (very poor). Please write your response here: ______



3.5.8 How would you grade the patient’s irAE (CTCAE grade)?
☐ Grade 1 (mild)-Asymptomatic or mild
☐ Grade 2 (moderate)-Limits instrumental ADL
☐ Grade 3 (severe)-Limits self-care ADL, persistent or significant disability
☐ Grade 4 (life threatening)
☐ Grade 5 (death directly related to IrAE)

3.5.9 Since the last CRF did this irAE lead to:
☐ Discontinuation of immunotherapy therapy
☐ Holding of immunotherapy therapy: specify number of doses held (________)
☐ None of the above


3.5.10 Please provide further details below:





3.5.11
Please indicate which drugs have been used to date for this irAE and any you are starting or stopping and reason for stopping: Answers from last CRF brought forward on REDCap. 
	Drug
	Maximal dose
	Start date
(mm/yy)
	Stop date
(mm/yy)
	Response to therapy (None, partial or complete)
	Reason for stopping
(See index below)

	☐ None
	
	
	
	
	

	☐ NSAIDs or other simple analgesia:
	
	
	
	
	

	☐ Prednisone or oral Glucocorticoids
	
	
	
	
	

	☐ Intraarticular Glucocorticoids
	
	
	
	
	

	☐ IM Glucocorticoids
	
	
	
	
	

	☐ IV Glucocorticoids
	
	
	
	
	

	☐ Methotrexate
	
	
	
	
	

	☐ Sulfasalazine
	
	
	
	
	

	☐ Leflunomide
	
	
	
	
	

	☐ Hydroxychloroquine
	
	
	
	
	

	☐ Mycophenolate
	
	
	
	
	

	☐ Azathioprine
	
	
	
	
	

	☐ Infliximab
	
	
	
	
	

	☐ Another TNF inhibitor
	
	
	
	
	

	☐ Tocilizumab
	
	
	
	
	

	☐ Rituximab
	
	
	
	
	

	☐ Tofacitinib
	
	
	
	
	

	☐ Barcitinib
	
	
	
	
	

	☐ Apremilast
	
	
	
	
	

	☐ Upadicitinib
	
	
	
	
	

	☐ Filgotinib
	
	
	
	
	

	☐ Deucravacitinib
	
	
	
	
	

	☐ Other (____________)
	
	
	
	
	



	Reason for therapy discontinuation index

	1. Adverse effect
2. Lack of efficacy
3. Expense
4. Forgot/Non-
adherence/Inconvenience
	5. Pregnancy
6. irAE resolved/treatment completed
7. Physician stopped for reason unknown
	8. Patient stopped for reason unknown
9. Unknown/Didn’t ask
10. Other: Provide details




SARCOID
3.6 Has the patient experienced any granulomatous disease consistent with sarcoidosis?
☐ No (Skip to section 3.7)
☐ Yes 

3.6.1 Is this irAE de novo since starting ICI therapy? (vs a flare of an underlying preexisting MSK/autoimmune disease?
☐ No 
☐ Yes

3.6.2 Is this irAE related to a flare of underlying autoimmune disease since starting ICI therapy?
☐ No 
☐ Yes

3.6.3 When did the patient’s sarcoid symptoms start? (mm/yy):  _____ / ______ 

3.6.4  Was the diagnosis confirmed on tissue biopsy
☐ No 
☐ Yes

3.6.5 Are these symptoms ongoing (with or without specific treatment)?
☐ Yes (Skip to section 3.6.6)
☐ No

3.6.5.1 When did these symptoms resolve? (mm/yy: ___ / _______ )

3.6.5.2 How did these symptoms resolve? (check all that apply)
☐ On its own (i.e. Immunotherapy agent was continued)
☐ Immunotherapy was held 
☐ Immunotherapy was discontinued
☐ With treatment specific to the irAE



3.6.6 Which organs have been affected?
☐ Pulmonary
☐ Skin
☐ Eye
☐ Joint
☐ CNS
☐ Renal
☐ Cardiac
☐ Other: ___________________________________________

3.6.7 What is your Physician Global: 
“Considering all the ways this irAE affects the patient how well are they doing?”

0 (very well) – 10 (very poor). Please write your response here: _______

3.6.8 How would you grade the patient’s irAE?
☐ Grade 1 (mild)-Asymptomatic or mild
☐ Grade 2 (moderate)-Limits instrumental ADL
☐ Grade 3 (severe)-Limits self-care ADL, persistent or significant disability
☐ Grade 4 (life threatening)
☐ Grade 5 (death directly related to IrAE)

3.6.9 Since the last CRF did this irAE lead to:
☐ Discontinuation of immunotherapy therapy
☐ Holding of immunotherapy therapy: specify number of doses held (________)
☐ None of the above

3.6.10 Please provide further details below:








3.6.11
Please indicate which drugs have been used to date for this irAE and any you are starting or stopping and reason for stopping:  Answers brought forward from last CRF on REDCap.
	Drug
	Maximal dose
	Start date
(mm/yy)
	Stop date
(mm/yy)
	Response to therapy (None, partial or complete)
	Reason for stopping
(See index below)

	☐ None
	
	
	
	
	

	☐ NSAIDs or other simple analgesia:
	
	
	
	
	

	☐ Prednisone or oral Glucocorticoids
	
	
	
	
	

	☐ Intraarticular Glucocorticoids
	
	
	
	
	

	☐ IM Glucocorticoids
	
	
	
	
	

	☐ IV Glucocorticoids
	
	
	
	
	

	☐ Methotrexate
	
	
	
	
	

	☐ Sulfasalazine
	
	
	
	
	

	☐ Leflunomide
	
	
	
	
	

	☐ Hydroxychloroquine
	
	
	
	
	

	☐ Mycophenolate
	
	
	
	
	

	☐ Azathioprine
	
	
	
	
	

	☐ Infliximab
	
	
	
	
	

	☐ Another TNF inhibitor
	
	
	
	
	

	☐ Tocilizumab
	
	
	
	
	

	☐ Rituximab
	
	
	
	
	

	☐ Tofacitinib
	
	
	
	
	

	☐ Barcitinib
	
	
	
	
	

	☐ Apremilast
	
	
	
	
	

	☐ Upadicitinib
	
	
	
	
	

	☐ Filgotinib
	
	
	
	
	

	☐ Deucravacitinib
	
	
	
	
	

	☐ Other (____________)
	
	
	
	
	



	Reason for therapy discontinuation index

	1. Adverse effect
2. Lack of efficacy
3. Expense
4. Forgot/Non-
adherence/Inconvenience
	5. Pregnancy
6. irAE resolved/treatment completed
7. Physician stopped for reason unknown
	8. Patient stopped for reason unknown
9. Unknown/Didn’t ask
10. Other: Provide details




OTHER

3.7 Has the patient experienced any OTHER irAE not already listed?
☐ No (Skip to section 4)
☐ Yes 



3.7.1 What OTHER IrAEs has this patient experienced with this immunotherapy? (Please specify):

	☐ Skin:
	

	☐ Thyroid:
	

	☐ Other endocrinological:
	

	☐ Gastrointestinal - Colitis:
	

	☐ Other Gastrointestinal:
	

	☐ Liver:
	

	☐ Lungs:
	

	☐ Heart:
	

	☐ Eyes:
	

	☐ CNS:
	

	☐ PNS:
	

	☐ Kidney:
	

	☐ Other granulomatous:
	

	☐ HLH/MAS:
	

	☐ Other: 
	




























	
	3.7.2 Is this irAE de novo since starting ICI therapy? 
	3.7.3 Is this irAE related to a flare of underlying autoimmune disease since starting ICI therapy? 
	3.7.4 When did the patient’s OTHER irAE symptoms start? (mm/yy)
	3.7.5 Are these symptoms ongoing (with or without specific treatment)?

	3.7.5.1 When did these symptoms resolve? (mm/yy)

	3.7.5.2 How did the symptoms resolve?
(See index below)

	3.7.6 How would you grade the patient’s OTHER irAE?
(See index below)

	3.7.7 Did this irAE lead to:
(See index below)


	☐ Skin:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4 ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ Thyroid:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4 ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ Other endocrinological:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ Colitis
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ Other Gastrointestinal
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ Liver:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ Lungs:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ Heart:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ Eyes:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ CNS:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ PNS:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ Kidney:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ Other granulomatous:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ HLH/MAS:
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   

	☐ Other: 
	☐ Yes 
☐ No  
	☐ Yes 
☐ No  
	
	☐ Yes 
☐ No  
	
	☐ 1   ☐ 3 
☐ 2   ☐ 4
	☐ 1   ☐ 3 
☐ 2   ☐ 4  ☐ 5
	☐ 1   ☐ 3 
☐ 2   



	3.7.5.2 How did the symptoms resolve?
	3.7.6 How would you grade the patient’s OTHER irAE?
	3.7.7 Did this irAE lead to:

	1. On its own (i.e. ICI agent was continued)
2. ICI was held 
3. ICI was discontinued
4. With treatment specific to the irAE
	1. Mild - Asymptomatic or mild
2. Moderate - Limits instrumental ADL
3. Severe - Limits self-care ADL, persistent 
or significant disability, requiring or prolonging hospitalization
4. Life threatening
5. Death directly related to IrAE
	1. Discontinuation of ICI therapy
2. Holding of ICI therapy
3. None of the above



3.7.8 If specific treatment was started for OTHER irAE, please provide details below:
Other irAE 1:
Specify:
	
	Agent
	Start date (mm/yy)
	End date (mm/yy) 
or write “ongoing”

	Treatment #1:
	
	
	

	Treatment #2:
	
	
	

	Treatment #3:
	
	
	



Other irAE 2:
Specify:
	
	Agent
	Start date (mm/yy)
	End date (mm/yy) 
or write “ongoing”

	Diagnosis:
	
	
	

	Treatment #1:
	
	
	

	Treatment #2:
	
	
	

	Treatment #3:
	
	
	



Other irAE 3:
Specify:
	
	Agent
	Start date (mm/yy)
	End date (mm/yy) 
or write “ongoing”

	Diagnosis:
	
	
	

	Treatment #1:
	
	
	

	Treatment #2:
	
	
	

	Treatment #3:
	
	
	



3.7.9 Please provide further details below:









[bookmark: _SECTION_4-_IrAE][bookmark: seven]
[bookmark: _Section_5-_Follow-up]Section 4 - Follow-up Investigations

4.1 All patients: 
	Test
	Most recent value
(mm/yy)

	Hemoglobin x 1012/L
	              (            )

	Absolute WBC x 109/L
	              (            )

	Neutrophils x 109/L
	              (            )

	Lymphocytes x 109/L
	              (            )

	Eosinophils x 109/L
	              (            )

	Platelets x 109/L
	              (            )

	Albumin g/L
	              (            )

	TSH mIU/L
	              (            )

	AM Cortisol mm/L
(if not on steroids)
	              (            )

	
	



	Test
	Last value while on immunotherapy before onset of irAE

	Highest value after onset of irAE

	Most recent value
(mm/yy)

	CRP mg/L
	
	
	

	CK U/L
	
	
	



	Test
	Value

	RF
	☐ Positive  ☐ Negative

	ANA
	☐ Positive  ☐ Negative

	Anti-CCP
	☐ Positive  ☐ Negative




4.2 For all patient presenting with JOINT irAE (i.e.,arthritis/arthralgia):
	Test
	Value

	X-rays hands and feet
	Erosions ☐ Yes  ☐ No
Other changes 
(specify _____________________________________)

	Synovial fluid analysis
	Site
	

	
	Cell Count (Total)
	                    Unit: __________

	
	% Neutrophils
	

	
	% Lymphocytes
	

	
	Crystals
	☐ None  
☐ Uric Acid
☐ CPPD  

	Gram stain
	

	Culture
	




4.3 For all patients with MUSCLE irAE (i.e., myositis-like presentation):
	Test
	Value

	Anti-Jo 1
	☐ Positive  ☐ Negative

	Myositis Panel 
	☐ Positive  ☐ Negative
Specify all positive tests
__________________________________

	Anti-acetylcholine receptor antibodies
	☐ Positive  ☐ Negative

	Biopsy, site:
	Consistent with myositis  ☐ Yes  ☐ No
Specify: ___________________________

	Other
	




[bookmark: _Hlk212924491]4.4 For all patients with CONNECTIVE TISSUE DISEASE-like presentation 
(Systemic sclerosis, Sjogren’s, Lupus, Undifferentiated CTD, Overlap, Other) 

	Test
	Value

	C3
	☐ Low  ☐ High  ☐ Normal  

	C4
	☐ Low  ☐ High  ☐ Normal  

	Anti-ds DNA
	☐ Positive  ☐ Negative

	Anti-Ro
	☐ Positive  ☐ Negative

	Anti-La
	☐ Positive  ☐ Negative

	Anti-Sm
	☐ Positive  ☐ Negative

	Anti-RNP
	☐ Positive  ☐ Negative

	Anti-Scl-70
	☐ Positive  ☐ Negative

	Lupus anticoagulant 
(repeat only if positive at baseline)
	☐ Positive  ☐ Negative

	Anti-cardiolipin 
(repeat only if positive at baseline)
	☐ Positive  ☐ Negative

	Beta 2 glycoprotein 
(repeat only if positive at baseline)
	☐ Positive  ☐ Negative

	Urinalysis
	Blood    ☐ Positive  ☐ Negative
Protein  ☐ Positive  ☐ Negative

	Urine protein: Cr ratio
	☐ Normal
☐ Elevated, value: 

	Other
	




4.5 For all patients with VASCULITIS irAE (i.e., vasculitis-like presentation):
	Test
	Value

	p-ANCA (If available)
	☐ Positive  ☐ Negative

	c-ANCA (If available)
	☐ Positive  ☐ Negative

	MPO
	☐ Positive  ☐ Negative

	PR3
	☐ Positive  ☐ Negative

	Cryoglobulins
	☐ Positive  ☐ Negative Specify type:




4.6 For all patients with SARCOID irAE (i.e., sarcoidosis-like presentation):
	Test
	Value

	ACE
	☐ Positive  ☐ Negative 

	Calcium mmol/L
	

	25 (OH) Vitamin D nmol/L
	




4.7 Other tests as indicated:
	Test
	Value

	Musculoskeletal ultrasound
	Synovitis: ☐ Positive  ☐ Negative
Erosions:  ☐ Positive  ☐ Negative
Other: 

	Synovial biopsy
	Findings: 

	SI joints Imaging
Type of imaging:
	Sacroiliitis  ☐ Positive  ☐ Negative

	Spine Imaging
Type of imaging:
	Spondylitis ☐ Positive  ☐ Negative

	HLA B27 
(If spondyloarthropathy phenotype)
	☐ Positive  ☐ Negative

	Other biopsy 
Site:
	Findings: 

	Other imaging
Type of imaging:
	Findings:

	Tumour marker 
Specify:
	Value:

	Other: 
	


	Other:
	


	Other:
	


	Other:
	


	Other:
	




4.8 Has this patient had any samples biobanked for this visit?
☐ Yes
☐ No (Skip to section 5.9)

[bookmark: _Hlk195623930]Please use the following format for the sample label numbers CANRIO-(Site ID#)-(Patient ID#)_(Visit Month Title)_(Visit Date YYYYMMDD)_(Aliquot #). Example: CANRIO-5710-3_M6_20240125_3
Please complete the table below for every aliquot sent to the mitogen lab.   Please print an additional page of the table below if you have more than 5 aliquots.  
Aliquot #__:
	Tube Label ID
	

	Date of Collection
	

	Collection Site Storage Temperature (Pre-biobank) (celcius)
	

	Volume (unit)
	

	Volume (amount)
	

	Date of Shipment to AI.Dx
	

	Type of Biospecimen
	☐ Serum  ☐ plasma  ☐ DNA  ☐RNA  ☐saliva
☐ urine ☐ PBMCs  ☐other (textbox)

	Type of Tube
	

	Shipment Box Number
	

	Shipment Box Row
	______
Top (A), B, C, D, E, F, G, H, I , J

	Shipment Box Column
	______
Left (1), 2, 3, 4, 5, 6, 7, 8, 9, 10



Aliquot #__:
	Tube Label ID
	

	Date of Collection
	

	Collection Site Storage Temperature (Pre-biobank) (celcius)
	

	Volume (unit)
	

	Volume (amount)
	

	Date of Shipment to AI.Dx
	

	Type of Biospecimen
	☐ Serum  ☐ plasma  ☐ DNA  ☐RNA  ☐saliva
☐ urine ☐ PBMCs  ☐other (textbox)

	Type of Tube
	

	Shipment Box Number
	

	Shipment Box Row
	______
Top (A), B, C, D, E, F, G, H, I , J

	Shipment Box Column
	______
Left (1), 2, 3, 4, 5, 6, 7, 8, 9, 10



Aliquot #__:
	Tube Label ID
	

	Date of Collection
	

	Collection Site Storage Temperature (Pre-biobank) (celcius)
	

	Volume (unit)
	

	Volume (amount)
	

	Date of Shipment to AI.Dx
	

	Type of Biospecimen
	☐ Serum  ☐ plasma  ☐ DNA  ☐RNA  ☐saliva
☐ urine ☐ PBMCs  ☐other (textbox)

	Type of Tube
	

	Shipment Box Number
	

	Shipment Box Row
	______
Top (A), B, C, D, E, F, G, H, I , J

	Shipment Box Column
	______
Left (1), 2, 3, 4, 5, 6, 7, 8, 9, 10



Aliquot #___:
	Tube Label ID
	

	Date of Collection
	

	Collection Site Storage Temperature (Pre-biobank) (celcius)
	

	Volume (unit)
	

	Volume (amount)
	

	Date of Shipment to AI.Dx
	

	Type of Biospecimen
	☐ Serum  ☐ plasma  ☐ DNA  ☐RNA  ☐saliva
☐ urine ☐ PBMCs  ☐other (textbox)

	Type of Tube
	

	Shipment Box Number
	

	Shipment Box Row
	______
Top (A), B, C, D, E, F, G, H, I , J

	Shipment Box Column
	______
Left (1), 2, 3, 4, 5, 6, 7, 8, 9, 10










Aliquot #___:
	Tube Label ID
	

	Date of Collection
	

	Collection Site Storage Temperature (Pre-biobank) (celcius)
	

	Volume (unit)
	

	Volume (amount)
	

	Date of Shipment to AI.Dx
	

	Type of Biospecimen
	☐ Serum  ☐ plasma  ☐ DNA  ☐RNA  ☐saliva
☐ urine ☐ PBMCs  ☐other (textbox)

	Type of Tube
	

	Shipment Box Number
	

	Shipment Box Row
	______
Top (A), B, C, D, E, F, G, H, I , J

	Shipment Box Column
	______
Left (1), 2, 3, 4, 5, 6, 7, 8, 9, 10


[bookmark: _SECTION_6_-]
SECTION 5 - Rheumatic Disease Phenotype

Pertaining to new rheumatology irAE, based on your assessment, what is the MOST similar idiopathic rheumatologic disease phenotype?
	Disease
	Sub-classification
	Additional Features
	Seropositive (Y/N)
	Flare of pre-existing autoimmune disease? 
(Y/N)

	☐ Inflammatory arthritis (Criteria: At least 1 swollen joint or evidence of synovitis on imagine not better explained by another condition)
	☐ Monoarticular             ☐ Psoriasis               
☐ Oligoarthritis               ☐ Other (specify:          )         
☐ Polyarticular
☐ Spondyloarthritis
	
	

	☐ Possible inflammatory arthritis (Criteria: does not meet full criteria for inflammatory arthritis, but it still may be inflammatory arthritis)
	
	

	☐ Polymyalgia rheumatica like syndrome
	
	

	☐ Non-inflammatory arthritis
	
	

	☐ Non-specific pain syndrome
	
	

	☐ Crystal arthritis
	☐ Calcium Pyrophosphate
☐ Urate crystals
☐ Basic calcium crystal
	
	

	☐ Myositis
	☐ Proximal
☐ Distal
☐ Isolated
☐ Axial
☐ Asymptomatic
	☐ Concomitant myocarditis
☐ Overlap syndrome – Concomitant Myasthenia Gravis 

	
	

	☐ Systemic sclerosis
	☐ Morphea
☐ Linear
☐ Systemic   (☐ Limited   ☐ Diffuse)
☐ Unspecified
	
	

	☐ Sicca
	
	

	☐ SLE
	
	

	☐ Vasculitis
	☐ Small vessel
☐ Medium vessel
☐ Large vessel

	☐ Cutaneous
☐ GPA-like
☐ EGPA-like
☐ MPA-like
☐ IgA-like
☐ PAN-like
☐ GCA-like
☐ TAK-like
☐ CNS
☐ Cryoglobulinemia
☐ Isolated aoritis
☐ Unspecified
☐ Other: ________________________
	     

	

	☐ Sarcoid-like
	
	

	☐ Other
	☐ Acral vascular cyanosis, 
☐ Capillary leak syndrome 
☐ Recurrent oral/GU ulcers 
☐ Pyoderma gangrenosum
☐ Other _________________
	
	

	
	
	
	


[bookmark: _SECTION_7-_Rheumatologic]☐ PAD monitoring
[bookmark: _Section_8-_Physician][bookmark: ten]









Section 6- Physician Information

6.1 Physician Name:	 _____________________________________

6.2 Site: 
☐ University of British Columbia 
	☐ Shahin Jamal
☐ University of Alberta 
	☐ Carrie Ye
	☐ Dylan Johnson
☐ University of Calgary
	☐ Aurore Fifi-Mah
	☐ Marvin Fritzler
☐ University of Western Ontario
	☐ Janet Pope
	☐ Tom Appleton 
☐ University of Toronto
	☐ Alex Saltman
	☐ Megan Himmel 
☐ University of Ottawa 
	☐ Nancy Maltez
☐ McGill University
	☐ Marie Hudson
	☐ Ines Colmegna 
☐ Alexandra Ladouceur
☐ University of Montreal
	☐ Sabrina Hoa
☐ Dalhousie University
	☐ Janet Roberts

6.3 Signature:____________________________
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