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COLLABORATION





	North Carolina Consent 2 – Policy Options Collaborative
Task Group Form 2
CONSENT OPTIONS ANALYSIS:  SUMMARY OF PROS AND CONS
 

	QUALITY OF CARE
	No Choice 

1
	Opt Out

2 or 3
	Opt In 
4
	Opt Out with Exceptions
2 or 3 
	Opt In w/Restrictions
5


	GOAL: High quality of care
FACTORS:  Amount of information available to providers, accuracy of information, security of EHR
1 = Highest

5 = Lowest

	SUMMARY OF PROS:
· Most consumer participation/volume of records available

· Most likely to allow for complete and accurate information exchanged through HIE

· Fewest duplicative tests and medication errors 

SUMMARY OF CONS:
· Consumers most likely to avoid seeking health care or continuity of care

· Consumers most likely to withhold info/lie to providers ( lesser quality of care
	SUMMARY OF PROS: 
· Relatively high consumer participation, because most people will not opt out

· Relatively complete and accurate information

· Fewer duplicative tests and medication errors

SUMMARY OF CONS:
· No granularity of choice – all or nothing (
· Slightly less volume of records available to providers through HIE because some consumers will choose to opt out  (
· Some consumers will avoid seeking treatment   (
· Some increase in duplicate tests/medication errors  (
· Somewhat lower quality of care   

	SUMMARY OF PROS:
· Relatively high consumer participation, because most people will opt in, but possibly less than Opt Out

· Relatively complete and accurate information

· Less potential for error regarding patient identification.  Obtaining advanced consent provides opportunity to ensure that the info exchanged belongs to the consumer

· Fewer duplicate tests and medication errors

SUMMARY OF CONS:
· Providers are somewhat more likely to not have access to complete information on their clients

· No granularity of choice –all or nothing (
· Slightly less volume of records available to providers through HIE because some consumers will not choose to opt in (
· Some consumers will avoid seeking treatment   (
· Some increase in duplicate tests/medication errors  (
· Somewhat lower quality of care
	SUMMARY OF PROS:
· Relatively high consumer participation
· Relatively complete and accurate information

· Fewer duplicative tests and medication errors

SUMMARY OF CONS:
· Somewhat less volume of records available to providers through HIE because some consumers still will choose to opt out for certain records (
· Possibility for less quality of care than No Choice option, perhaps more than Opt Out
NOTE:  With sufficient patient and provider education and sufficient privacy and security protections in place, very high quality of care could result from this option, because both patients and providers would be operating in an environment of trust (which would encourage disclosure of info)
	SUMMARY OF PROS:
· Moderately high participation, but perhaps less than Opt Out with Exceptions
· Relatively complete and accurate information
· Fewer duplicative tests and medication errors
SUMMARY OF CONS:
(   Potential for least quality of care (for those who restrict info from HIE)
(   Potential for highest number of duplicative tests/medication errors (for those who restrict info)
(   Potential for least consumer participation   (
(   least volume of records  ( 
(   least quality of care
NOTE:  With sufficient patient and provider education and sufficient privacy and security protections in place, very high quality of care could result from this option, because both patients and providers would be operating in an environment of trust (which would encourage disclosure of info) 


	PROVIDER BUSINESS IMPACT
	No Choice

1
	Opt Out

2
	Opt In 
3
	Opt Out with Exceptions
4 
	Opt In w/Restrictions
5


	Providers’ goal is ease of implementation and administration; less complex (and less costly) technology; less training; lower costs for training, implementation, and security
1 = Highest

5 = Lowest

	SUMMARY OF PROS:
· Simplest technology

· Easiest to administer (status quo) 

· Least expensive to administer 

· Less need for consumer education (because not a complex choice)
· Most savings from access to complete info, increased accuracy, and quality of care
SUMMARY OF CONS:
· Due to high volume of records, highest costs to assure privacy and security of information
· Need secondary process to address sensitive information (
· Increase in cost

	SUMMARY OF PROS:
· All or nothing choice may have more administrative impact than No Choice but less impact than Opt-out with Exceptions (
· Fairly easy to administer, less expensive than granular consent options

· Somewhat less savings from access to complete info than No Choice
SUMMARY OF CONS:
· Administratively more burdensome than No Choice (must maintain separate records for those who opt out)
· More expensive to support than No Choice (higher technology and administrative costs)
· Consumer and staff education costs likely higher than No Choice
	SUMMARY OF PROS:
· All or nothing choice may have more administrative impact than No Choice but less impact than Opt-In with Restrictions (
· Fairly easy to administer, less expensive than granular consent options

· Somewhat less savings from access to complete info than No Choice
SUMMARY OF CONS:
· Administratively more  burdensome than No Choice (must maintain separate records for those who do not opt in)
· More expensive to support than No Choice (higher technology and administrative costs)
· Consumer and staff education costs likely higher than No Choice

· May require even more investment of time and money to educate staff and consumers about the system and its benefits than Opt Out to ensure that more people opt in
	  SUMMARY OF PROS:
· More sophisticated technology ( greater security of information
SUMMARY OF CONS:
· Most complex (and costly) technology

· Administratively most  burdensome 

· Most expensive to support

· Most costly/time-consuming to educate

	SUMMARY OF PROS:
· More sophisticated technology ( greater security of information

SUMMARY OF CONS:
· Most complex (and costly) technology

· Administratively most  burdensome
· Most expensive to support

· Most costly/time-consuming to educate


	CONFIDENCE IN HIE
	No Choice 

5
	Opt Out

1 or 2
	Opt In 
1 or 2
	Opt Out with Exceptions
3 or 4 
	Opt In w/Restrictions
3 or 4



	Overall goal is to achieve high consumer and provider confidence and willingness to participate in HIE through EHRs
1 = Highest

5 = Lowest

	SUMMARY OF PROS:

· Most health information available for HIE (  most provider confidence in the completeness and quality of information and HIE.
SUMMARY OF CONS:

· Least consumer trust and confidence in HIE
	SUMMARY OF PROS:

· Offering consumers some control over the exchange of their health information more likely to increase consumer confidence compared to No Choice option
· Default is to allow disclosure; assuming most consumers will not opt out, participation is likely high enough to ensure reasonable completeness and good quality of records ( relatively high provider confidence
SUMMARY OF CONS:

· Less information available than No Choice option (
· Somewhat lower provider confidence
	SUMMARY OF PROS:

· Allows greater consumer control over the exchange of their health information (
· More likely to increase consumer confidence compared to No Choice and Opt Out options
· More consumer control than Opt Out 
SUMMARY OF CONS:

· Perhaps less information available than No Choice or Opt In ( 

· Somewhat lower provider confidence

	SUMMARY OF PROS:

· Offers even more consumer choice and control (
· Higher consumer confidence
SUMMARY OF CONS:

· Perhaps less information available than all but Opt In with Restrictions ( 

· Even lower provider confidence

	SUMMARY OF PROS:

· Offers most consumer choice and control (
· Highest consumer confidence
SUMMARY OF CONS:

· Perhaps the least information available ( 

· Perhaps the lowest provider confidence


	LIABILITY AND LAWS

	No Choice 

5
	Opt Out

3 or 4
	Opt In
3 or 4 
	Opt Out with Exceptions
2 
	Opt In w/Restrictions
1


	How will current federal and NC laws about release of information and consent (and liability for breaches of those laws) likely affect the risk/advisability of each consent option?   
1 = Highest

5 = Lowest
 
	Release of info: perhaps least likely to comply with ROI laws ( highest liability
Malpractice liability: likely highest volume of information ( highest liability
	Release of info liability: more likely to comply with ROI laws ( less liability
Malpractice liability: slightly less volume of information  ( slightly less liability than No Choice
	Release of info liability: more likely to comply with ROI laws ( less liability
Malpractice liability: slightly less volume of information  ( slightly less liability than No Choice
	Release of info liability: more likely to comply with ROI laws ( less liability
Malpractice liability: somewhat less volume of information ( somewhat less liability
	Release of info liability: perhaps most likely to comply with ROI laws ( least liability
Malpractice liability: least volume of information ( least liability



