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REDCap Forms: Summary 

Time Point / Section  

Screening Ø Pre-Screening 
Ø Eligibility 
Ø Informed Consent 
Ø Evaluation 1 (TR) 
Ø Injury Details and Previous History 
Ø Medical Oversight of Screening 

T0 (Time of Study Drug Administration) Ø Selection of Family Preference 
Ø Study Drug Administration 
Ø Evaluation 2 (T0) 
Ø Evaluation Time point Calculator  

(will be programmed in REDCap) 
Ø Contact Information Sheet 
Ø In PED Caregiver Survey 

 

T30 Ø Evaluation 3 

T60 Ø Evaluation 4 

T90 Ø Evaluation 5 

T120 Ø Evaluation 6 

TME (Time of Medical Exam) Ø Evaluation 7 

TXR (Time of X-Ray) Ø Evaluation 8 

PRE-Discharge Ø ED Discharge Evaluation (only complete if discharged 
before 120 min) 

Ø Pre-discharge Questions (complete with ALL families) 

POST-Discharge Ø Post-discharge Questions	

Follow-up Survey 1 (24h) 

 

Ø Call Log 
Ø Follow-up Survey 1 (24h) 

Follow-up Survey 2 (1-2w) 

 

Ø Call Log 
Ø Follow-up Survey 1 (1-2w) 

Logs 

 

Ø Concomitant and Rescue Medications 
Ø Adverse Events 
Ø Protocol Deviations 
Ø Unanticipated Problems 
Ø Early Withdrawal Form 
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In PED Caregiver Survey 

Your Information 

What is YOUR age, in years? _________ years 

What is YOUR sex? c Male 
c Female 
c Other, specify: ____________ 
c Decline to answer 

What is your home postal code? (1st 3 digits 
only) 

 
__ __ __ 

What is your highest level of Education? 
c Elementary School 
c High School or some High School 
c Diploma/Certificate 
c Some Post-Secondary/University 
c University/Professional Degree 
c Decline to answer 

What is your annual household income 
from all sources? 

c Less than or equal to $25,000 
c $25,001 to $50,000 
c $50,001 to $75,000 
c $75,000 to $100,000 
c Greater than $100,000 
c Decline to answer 

 

Injury Details 

How did your child’s injury occur? c Motor Vehicle Collision/ Road Traffic Accident 
c Sports Injury 

c Ice Hockey/ Hockey 
c Football 
c Soccer 
c Wrestling 
c Basketball 
c Gymnastics/ Cheerleading 
c Skiing/ Snowboarding 
c Biking 
c Other sport, specify: ____________________ 

c Trampoline 
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c Other play or activity  
c Other Slip, Trip or Fall 
c Other mechanism, specify: _____________________ 

Was the sports, play or activity 
supervised (ie. Were you or another 
adult there watching your child)? 

c Yes 
c No 
c Unsure 

Where did your child’s injury occur? c Sports Field/ Arena 
c In School/ School playground 
c Playground/ Park 
c Home/ Friend’s home 
c Road 
c Other, please specify: _________________________ 

 

Study Preference 

If they chose the Non-Opioid trial (Group 1): 

Please tell us your reason(s) for choosing 
Group 1, ie. the study with the possibility of 
receiving one of the following: 

o Ibuprofen only (Advil) 
o Ibuprofen (Advil) and 

Acetaminophen (Tylenol) 

 

Choose all that apply 

 
c I do not believe my child’s pain is/ will be severe 

enough to require an opioid medicine (Hydromorphone/ 
Dilaudid) 

c I did not want my child to receive an opioid medicine 
c I do not think my child is old enough to receive an 

opioid medicine 
c I trust that both medicines in this study would work for 

my child, with their current level of pain 
c I think my child will get better care if they are a part of 

this study (ex. they will get treated faster, get close care 
from the research nurse etc.) 

c Other, please specify: _________________________ 

If they chose the Opioid trial (Group 2): 

Please tell us your reason(s) for choosing 
Group 2, ie. the study with the possibility of 
receiving one of the following: 

o Ibuprofen only (Advil) 
o Ibuprofen (Advil) and 

Acetaminophen (Tylenol) 
o Ibuprofen (Advil) and 

Hydromorphone (Dilaudid) 

 
c I wanted to have the option of all 3 medicines, or 

combination of medicines, available to us 
c I wanted/hoped that my child will receive the opioid 

medicine (Hydromorphone/ Dilaudid) specifically 
c I believe that my child’s pain is/ will be severe enough 

to require an opioid medicine 
c I believe that the pain relief benefits of the opioid 

medicine are greater than any possible side effects 
c I trust that any of the 3 options in this study would work 

for my child, with their current level of pain  
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Choose all that apply 

c I think my child will get better care if they are a part of 
this study (ex. they will get treated faster, get close care 
from the research nurse etc.) 

c Participating in this study will help researchers learn 
more about the use of opioids for treating injury-related 
pain for children in the future 

c Other, please specify: _________________________ 

 

 

Experience with Opioid Pain Medicines 

Have YOU ever been prescribed or given 
an opioid medicine by a health care 
provider, in a clinic or hospital? 

Ex. Hydromorphone (Dilaudid), Morphine, 
Oxycodone (OxyContin, Percocet), 

Codeine, Fentanyl, Hydrocodone (Vicodin) 

c Yes 
c No 
c Unsure 

Have any of your FAMILY MEMBERS ever 
been prescribed or given an opioid 
medicine by a health care provider, in a 
clinic or hospital? 

Ex. Hydromorphone (Dilaudid), Morphine, 
Oxycodone (OxyContin, Percocet), 

Codeine, Fentanyl, Hydrocodone (Vicodin) 

c Yes 
c No 
c Unsure 

If yes, was this family member a 
CHILD? 

c Yes 
c No 
c Decline to Answer 

Have you or a family member ever been 
diagnosed with a substance use disorder, 
or addiction to drugs/ alcohol? 

c Yes 
c No 
c Unsure 
c Decline to answer 

If yes, can you please specify which 
drug(s)/ substances? 

[Free text] 
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ADVERSE EVENTS FORM 

To be filled out by Research Nurse To be filled out by Site Investigator 

No. Initial 
Report 

or 
Follow-

up 

Brief Description 
of Event 

Onset Date & 
Time 

(dd/mmm/yyyy 
HH:MM) 

Intensity grade: 

1. Mild 
2. Moderate 
3. Severe 
4. Life-threatening 

5. Fatal or Death 

Expected 
AE? 

Y / N 

SAE? 

Y / N 

If YES, 
fill out 
SAE 

Form 

Action Taken 

1. None 
2. Medication 
3. New or 

Prolonged 

Hospitalization 
4. Procedure / 

Surgery 
5. Other, specify 

Outcome 

1. Resolved 
2. Resolved w/  

sequalae 
3. Ongoing 

4. Death 
5. Lost to f/u 

Date & 
Time 

Resolved 

(dd/mmm/
yyyy 

HH:MM) 

Relationship 
to Study 

1. Unrelated 
2. Unlikely 
3. Possible 

4. Probable 
5. Definite 

Site 
PI 

Initial 
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*DEVIATION	CATEGORIES	/	CODES:	

Safety	(Category	A)	

1. Not	reporting	an	SAE	within	72	hours	

2. AE/SAE	is	not	reported	to	IRB	

Informed	Consent	(Category	B)	

3. Failure	to	obtain	informed	consent	

4. Consent	form	used	was	not	current	REB-approved	version	Consent	form	missing	

5. Consent	form	missing	

6. Consent	form	not	signed	and	dated	by	participant	

7. Consent	form	does	not	contain	all	required	signatures	

Eligibility	(Category	C)	

8. Participant	did	not	meet	eligibility	criterion	

9. Randomization	of	an	ineligible	participant	

10. Participant	randomized	prior	to	completing	Baseline	Assessment,	etc.	

Protocol	implementation	(Category	D)	

11. Failure	to	keep	IRB	approval	up	to	date	

12. Participant	receives	wrong	treatment	

13. Use	of	unallowable	concomitant	treatments	

14. Prescribed	dosing	outside	protocol	guidelines	

15. Missed	assessment	

16. Assessment	completed	outside	of	protocol	guidelines	for	timing	

	

Other	

17. Other,	specify	in	log	
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