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o
| nitial Reactionsto HI PAA

* Early days—only 6 months has passed

®* Reportsare mixed
- ongoing studies may be less influenced
- Industry may be less impacted
- new studies encountering some difficulties

* Different and variableinterpretation by |RBs and
hospitals



o
Problem: Database Access Restricted

® Prior to HIPAA: could identify
- controlsfrom Centersfor Medicare and M edicaid
Services (CMS, formerly HCFA) databases
- subjectsfrom hospital records

* Sinceimplementation of HIPAA: access denied
- to CM S databases for control selection
- to hospital recordswithout a waiver (IRBs
variablein granting waivers)




Problem: Variable Accessto M edical
Records of |ndividual Subjects

* Prior to HIPAA: universal smplerelease form generally
accepted, but epidemiological studiesimpacted by
- signed release effective for shorter intervals
- Increasing coststo obtain records

* Sinceimplementation of HIPAA: variable accessto records,
notable complexity of release forms, and incr eased
requirementsfor subjectsto
- designate specific record componentsfor release
- absolve hospitalsfrom liabilities, responsibilities, damages

and claims arising from release of record infor mation
- recognize hospital’sright to deny or revoke arelease




Problem: Increasing L ength and
Complexity of Consent Forms

* Prior toHIPAA: consent forms
- generally smpler and more standar dized
- fewer legal requirements

* Sinceimplementation of HIPAA: formsinclude
mor e institution-specific and/or expanded wording
- Increased requirementsfor witness, notarization,
proof of kinship/power of attorney
- copy of protocol; dates of treatment, expiration of
authorization




Problem: Expanded Disclosur e of
Confidential Datato More Entities

* Prior to HIPAA: accessto confidential data
restricted to investigator sdirectly involved in
I esear ch proj ect

®* Sinceimplementation of HIPAA: expansion
of entities (I RBs, funding agencies, adjunct
Investigator s) to which confidential data from
subjects can be disclosed




Declinein Participation

* Factorsthat may cause declinein participation:
- unwillingness of IRB to grant waiver =
Investigator can’t identify eligible subjects
- lack of accessto medical records =
Investigator can’t confirm diagnosis, ascertain ‘exposur e
- length and complexity of consent form =
subject may not understand or object to one component
- expanded disclosure of confidential information =
subject may refuse participation




Financial and L egal | mpact

®* Financial: increased costs from additional time for
- designing forms and training staff in HI PAA requirements

- preparing |RB packages
- answering subject queries, obtaining agreement of
hospitalsto providerecords

* Legal: some hospitals have expressed concern about

- risk of federal audit = may preclude hospital IRB from
granting waiver




Ongoing Assessment of | mpact

e (Continueto Evaluate Experiences of | ndividual
| nvestigators: goal isto identify patterns

® Conduct Survey: goal isto prepare and administer
standar dized data collection survey instrument when
patter ns have become appar ent

* Communication with Members of Epidemiological
Organizations. goal isto keep epidemiologists apprised of
Impact of HIPAA on research




Possible Remediation M easures - |

Problem Potential Solution
e Database access  Re-examine granting access
e Complexity of consent  Providesimplified template
forms for universal record release

 TOO many partiesgiven e Limit partiesgiven access
accessto confidential (no need for IRB or funding
Infor mation agencies to have access)



Possible Remediation Measures - ||

Problem Potential Solution
e Differential interpretation ¢ Clearer communication of
of HIPAA reguirements HIPAA requirements

e Falling participation rates e« Education by DHHS of
| RBs, hospitals, etc.

e |nstitutional unwillingness ¢ DHHS should proactively
to grant waivers reassur e institutions



