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vv 13 societies of epidemiology13 societies of epidemiology

vv WebWeb--based surveybased survey

vv Anonymous responsesAnonymous responses

IOM IOM –– U. Pittsburgh National U. Pittsburgh National 

Survey of EpidemiologistsSurvey of Epidemiologists



2805 Potential respondents/accessed

website

2376 Had IRB submissions

since HIPAA enacted

1527 Eligible

429 ineligible

849 ineligible

IOM U. Pittsburgh Survey:IOM U. Pittsburgh Survey:

Flow Diagram of ParticipantsFlow Diagram of Participants



1)1) Quantitative responsesQuantitative responses

vv Types of data collectionTypes of data collection

vv PrePre-- and post rule recruitmentand post rule recruitment

vv Experience obtaining waiversExperience obtaining waivers

vv Experience obtaining deExperience obtaining de--identified dataidentified data

2)2) Perceptions on 5Perceptions on 5--point Likert scalepoint Likert scale

vv Ease and difficulty conducting research under ruleEase and difficulty conducting research under rule

vv Impact of rule on privacy/confidentialityImpact of rule on privacy/confidentiality

Survey ContentsSurvey Contents



3)3) Case StudiesCase Studies

vv Would your IRB approve?Would your IRB approve?

4)4) OpenOpen--ended qualitative data collectionended qualitative data collection

Survey Contents (continued)Survey Contents (continued)



39.646975-100

14.316950-74

11.914125-49

34.34060-24

Percent salary from extramural grants/contracts

8.299Other

6.174NGO

14.5176Government

5.263Industry

66.0798Academia

Employment

38.64701998-2007

27.23321988-1997

21.82661978-1987

12.4151<1977

Year of terminal degree

59.0708Female

41.0492Male

Gender

%N

Table 1. Demographics of survey respondents
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0.84Don’t Know

30.61624-5

25.71363

43.02281-2 

Level of difficulty obtaining waiver

1.926Don’t Know

40.6530Yes

57.5751No

Attempted to obtain waiver

1.610Don’t Know

40.22594-5

20.01293

38.22461-2

Level of difficulty accessing de-identified data

2.431Don’t Know

49.1644Yes

48.6637No

Attempted to access de-identified data

%N

Table 3. Impact of HIPAA Privacy Rule on specific provisions



10.096Don’t Know

39.6379Yes

50.3481No

Rule concerns resulted in site-specific protocol differences

4.442Don’t Know

76.8734Yes

18.8180No

Multicenter studies engendering  Rule concerns**

%N

Table 3. Impact of HIPAA Privacy Rule on specific provisions



11.5144Yes

88.51110No

Studies conceived but not IRB submitted because investigator thought couldn’t get approval under Rule

6.485Don’t Know

15.6207Yes

78.01033No

Studies approved by IRB but not honored due to Rule

12.8170Don’t Know

17.3230Yes

70.0932No

Covered Entities unwilling to do clinical research due to Rule

%N

Table 3. Impact of HIPAA Privacy Rule on specific provisions



1.913Don’t Know

5.9402007

24.41652006

26.61802005

22.91552004

18.21232003

Year of most impacted application

52.1684At least one

47.9628None

Most impacted application 

(%)N

Table 4. Description of IRB application most impacted by HIPAA Privacy Rule
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vv 90% negative90% negative

vv 5% neutral 5% neutral 

(researcher not (researcher not 

impacted or exempt)impacted or exempt)

vv 5% positive (HIPAA 5% positive (HIPAA 

clarification helpful)clarification helpful)

Tell Us Your HIPAA StoriesTell Us Your HIPAA Stories



vv “An already cumbersome patient consent form now has “An already cumbersome patient consent form now has 

an additional pagean additional page--andand--aa--half explaining HIPAA half explaining HIPAA 

restrictions. This detracts from the informed consent restrictions. This detracts from the informed consent 

process pertaining to the more critical issue: the actual process pertaining to the more critical issue: the actual 

medical risks and benefits or participating.”medical risks and benefits or participating.”

vv “HIPAA is confusing for all stakeholders and generally “HIPAA is confusing for all stakeholders and generally 

serves as more of an impediment to clinical research serves as more of an impediment to clinical research 

than it should be. No one argues the merits of patient than it should be. No one argues the merits of patient 

protection, only that the guidelines lend considerable protection, only that the guidelines lend considerable 

variance in interpretation by IRB and other governing variance in interpretation by IRB and other governing 

boards that may preclude a patient from participating in boards that may preclude a patient from participating in 

beneficial research.”beneficial research.”

Tell Us Your HIPAA StoriesTell Us Your HIPAA Stories



vv “In the main, HIPAA has not prevented any research “In the main, HIPAA has not prevented any research 

that I have desired to pursue. What it has done is to that I have desired to pursue. What it has done is to 

slow the research enterprise through its training and slow the research enterprise through its training and 

compliance elements. I and my staff spend more and compliance elements. I and my staff spend more and 

more time doing compliance related things and less and more time doing compliance related things and less and 

less time doing actual research.”less time doing actual research.”

vv “Besides research, HIPAA has affected basic public “Besides research, HIPAA has affected basic public 

health surveillance for reportable diseases and has health surveillance for reportable diseases and has 

caused much confusion among healthcare providers that caused much confusion among healthcare providers that 

provide us with that information.”provide us with that information.”

Tell Us Your HIPAA StoriesTell Us Your HIPAA Stories



vv Data were consistent with previous case Data were consistent with previous case 

reports showing investigator difficulties with reports showing investigator difficulties with 

HIPAA.HIPAA.

vv Our data do not suggest that concerns are Our data do not suggest that concerns are 

“growing pains” as the rates of “most “growing pains” as the rates of “most 

impacted” protocols has been stable over impacted” protocols has been stable over 

time.time.

DiscussionDiscussion



vv Only one quarter of respondents indicated Only one quarter of respondents indicated 

that the rule enhanced privacy.that the rule enhanced privacy.

vv Respondents perceived that the impact of Respondents perceived that the impact of 

HIPAA on human subjects’ protection is more HIPAA on human subjects’ protection is more 

negative than positive.negative than positive.

Discussion (continued)Discussion (continued)



vv Inconsistency in reported response of IRBs Inconsistency in reported response of IRBs 

may be that investigators vary in their may be that investigators vary in their 

perceptions or that IRBs vary in perceptions or that IRBs vary in 

interpretation.interpretation.

vv It is unclear whether the “problem” is the role It is unclear whether the “problem” is the role 

itself or local IRB interpretation.itself or local IRB interpretation.

Discussion (continued)Discussion (continued)



vv National scopeNational scope

vv Composite of survey methodsComposite of survey methods

StrengthsStrengths



vv Respondents biasRespondents bias

vv Inability to calculate a response rate given Inability to calculate a response rate given 

anonymous internet processanonymous internet process

WeaknessesWeaknesses



vv In this first national survey of epidemiologists, In this first national survey of epidemiologists, 

one quarter perceived that the HIPAA Privacy one quarter perceived that the HIPAA Privacy 

Rule has enhanced subject Rule has enhanced subject 

confidentiality/privacy.confidentiality/privacy.

vv The majority of respondents reported that the The majority of respondents reported that the 

Privacy Rule has added uncertainty, cost, and Privacy Rule has added uncertainty, cost, and 

delay to the conduct of U.S. research delay to the conduct of U.S. research 

involving human subjects.involving human subjects.

SummarySummary


