I wwwhepro.com I

Clinical Trials Compliance 2004 index

Accreditation

AAHRPP releases tip sheets to help organizations meet
accreditation standards and stay compliant. Aug., p. 6.

Accreditation news: AAHRPP modifies standards, simpli-
fies application process. July, p. 9.

Accreditation process requires more resources, flexibility.
Oct., p. 9.

Accreditor adds preliminary screening process. Oct., p. 12.

Ask the Expert: PHRP accreditation. Feb., p. 10.

Committee: Review accreditation before offering support.
June, p. 5.

MD firm first to earn stripes from both accreditors. Oct.,
p. 8.

One surveyor’s perspective on the PHRP accreditation
process. June, p. 1.

Sample AAHRPP tip sheet. Aug., p. 7.

Survey: Many facilities uncertain about which accreditor
to choose. March, p. 1.

Adverse-event reporting
New government system to track adverse events in gene
therapy. May, p. 12.

Auditing
Plan for an audit of human subject protections. Nov., p. 4.

Budgets

Residual balances may complicate compliance. Dec., p. 1.

Sample budget checklist. July, p. 6.

Tips for successfully negotiating a study budget with a
sponsor. Aug., p. 1.

Compliance programs

Compliance focus for the remainder of 2004. April, p. 12.

Compliance program should stand alone, but not officers.
April, p. 8.
Quality improvement efforts lead to improved communi-
cation, policies in human subjects research. March, p. 5.
Quick tip: Help principal investigators avoid compliance
traps when acting as sponsors. June, p. 9.

Take the fear factor out of your compliance program. Nov.,
p. 11.

What to look out for when your PI is also the inventor.
May, p. 11.

Conflicts of interest
Ask the Expert: Conflicts of interest. April, p. 10.

Conflicts of interest can put human subjects at risk.
March, p. 9.

Conflicts of interest at NIH: Blue-ribbon committee
issues recommendations. June, p. 12.

Conflict scenarios given to study subjects. April, p. 3.

HHS issues guidance on conflicts of interest. July, p. 8.

NIH changes conflict-disclosure policy for top scientists.
April, p. 1.

Subjects want to know about researcher financial
conflicts. April, p. 1.

The rules governing conflicts of interest. March, p. 11.

Devices
Using adapted devices can create liability risks for hospi-
tals. May, p. 1.

Enforcement actions

Enforcement watch: Actions taken for noncompliance.
Aug., p. 10.

Noncompliance news: A monthly look at enforcement
actions in human research. Sept., p. 3.

Noncompliance news. Oct., p. 10.

Noncompliance news. Nov., p. 10.

Noncompliance news. Dec., p. 10.

FDA
Ask the Expert: FDA inspections and compliance activities.
July, p. 11.

Ask the Expert: FDA requirements for clinical trial standard
operating procedures. Aug., p. 11.

Beware pitfalls when conducting U.S. research in foreign
countries. Feb., p. 1.

FDA v. the Common Rule. Feb., p. 9.

Q&A, Sept., p. 8.

Tips for preventing problems with overseas trials. Feb., p. 4.

Fraud and abuse
Ask the Expert: Preventing fraud and abuse issues
in research. Jan., p. 11.

HIPAA
Education takes center stage after HIPAA case. Dec.,

p. 8.
HIPAA guidance focuses on research repositories. April,

p. 5.
HIPAA'’s first year: How it has affected research processes.
June, p. 1.
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Human biological materials carry privacy requirements.
Oct., p.1.

Informed consent

Ensuring proper informed consent. August, p. 8.

Even though it’s readable subjects may not understand.
Oct., p. 1.

Informed consent checklist. Nov., p. 5.

Know the ins and outs of informed consent. Dec., p. 7.

Nuts and bolts ways to make forms more understandable.
Oct., p. 5.

Quick tip: Monitoring informed consent. July, p. 10.

IRBs

Administrators need to know whats, whys to be effective.
Sept., p 1.

Agencies propose stronger regulation of IRBs. Sept., p. 1.

Defining research still key to administrator’s job. Sept., p. 6.

Education requires IRB leader’s consistent effort. Oct., p. 6.

Helpful hints for taking minutes. Nov., p. 3.

IRB creep. Sept., p. 7.

IRBs: How to proceed with emergency research. Aug., p. 1.

IRBs prove to be a vital cog in human research compliance.
Dec, p. 1.

OHRP to require IRB registration. Aug., p. 10.

Oral history association looks to clear the record on oral-
history interviews and IRB requirements. May, p. 8.

Sample review of IRB minutes. Nov., p. 6.

Take time to ensure minutes won't cost you down the road.
Nov., p. 1.

Lawsuits

Beware of potential liability problems when dealing with
multiple parties in clinical research. May, p. 9.

Blowing the whistle on research. Sept., p. 11.

Legislation
Bills to watch in 2004. Feb., p. 8.

Medicare/Private insurance billing

Ask the Expert: Medicare billing. March, p. 7.

Ask the Expert: Medicare reform and what it means for clin-
ical trials. June, p. 10.

Beware: Medicare missteps under False Claims Act could
lead to stiff penalties. Feb., p. 6.

Billing Medicare for research-related injuries. Sept., p. 10.

CMS coverage of Category A devices no small job. Oct., p. 3.

How one hospital avoids research-related billing problems.
July, p. 1.

Ensure compliance with Medicare regulations. Dec., p. 4.

Industry analysts: Medicare bill seems favorable. Feb., p. 5.

Medicare reform bill: Provision could reimburse for exclud-
ed devices. Jan,, p. 1.

Medicare reform bill sets precedent in pancreatic clinical
trial payment. Jan., p. 1.

Sample billing grid. July, p. 4.

Tips to help you obtain private insurance coverage. Jan., p. 0.

Oncology
New data shows oncologists will invest in trials. Nov., p. 1.

Pediatric research

FDA issues informed-consent guidance for pediatric device
trials. July, p. 5.

IOM offers recommendations on research involving chil-
dren. May, p. 1.

Parents say they were not told children received experi-
mental device. May, p. 3.

Questions for parents. May, p. 4.

Physicians
Physicians: Take steps to ensure that research is a good
choice. Jan., p. 1.

Recruiting subjects

Sending the right message helps boost subject recruitment.
July, p. 1.

The Web: A cost-effective, efficient recruitment tool. Nov., p. 7.

Wanted: Clinical trial subjects. March, p. 1.

Reporting trial results

Organizations that back more complete reporting of trial
results. Aug., p. 9.

Study: Negative trial results not completely reported. July, p. 7.

The American Medical Association looks to ensure access
to all trial data, both positive and negative. Aug., p. 9.

State laws
California adds teeth to subjects’ bill of rights. Nov., p. 9.
States have tough, broad laws to cover voids. Nov., p. 8.

Tissue banking

Case study: Structuring and IRB review of tissue banking.
June, p. 6.

Informed-consent process for tissue banking. May, p. 6.

Issues to address when obtaining informed consent for
DNA banking and genetic research. June, p. 7.

Sample consent form for use of tissue for research. May, p. 6. il
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