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eAppendix. Supplemental Methods 

 

Study selection 

Reports from community meetings of verbal approval, nods, or hand-raising were 

excluded. We included all survey material submitted by trials when quantifying the 

number of surveys conducted (Table 1) and the demographics of those surveyed (Table 

2). However, when analyzing responses by question-type (Table 3), we included only 

surveys with questions that could be classified into one of the 4 categories (personal, 

family, community, general). 

 

Data extraction 

Data were not collected about the age of respondents, because this was often 

reported as a categorical rather than continuous variable and could not be adequately 

compared across surveys. When only percentages were provided for the variables 

collected, we back-calculated raw numbers. When surveys were conducted in another 

language, we used the translation of questions provided by the trial investigators. 

When trials submitted overlapping data from the same participants (e.g. individual 

surveys from participants along with summaries of surveys from the same participants), 

the data were counted only once and the dataset with more respondents was used if there 

was a discrepancy in the overlapping data (e.g. when fewer individual surveys were 

submitted than were included in summary data that trials submitted). We excluded survey 

data that could not be interpreted due to illegibility, incomplete or unclear labelling, or 

confusion about language. 
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All included questions (eTables 1 – 4) explicitly reference the absence of consent 

either in the question itself, in an accompanying question, or in a passage or presentation 

describing the study before the question. A small number of questions had more than one 

component; questions with both a personal and family component were counted as 

personal questions, and questions with both a community and general component were 

counted as general questions. In some instances, respondents were asked a personal 

question phrased prospectively (whether they would be willing to be enrolled in a study) 

and a personal question phrased retrospectively (whether they would be upset if they later 

learned that they had been enrolled in the study). We included prospective rather than 

retrospective personal questions. Otherwise, when a group of individuals was asked about 

more than one question that fit under the same category (for example, if a survey 

included two community questions), we only analyzed the question with more responses.  

 

Disaggregated data 

Most trialists submitted aggregated data to the FDA with survey responses that 

were not stratified by race or sex. However, some trialists provided stratified data. Survey 

responses for 2,323 people were stratified by race (out of 33,528 people for which data 

on race were available), while survey responses for 4,406 people were stratified by sex 

(out of 37,174 people for which data on sex were available). In many cases, trialists 

provided such stratified data only when an association was observed between race or sex 

and survey responses. Other trialists who tested for such associations and found none 

often reported only aggregated data. Thus, to avoid biasing our findings, we rely 
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exclusively on aggregated data for our metaregression even when the same data are 

available in disaggregated form. 

 

Aggregated data 

 We identified 39 aggregates submitted by trialists from surveys conducted by 

random digit dialing (ranging in size from 5 individuals to 508 individuals) and 183 

aggregates submitted by trialists from surveys conducted by convenience sampling 

(ranging in size from 1 individual to 7,315 individuals). Most of the data from both 

random and convenience sampling were submitted to the FDA as summaries (and these 

summaries defined each aggregate). However, some investigators submitted hard copies 

of the forms completed by respondents. We counted these by hand and grouped surveys 

together as aggregates that were completed at the same time and place (754 people, 56 

aggregates).  
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eTable 1. Personal Questions* 
 

Question Trial # 
Asked 

Document  

If you were severely injured and had a one in three chance of 
dying with standard treatment, would you want to be entered 
into the study and possibly receive this experimental treatment, 
even though you couldn’t give consent? 

HS-TBI1/  
HS-Shock2 

502 2-A1 

HS-TBI1/  
HS-Shock2 

504 102-A1 

HS-TBI1/  
HS-Shock2 

502 Draft 358-A1 

HS-TBI1/  
HS-Shock2 

9 102-A1 

HS-TBI1/  
HS-Shock2 

73 102-A1 

HS-TBI1/  
HS-Shock2 

50 102-A1 

HS-TBI1/  
HS-Shock2 

2 102-A1 

HS-TBI1/  
HS-Shock2 

1 Draft 359-A1 

HS-TBI1/  
HS-Shock2 

2 Draft 359-A1 

HS-TBI1/  
HS-Shock2 

3 Draft 359-A1 

At any moment, we are all at risk of serious injury, especially in 
an automobile. If you were severely injured, such that you had a 
25-50% chance of dying with standard treatment, would you 
want the experimental fluid given to you without written 
consent, knowing that it might improve your chance of survival 
or recovery, but that there is a risk of allergic reaction, which is 
less than 1:100,000, or other unexpected side effects? 

HS-TBI1/  
HS-Shock2 

302 15-A1 

If you were severely injured and had a 25 to 50% chance of 
dying with standard treatment, would you want this 
experimental fluid given to you without written consent, 
knowing that it might improve your chance for survival or 
recovery even with a risk of allergic reaction or other 
unexpected side effects? 

HS-TBI1/  
HS-Shock2 

150 15-A1 

At any moment, we are all at risk of serious injury, especially in 
an automobile. If you were severely injured, such that you had a 
25-50% chance of dying with standard treatment, would you 
want this experimental fluid given to you without written 
consent, knowing that it might improve your chance of survival 
or recovery from head injury, but that there is a risk of allergic 
reaction or other unexpected side effects? 

HS-TBI1/  
HS-Shock2 
 

305 
 

20-A1 
 

HS-TBI1/  
HS-Shock2 

500 Draft 357-A1 

HS-TBI1/  
HS-Shock2 

505 Draft 366-A1 

HS-TBI1/  
HS-Shock2 

5 Draft 366-A1 

If you were severely injured and had a one in three chance of 
not surviving with the standard treatment, would you want to 
have this experimental treatment given to you without consent? 

HS-TBI1/  
HS-Shock2 
 

186 Draft 361-A1 

If you were severely injured as just described, would you be 
willing to be part of this study without consent? This includes 
possibly being given the study fluid without your consent. 

HS-TBI1/  
HS-Shock2 
 

86 Draft 361-A1 

If you suffered a cardiac arrest and had less than a 10% chance 
of surviving with standard treatment, would you want to be 

PRIMED3,4 502 2-A1 
PRIMED3,4 1 Draft 359-A1 
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Question Trial # 
Asked 

Document  

entered into the study and possibly receive the experimental 
treatments, even though you couldn’t give consent? 

PRIMED3,4 2 Draft 359-A1 
PRIMED3,4 3 Draft 359-A1 

If you or a relative had an out-of-hospital cardiac arrest and had 
a very high chance of dying, would you want this experimental 
CPR treatment, even if no one yet knows if the treatment is 
better or worse than the way CPR is already done? Would you 
want this treatment knowing that it would be done without your 
consent? 

PRIMED3,4 210 6 

At any moment, we are all at risk of serious injury, especially in 
an automobile. If you were severely injured, such that you had a 
25-50% chance of dying with standard treatment, would you 
want this experimental drug given to you without written 
consent, knowing that it might improve your chance for survival 
but that there is a risk of infection? 

Hu23F2G5 501 39-A4 

At any moment, we are all at risk of serious injury, especially in 
an automobile. If you were severely injured, such that you had a 
25-50% chance of dying with standard treatment, would you 
want this newly developed drug given to you without written 
consent, knowing that it might improve your chance for survival 
but that there is a risk of infection? 

Hu23F2G5 508 39-A6 

At any moment, we are all at risk of serious injury, especially in 
an automobile. If you were severely injured and had a 17-56% 
chance of dying with the best available standard treatment, 
would you want this experimental fluid given to you knowing 
that it might improve your chance for survival, even though you 
did not give consent and there is a risk of allergic reaction or 
other unexpected side effects? 

PolyHeme6 500 86 

If you had a cardiac arrest and were treated by Seattle 
paramedics, would you want to be enrolled into this type of 
study? 

Mg-Diazepam-
Both7 

35 101-A1 

Mg-Diazepam-
Both7 

6 101-A1 

Mg-Diazepam-
Both7 

7 101-A1 

If you or your relative had an out-of-hospital cardiac arrest and 
had a very high chance of dying or were at risk of brain damage, 
would you want this experimental procedure of cooling the 
body, if you thought it might improve the chance of survival or 
recovery? 

Prehospital 
Hypothermia8 

100 106-A2 

If you or your relative had an out-of-hospital cardiac arrest 
would you want to have this experimental cooling treatment 
even if no one yet knows if the treatment is better? Would you 
want to have this treatment knowing that it would be done 
without your consent? 

Prehospital 
Hypothermia8 

117 106-A3 

If you were severely injured and had a one in three chance of 
dying would you be willing to be part of this study without first 
providing consent? 

HYPO 
RESUS9 

503 122-A1 

HYPO 
RESUS9 

115 122-A1 

HYPO 
RESUS9 

502 124-A1 

HYPO 
RESUS9 

504 128-A1 

Let’s say you had a cardiac arrest and are unconscious. You 
receive CPR during which pressing on the chest either is or is 

CCC10 503 114-A1 
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Question Trial # 
Asked 

Document  

not interrupted in order to give breaths. Is it acceptable to you to 
receive such treatment and be enrolled in this study even though 
you could not give consent beforehand? 
Let’s say you were going to the grocery store and had a cardiac 
arrest and are unconscious. No family members are with you. 
Emergency medical staff arrive within a few minutes and 
administer the standard treatment which includes CPR and an 
electric shock to restart your heart. You are enrolled in this 
study and receive one of the medicine study treatments. Is it 
acceptable to you to be enrolled in this study even though you 
could not provide consent? 

ALPS11 503 114-A1 

Let’s say you were going to the grocery store and had a cardiac 
arrest and are unconscious. No family members are with you. 
Emergency medical staff arrive within a few minutes and 
administer the standard treatment which includes CPR and an 
electric shock to restart your heart. You are also enrolled in this 
study and receive one of the three study solutions. Is it 
acceptable to you to be enrolled on this study even though you 
could not provide consent? 

ALPS11 
 

500 
 

119-A1 
 

ALPS11 252 120-A1 
ALPS11 502 138-A1 
ALPS11 500 151-A1 

Let’s say you were going to the grocery store and had a cardiac 
arrest and are unconscious. No family members are with you. 
Emergency medical staff arrive within a few minutes and 
administer the standard treatment which includes CPR and an 
electric shock to restart your heart. You are also enrolled in this 
study and receive one of the three study solutions. Is it 
acceptable to be enrolled on this study even though you could 
not provide consent? 

ALPS11 250 135-A1 

If you were unconscious after a severe automobile accident and 
lost a large amount of blood, would you accept being enrolled in 
this study even though you could not provide consent? 

PROPPR12 500 130-A2 
PROPPR12 252 136-A1 

At any moment, we are all at risk of serious injury, especially in 
an automobile. If you were severely injured and it was 
determined that you would need blood products, would you find 
it acceptable to be enrolled in this study with an independent 
physician authorization and delayed informed consent? 

PROPPR12 500 130-A3 

…if you were critically injured and needed blood transfusions 
would you want to be in a study that tested two different 
combinations of blood products even if we don’t know if one is 
better than the other? Would you want to be in this study if we 
could not ask you first? That is, if we enrolled you in the study 
without your consent? 

PROPPR12 500 131-A1 

If you experienced a severe brain injury would you be willing to 
be part of this study without first providing consent? 

TXA13 400 157-A1 

If you experienced a severe brain injury and had about a one in 
four chance of dying or one in three chance of experiencing 
decreased mental recovery would you be willing to be part of 
this study without first providing consent? 

TXA13 400 158-A1 

If you experienced a severe brain injury and had about a one in 
four chance of dying or one in three chance of experiencing 
decreased mental ability would you be willing to be part of this 
study without first providing consent? 
 
 

TXA13 200 159-A1 
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Question Trial # 
Asked 

Document  

If you experienced a cardiac arrest and had about a one in ten 
chance of surviving, would you be willing to be part of this 
study without first providing consent? 

PART14 
 

303 
 

172-A1 
 

PART14 400 173-A1 
If you were severely injured and bleeding and were being 
treated by the paramedics in your community, would you want 
to be enrolled in this type of study? 

HS-TBI1/  
HS-Shock2 

59 
 

Draft 366-A1 

PolyHeme6 6 60-A1 
PolyHeme6 15 87-A1 
PolyHeme6 18 88-A1 
PolyHeme6 25 88-A1 
PolyHeme6 17 88-A1 
PolyHeme6 134 92-A1 
PolyHeme6 10 105-A1 
PolyHeme6 4 Draft 92-A1 
PolyHeme6 1 Draft 93-A1 
PolyHeme6 2 Draft 95-A1 
PolyHeme6 10 Draft 95-A1 
PolyHeme6 12 Draft 95-A1 
PolyHeme6 9 Draft 95-A1 
PolyHeme6 24 Draft 95-A1 
PolyHeme6 1 Draft 107-A1 
PolyHeme6 1 Draft 107-A1 
PolyHeme6 11 Draft 110-A1 
PolyHeme6 11 Draft 110-A1 
PolyHeme6 21 Draft 110-A1 
PolyHeme6 6 Draft 127-A1 
PolyHeme6 1 Draft 179-A1 
PolyHeme6 3 Draft 179-A1 
PolyHeme6 13 Draft 179-A1 
PolyHeme6 16 Draft 179-A1 
PolyHeme6 55 Draft 196-A1 
PolyHeme6 3 Draft 196-A1 
PolyHeme6 13 Draft 196-A1 
PolyHeme6 3 Draft 196-A1 
PolyHeme6 35 Draft 276-A1 
PolyHeme6 35 Draft 281-A1 
PolyHeme6 17 Draft 287-A1 
PolyHeme6 26 Draft 287-A1 
PolyHeme6 13 Draft 291-A1 
PolyHeme6 64 Draft 291-A1 
PolyHeme6 41 Draft 310-A1 
PolyHeme6 9 Draft 310-A1 
PolyHeme6 118 Draft 310-A1 
PolyHeme6 9 Draft 311-A1 
PolyHeme6 21 Draft 311-A1 
PolyHeme6 2 Draft 311-A1 
PolyHeme6 9 Draft 311-A1 

If you were severely injured and bleeding and were being 
treated by the paramedics in your community, would you wish 
to be excluded? 
 
 
 

PolyHeme6 4 93-A1 
PolyHeme6 5 93-A1 
PolyHeme6 4 93-A1 
PolyHeme6 5 93-A1 
PolyHeme6 50 93-A1 
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Question Trial # 
Asked 

Document  

Would you be willing to participate in this study or have a 
family member participate without your consent? 

MERCI15 
 

180 
 

Draft 81-A1 
 

MERCI15 192 Draft 81-A1 
Based on the information presented I would be willing to 
participate in this research study should I become critically 
injured. 

PolyHeme6 602 Draft 159-A1 

If you or a loved one were to be severely injured and bleeding 
would you be willing to have a trained person start giving a 
blood substitute at the scene as part of a study to assess potential 
survival benefit without obtaining consent? 

PolyHeme6 117 Draft 304-A1 

If you were injured, would you want to be put in this type of 
study? 

PolyHeme6 19 Draft 309-A1 

Would you be willing to participate in the study if you were to 
have a head injury? 

Epo Severe 
TBI16 

295 Draft 353-A1 

I would personally be willing to be enrolled in the study. HYPO 
RESUS9 

245 
 

123-A1 
 

ALPS11 322 117-A1 
PART14 89 172-A1 
PART14 48 172-A1 

If you had a traumatic brain injury and no family member could 
be found to make decisions for you, you would be okay with 
being included in the ProTECT study without consent. 

ProTECT17 7,315 166-A1 

If you were involved in a major trauma event and needed many 
blood transfusions, would you want to be enrolled in this type of 
study? 

PROPPR12 138 130-A4 

If you were unconscious after a major accident and needed a 
large amount of blood, would you accept being enrolled in this 
type of study, even though you couldn’t provide consent? 

PROPPR12 207 141-A1 

I would be willing to participate in RAMPART if I were having 
a serious seizure. 

RAMPART18 1,750 137-A2 

I think it would be acceptable for me to be enrolled in this study 
without my written consent if I had a traumatic injury resulting 
in blood loss and my legal representative (spouse, children, 
guardian) could not be contacted. 

AVERT19 309 132-A2 

If you developed a seizure that would not stop, you would be 
okay with being included in ESETT without giving your 
consent ahead of time. 

ESETT20 7,186 482-A1 

Question not provided    
     Willing for family/self to participate?  

NABIS:HIIR21 
 
14 

 
119-A2 

NABIS:HIIR21 8 119-A2 
NABIS:HIIR21 12 119-A2 
NABIS:HIIR21 25 119-A2 
NABIS:HIIR21 25 119-A2 
NABIS:HIIR21 11 119-A2 
NABIS:HIIR21 23 119-A2 
NABIS:HIIR21 14 119-A2 
NABIS:HIIR21 25 119-A2 
NABIS:HIIR21 5 119-A2 
NABIS:HIIR21 28 119-A2 

     Would want the experimental treatment knowing that it  
     would be done without consent. 

Prehospital 
Hypothermia8 

57 106-A5 
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Question Trial # 
Asked 

Document  

Prehospital 
Hypothermia8 

90 106-A6 

Prehospital 
Hypothermia8 

70 106-A7 

     …found it acceptable for themselves to be part of the study  
     without consent. 

PROPPR12 11 125-A1 

Total  34,671  
*When more than 1 question is recorded in a single box, the answers to the last question is the one used for 
data abstraction. The first question in these instances is only provided to contextualize the second question. 
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eTable 2. Questions About Family Members* 
 

Question Trial # 
Asked 

Document 

If one of your family members was severely injured and had a 
one in three chance of dying with standard treatment, would you 
want them to be entered into the study and possibly receive this 
experimental treatment, even if they or you couldn’t give 
consent? 

HS-TBI1/  
HS-Shock2 

502 
 

2-A1 
 

HS-TBI1/  
HS-Shock2 

504 102-A1 

HS-TBI1/  
HS-Shock2 

502 Draft 358-A1 

HS-TBI1/  
HS-Shock2 

9 102-A1 

HS-TBI1/  
HS-Shock2 

73 102-A1 

HS-TBI1/  
HS-Shock2 

50 102-A1 

HS-TBI1/  
HS-Shock2 

2 102-A1 

HS-TBI1/  
HS-Shock2 

1 Draft 359-A1 

HS-TBI1/  
HS-Shock2 

2 Draft 359-A1 

HS-TBI1/  
HS-Shock2 

3 Draft 359-A1 

If one of your family members was severely injured and had a 
one in three chance of not surviving with the standard treatment, 
would you want this experimental treatment given to them 
without written consent? 

HS-TBI1/  
HS-Shock2 

186 Draft 361-A1 

If one of your family members was severely injured as 
described, would you be willing for him or her to be part of the 
study without consent? This would include possibly being given 
the study fluid without consent. 

HS-TBI1/  
HS-Shock2 

86 Draft 361-A1 

If one of your family members suffered a cardiac arrest and had 
less than a 10% chance of surviving with standard treatment, 
would you want them to be entered into the study and possibly 
receive the experimental treatments, even if they or you couldn’t 
give consent? 

PRIMED3,4 502 2-A1 
PRIMED3,4 1 Draft 359-A1 
PRIMED3,4 2 Draft 359-A1 
PRIMED3,4 3 Draft 359-A1 

If a family member of yours had a cardiac arrest and were 
treated by Seattle paramedics, would you want him or her to be 
enrolled into this type of study? 

Mg-Diazepam-
Both7 
 

35 
 

101-A1 
 

Mg-Diazepam-
Both7 

6 101-A1 

Mg-Diazepam-
Both7 

7 101-A1 

If a family member of yours were severely injured and bleeding 
and were to be treated by the paramedics, would you want him 
or her to be enrolled in this type of study? 

HS-TBI1/  
HS-Shock2 

59 
 

Draft 366-A1 

PolyHeme6 6 60-A1 
PolyHeme6 15 87-A1 
PolyHeme6 18 88-A1 
PolyHeme6 25 88-A1 
PolyHeme6 17 88-A1 
PolyHeme6 134 92-A1 
PolyHeme6 10 105-A1 
PolyHeme6 4 Draft 92-A1 
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Question Trial # 
Asked 

Document 

PolyHeme6 1 Draft 93-A1 
PolyHeme6 2 Draft 95-A1 
PolyHeme6 10 Draft 95-A1 
PolyHeme6 12 Draft 95-A1 
PolyHeme6 9 Draft 95-A1 
PolyHeme6 24 Draft 95-A1 
PolyHeme6 1 Draft 107-A1 
PolyHeme6 1 Draft 107-A1 
PolyHeme6 11 Draft 110-A1 
PolyHeme6 11 Draft 110-A1 
PolyHeme6 21 Draft 110-A1 
PolyHeme6 6 Draft 127-A1 
PolyHeme6 55 Draft 196-A1 
PolyHeme6 3 Draft 196-A1 
PolyHeme6 13 Draft 196-A1 
PolyHeme6 3 Draft 196-A1 
PolyHeme6 35 Draft 276-A1 
PolyHeme6 35 Draft 281-A1 
PolyHeme6 17 Draft 287-A1 
PolyHeme6 26 Draft 287-A1 
PolyHeme6 13 Draft 291-A1 
PolyHeme6 64 Draft 291-A1 
PolyHeme6 41 Draft 310-A1 
PolyHeme6 9 Draft 310-A1 
PolyHeme6 118 Draft 310-A1 
PolyHeme6 9 Draft 311-A1 
PolyHeme6 21 Draft 311-A1 
PolyHeme6 2 Draft 311-A1 
PolyHeme6 9 Draft 311-A1 

If a family member of your family were severely injured and 
bleeding and were to be treated by the paramedics, would you 
want him or her to be enrolled in this type of study? 

PolyHeme6 1 Draft 179-A1 
PolyHeme6 3 Draft 179-A1 
PolyHeme6 13 Draft 179-A1 
PolyHeme6 16 Draft 179-A1 

If a family member of yours were severely injured and bleeding 
and were to be treated by the paramedics, would you want him 
or her to be excluded from this study? 

PolyHeme6 4 93-A1 
PolyHeme6 5 93-A1 
PolyHeme6 4 93-A1 
PolyHeme6 5 93-A1 
PolyHeme6 50 93-A1 

If a family member were injured, would you want him/her in the 
study? 

PolyHeme6 19 Draft 309-A1 

I think it would be acceptable to enroll my family members into 
this study without consent if they had a serious traumatic brain 
injury and I could not be contacted. 

ProTECT17 2,201 166-A1 

If a close friend or family member of yours was involved in a 
major traumatic event requiring a massive blood transfusion, 
would you want him/her to be enrolled in this type of study? 

PROPPR12 138 130-A4 

If a close friend or family member of yours was involved in a 
major accident and needed a large amount of blood, would you 
want them to be enrolled in this type of study? 

PROPPR12 207 141-A1 

I would want a family member enrolled in RAMPART if they 
were having a seizure that would not stop on its own. 

RAMPART18 96 137-A2 
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Question Trial # 
Asked 

Document 

I think it would be acceptable to enroll my family members in 
this study without consent if they had a traumatic injury 
resulting in blood loss and I could not be contacted. 

AVERT19 309 132-A2 

Question not provided    
     …found it acceptable for a family member to be part of the     
     study without consent. 

PROPPR12 11 125-A1 

Total  6,428  
*We exclude questions about whether individuals would be willing to give consent for their family 
members to participate in studies. The question is whether individuals would be willing to have family 
members enrolled into these types of studies without their consent. We also excluded questions directed at 
parents about enrollment of their own children in pediatric studies. 
 
  



© 2019 Feldman WB et al. JAMA Network Open.  

eTable 3. Questions About Community 
 

Question Trial # 
Asked 

Document 

Would you support such a study being done in your community, 
specifically, a study in which patients and their families do not 
have a chance to give their consent to be in the study? 

Mg-Diazepam-
Both7 

35 101-A1 

Mg-Diazepam-
Both7 

6 101-A1 

Mg-Diazepam-
Both7 

7 101-A1 

Are you in favor of the researchers carrying out this study in 
your community? 

CCC10 503 114-A1 
ALPS11 503 114-A1 

Are you in favor of or opposed to the researchers carrying out 
this study in your community? 

ALPS11 
 

500 
 

119-A1 
 

ALPS11 252 120-A1 
ALPS11 250 135-A1 
ALPS11 502 138-A1 
ALPS11 500 151-A1 

Is it acceptable to you for this research to be conducted in your 
community? 

PROPPR12 
 

500 
 

130-A2 
 

PROPPR12 252 136-A1 
PROPPR12 207 141-A1 

Do you believe the research is in the best interest of the patients 
and community? 

PROPPR12 500 130-A3 

How would you react to the following statement…“I think it is 
acceptable for this study to be performed in my community.”  

Pediatric 
Lorazepam22 

508 127-A10 

Are you in favor or not in favor of this study being conducted in 
your community? 

PART14 
 

400 
 

173-A1 
 

ESETT20 1,160 482-A1 
Would you support a study such as the one described at this 
meeting being conducted in this community, specifically, a 
study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

HS-TBI1/  
HS-Shock2 

59 Draft 366-A1 

PolyHeme6 6 60-A1 
PolyHeme6 15 87-A1 
PolyHeme6 18 88-A1 
PolyHeme6 25 88-A1 
PolyHeme6 17 88-A1 
PolyHeme6 134 92-A1 
PolyHeme6 4 93-A1 
PolyHeme6 5 93-A1 
PolyHeme6 4 93-A1 
PolyHeme6 5 93-A1 
PolyHeme6 50 93-A1 
PolyHeme6 4 Draft 92-A1 
PolyHeme6 1 Draft 93-A1 
PolyHeme6 2 Draft 95-A1 
PolyHeme6 10 Draft 95-A1 
PolyHeme6 12 Draft 95-A1 
PolyHeme6 9 Draft 95-A1 
PolyHeme6 24 Draft 95-A1 
PolyHeme6 1 Draft 107-A1 
PolyHeme6 1 Draft 107-A1 
PolyHeme6 11 Draft 110-A1 
PolyHeme6 11 Draft 110-A1 
PolyHeme6 21 Draft 110-A1 
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Question Trial # 
Asked 

Document 

PolyHeme6 6 Draft 127-A1 
PolyHeme6 1 Draft 179-A1 
PolyHeme6 3 Draft 179-A1 
PolyHeme6 13 Draft 179-A1 
PolyHeme6 16 Draft 179-A1 
PolyHeme6 55 Draft 196-A1 
PolyHeme6 3 Draft 196-A1 
PolyHeme6 13 Draft 196-A1 
PolyHeme6 3 Draft 196-A1 
PolyHeme6 35 Draft 281-A1 
PolyHeme6 13 Draft 291-A1 
PolyHeme6 41 Draft 310-A1 
PolyHeme6 9 Draft 310-A1 
PolyHeme6 118 Draft 310-A1 
PolyHeme6 9 Draft 311-A1 
PolyHeme6 21 Draft 311-A1 
PolyHeme6 2 Draft 311-A1 
PolyHeme6 9 Draft 311-A1 

In view of what you have learned here, are you willing for this 
study to be done in your community? 

MERCI15 
 

180 
 

Draft 81-A1 
 

MERCI15 192 Draft 81-A1 
Would you be in favor of a study such as this being conducted 
in this community, specifically, a study in which severely 
injured and bleeding patients would be enrolled without giving 
their informed consent? 

PolyHeme6 35 
 

Draft 276-A1 
 

PolyHeme6 64 Draft 291-A1 

Would you support conducting a study such as the one 
described in this community, specifically, a study in which 
severely injured and bleeding patients would be enrolled 
without giving their informed consent? 

PolyHeme6 17 Draft 287-A1 

Would you support conducting a study such as the one 
described in this community meeting, specifically a study in 
which severely injured and bleeding patients would be enrolled 
without giving their informed consent? 

PolyHeme6 26 Draft 287-A1 

Would you like to see this type of study being conducted with 
our hospital and EMS units as well as other medical centers to 
help determine if using a blood substitute improves survival 
after severe injury with bleeding? 

PolyHeme6 117 Draft 304-A1 

Are you willing for this study to be done in your community? Epo Severe 
TBI16 

295 Draft 353-A1 

I support the clinical trial taking place in our community. ResQPro23 139 121 
Do you think this study should be conducted in your 
community? 

ProTECT17 1,736 166-A1 

Will you allow us to conduct a research study in this community 
of people experiencing a major traumatic event requiring 
multiple blood transfusions who are unable to give their own 
informed consent? 

PROPPR12 138 130-A4 

Do you support this study being done in your community? RAMPART18 3,280 137-A2 
I think it is acceptable for this study to be performed in my 
community. 

AVERT19 309 132-A2 

Question not provided    
     Willing for community to participate? NABIS:HIIR21 14 119-A2 

NABIS:HIIR21 8 119-A2 
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Question Trial # 
Asked 

Document 

NABIS:HIIR21 12 119-A2 
NABIS:HIIR21 25 119-A2 
NABIS:HIIR21 25 119-A2 
NABIS:HIIR21 11 119-A2 
NABIS:HIIR21 23 119-A2 
NABIS:HIIR21 14 119-A2 
NABIS:HIIR21 25 119-A2 
NABIS:HIIR21 5 119-A2 
NABIS:HIIR21 28 119-A2 

     Willing to allow study in community (“approval”)? Polyheme6 145 75-A1 
Total  14,267  
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eTable 4. Questions About Exceptions from Informed Consent in General 
 

Question Trial # 
Asked 

Document 

Do you believe that this exception to written consent is justified 
and in the best interest of the patients? 

HS-TBI1/  
HS-Shock2 

150 15-A1 

Do you believe that this exception to written consent is justified 
and in the best interests of the patients and community or not? 

HS-TBI1/  
HS-Shock2 

302 
 

15-A1 

HS-TBI1/  
HS-Shock2 

305 
 

20-A1 
 

HS-TBI1/  
HS-Shock2 

500 Draft 357-A1 

HS-TBI1/  
HS-Shock2 

502 Draft 358-A1 

Hu23F2G 501 39-A4 
Do you believe that this exception to written consent is justified 
and in the best interests of the patients and community? 

HS-TBI1/  
HS-Shock2 

505 
 

Draft 366-A1 
 

HS-TBI1/  
HS-Shock2 

5 Draft 366-A1 

PolyHeme6 500 86 
Do you believe that this exception to written consent is justified 
in a research study of a new drug for treating patients who have 
been severely injured? 

Hu23F2G5 508 39-A6 

Do you think that it is all right to do this study when prior 
consent is not possible? 

Prehospital 
Hypothermia8 

100 106-A2 

Do you believe that this exception to written consent before 
enrolling a patient into this study is justified? 

PROPPR12 500 130-A3 

Do you think anyone should be enrolled in a study without their 
consent? 

PROPPR12 500 131-A1 

How would you react to the following statement…“Involving 
patients in a medical research study without asking their 
permission first is acceptable in emergency circumstances.” 

Pediatric 
Lorazepam22 

508 127-A10 

Would you support a study with life-saving potential in which 
severely injured and bleeding patients would be enrolled 
without giving their informed consent? 

PolyHeme6 10 105-A1 

Do you feel it is acceptable to conduct studies using exception 
from informed consent? 

PolyHeme6 9 Draft 401 

The benefits of the research (learning the best treatment for 
traumatic injury) justify doing a study when consent cannot be 
obtained. 

HYPO 
RESUS9 

245 
 

123-A1 
 

The benefits of the research (learning the best treatment for 
cardiac arrest) justify doing a study when consent cannot be 
obtained. 

ALPS11 322 117-A1 

Sometimes no family member can be found to make medical 
decisions for patients with traumatic injury. It is okay to include 
those patients in the ProTECT study without consent? 

ProTECT17 7,241 166-A1 

Involving patients in a medical research study without asking 
their permission is acceptable in emergency situations. 

RAMPART18 3,200 137-A2 

The benefits of the research (learning the best treatment for 
cardiac arrest) justify doing a study when consent cannot be 
obtained. 

PART14 89 172-A1 
PART14 48 172-A1 

I think that it is acceptable for someone having a seizure that 
will not stop to be enrolled in ESETT, even if they have not 
given advanced permission. 

ESETT20 300 482-A1 
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Question Trial # 
Asked 

Document 

Question not provided    
     Object to enrollment of subjects without prior consent. PolyHeme6 145 75-A1 
Total  16,995  
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