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NCI’s Support of an Evaluation of the
Impact of the HIPAA Privacy Rule on
Clinical Research

Ann O’Mara, PhD, RN, FAAN
Program Director

Community Clinical Oncology Program
Division of Cancer Prevention




NCI Support of Research

1 Clinical Trials Networks
u  Cooperative Groups

u  Community Clinical Oncolegy: Program
(CCOP)

1 Researeh Project Grants
u Contracts




Accrual to Clinical Trials via
Cooperative Groups & CCOPs in
200]5

Tiype of Clinicall Trial

# of pts.

Disease Treatment

26,966

Prevention, SUppertive; Care

4 155

Total

33,099




National Cancer Advisory Board’'s
2003 Survey.

. Goal:

— Assess potential impact of Rule on
Oncolegy. researchi,

— Analyze Issues & provide aggregate
feedback tor DHES for further discussion
Or policy, Interpretation




National Cancer Advisory Board’'s
2003 Survey.

. Letter sent to Cancer Center Directors and
Cooperative Group Chairs

u 226 Cancer Center & Cooperative Group
Individuals most framiliar with HIPAA"S
poetentialifimpact on: clinical, benavieral, &
pPEPUIBtIoN baseal research




National Cancer Advisory Board’'s
2003 Survey.

» Respondents noted:

— a hegative impact on research without
significant additionall privacy: protection

— Variability: in; interpretation

v But,
— SUrVvey: Was! egrly afiter implementation

1 Do preplems stillf persist?




An Example: Study by Wolf et. al.’

» Behavioral study to inform Veterans
about Prostate Cancer Prevention
trial (SELECT)

u Implemented before HIPAA &
continted alterwards

o Described impact off HIPAA firrem
O/ 27/ 05— 09/05/04

Wolf MS, Bennett CL. Local perspective of the impact of the HIPAA privacy
rule on research. Cancer. 2006 Jan 15;106(2):474-9.




An Example: Study by Wolf et. al.

HIPAA’s Required Changes:

u Research Associates could no longer:
— screen clinic logs

— Directly: approach patients Wy eut
facllitated Intreduction by, ClNIC stai




An Example: Study by Wolf et. al.

Results:

v Evaluated 3 outcomes:
1. Weekly patient accrual
2. IHours per patient accrued
3. Cost per patient acerued




Wolt et. al. Study Results:
Personnel Time & Costs

Outcome

Pre-HIPAA
(2 mo.)

Post-HIPAA
(3.8 mo.)

Post-HIPAA
(4 mo.)

Wikily:. Pt.
Accrual

7.0

1.9

Si 2

=S, /pL.
dCccrued

(EOSL/PL.
accrued




Calls for Further Study

. President’s Cancer Panel calls for an
evaluation:

— Living Beyond Cancer: Finding a New.
palance (2003)

— Jransiating REsearch intoer Cancer Care:
Pelivering onk the Promiise (2004-2005)

— ASSESS5IHGNPrOGRESS, AdVancing: Change
(2010)52240)0)6)




Calls for Further Study

u National Cancer Policy Forum, June 16,
2006

— Input from researchers, lawyers, patient
advocates, funding agencies, Industry

— Potentiall problematic areas:
u Accounting for disclosures
u Deridentification standards
u Autherization fior ftture researchl Uise
u MultiFsiter collaborativer research
w INCORSIStENCY ameng reguiations
o\ arapiicy iR tErpretation




Some of NCl’'s Questions Related to
the Impact of HIPAA on Research

v Has HIPAA increased awareness of
privacy. and confidentiality: issues?
— How' te measure HIPAA Impact on
confidentiality, & privacy: in| research
setting?
o IS there; currently an Impact on
reCrUICMERTE?

w How hias medicall records research
PDEER alfiected?




Some of NCl’'s Questions Related to
the Impact of HIPAA on Research

What is the impact on:

— Smaller, less seasoned research
settings?

— Epldemieloegic/observationall studies?

IHas) there BeEen a gieater Impact on
prevention research?

Wihat s, the Iimpact [ tErFms olf oSS and
fESEarch Nt dene?

IHOW, Can MOKE! ConSIStERt IRtERPREtatIonN"Of
IHIPAA DE; promoted?




