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BACKGROUND

REVIEW AND IMPLEMENTATION conr.

Intermountain Healthcare is a not-for-profit health system with a robust \\v},
clinical research program. The Office of Research consists of administrative Intermountain TIMELY COMMUNICATION OF BILLING INFORMATION

Monthly report of CTMS visit entry times. Completing visit entry in CTMS results in an automatic notification
to billing staff, prompting them to address study-related accounts. Thus, timely entry of these visits is critical to routing
charges correctly. Institutional standard operating procedure states that visits should be entered within one business
day of completion. Reports pulled on the first of the month include all visits occurring within the past month.

Average times of around 2-3 days seen on reports were not initially considered a significant risk.
But it was later realized that visits occurring within the month but entered in a later month were not accounted for.
Reports were revised to capture all visits entered within the month, which would include visits occurring in
a previous month. This revealed some late entry times that could have resulted in incorrect initial billing
and a correction required.

WA eSS D Report is disseminated to research department managers on a monthly basis, with late entries
and studies showing trends toward late entries highlighted. This feedback is shared with their study teams
to increase awareness and correct for recurring issues.

staff with responsibility to oversee research operations and provide support
services, including research billing compliance oversight. The current
research billing team is relatively new (ranging between 5-18 months

in the role). With little knowledge transfer from the previous team

and few written procedures for guidance, it was necessary to re-examine
institutional processes to ensure Research Billing Compliance.
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METHOD

Existing resources were reviewed to assess the current status of Rese
Billing Compliance and identify potential risks. New processes were ti
implemented to address these risks and improve accuracy and complis
As more information becomes available, processes are updated

or refined further.

CHARGE REVIEW AND ALLOCATION

ol o3y Compliance audit of claims. The institution’s compliance department completed an audit of charges for
3 studies. No errors were found on review of two of the studies, but a slightly higher than acceptable error rate was e
found on the third study reviewed. This led to auditing a fourth study of the same type, with similar results.

m The research billing team reviewed the errors and categorized by error type. The most prevalent error

REVI EW AN D IM PLEM ENTATION seen was incorrect itemization of charges; charges that should have been study-paid were not marked as such in the

charge review, resulting in incorrect billing.

Ve 21713005 In addition to correcting the charge errors, a second review of charges was implemented.
RESEARCH ACCOUNT HOLDS - | s P emen
/ After the charges are assessed and allocated as either study-paid or SOC, another study coordinator verifies accuracy.
1o V)i {e[=Bp Weekly report of research account holds. This report includes data from our Clinical Trial Management System The research billing team also began monitoring a percentage of the itemizations to further ensure accuracy.

(CTMS) identifying research patients by Medical Record Number (MRN) who have completed study visits in the previous
week, compared to data from Electronic Medical Records (EMR) on accounts that have been placed on a research hold
during the same time period. A list for review was generated based on patients who had a research visit, but no
account held.

If errors are found, corrections are requested and feedback is provided to the study team.

EVALUATE - -
r and Refine

I M P LE M E NT " Are new processes Yo 01 {e 3P Billing error tracking and coverage analysis. The research billing team tracks reported errors to look for trends

REVIEW

AR AR Initial review showed a very low rate of missed account holds (<1%). However, further scrutiny of account Source Information
data showed that it did not include patients who had an account held. Thus, it could not be verified for this larger group
of patients whether the account placed on hold was the correct or only study-related account.

IDENTIFY

= Research patient
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VIENYEEEYED Report was expanded to review all accounts during the report period that had not been held, for accounts and account Potential Risks Processes to effective: and areas of concerns.
patients who had completed a study visit in that same time period. Over a period of one year, the expanded review holds data from EMR ] . Address Gaps " Are they feasible AERESEV BB The majority of errors reported fell into three categories—study account not flagged; late
has continued to show a very low rate of missed account holds (<0.5%). * Discrepancies between to maintain? or missed CTMS entry of a study visit; or wrong account information listed in CTMS. These areas are generally

= Study visits completed coverage analysis, ICF, « New intake process to - the responsibility of the study coordinator. Recent turnover in study staff may have contributed to a lack

in CTMS contract/budget o e ol o - »zre neﬁW(;SS:tes of understanding in these areas.
. identified after VNS END Training was developed to educate study coordinators on research billing processes and the
. : : ) document alignment " o : : P Y &P
DOCUMENT ALIGNMENT AND CTMS CONFIGURATION Comp.llance audit Account holds 8 additional monitoring? importance of correct and timely entry of CTMS visits and flagging study accounts. Study coordinators across all

ol o3y Internal audit. Institution’s internal audit department conducted an audit to assess billing accuracy for of claims = Charge review = Audit of CTMS set-up - With new information research departments participated in this training.
sponsored clinical trials. Audit was performed in accordance with the Institute of Internal Auditors International = Internal audit and itemization of . - I ) . . ¢
Standards for the Professional Practice of Internal Auditing. study-paid/SOC charges l\:or;;totrlngﬁblllil:ng for continue to identify

= Rilli B e 1nrst patien i
AERESEV BB Audit revealed multiple areas for improvement, including lack of a standard process for document Billing errors reported I dr', h trial risks and update
and CTMS reconciliation and insufficient oversight of billing processes for new study implementation. by study staff * CTMS set-up enrolled in each tria processes as needed. OUTCOME

A new intake form was created for coverage analysis review. This allowed for upload of supporting = Expanded monitoring
documents—contract/budget, informed consent form (ICF), and protocol, to be reviewed alongside the coverage of research accounts ; . . . . .
analysis to ensure alignment. Procedures or items that are paid by the sponsor in the budget are verified as study-paid . Monitori ng, ove rSIght/ d nd educatlon have helped brldge the gaps In
in the billing grid. The cost language of th-e ICF is reviewed to conﬁ_rm th'c?t it is consistent with t_he cove_ra_ge an-alysis. . Second.re‘"?w ?f Resea rch B||||ng Com p| iance processes a nd knowledge at our institution.
The protocol is reviewed to ensure that billable procedures at all timepoints are accounted for in the billing grid. charge itemization ] . . . o . .
To further validate the CTMS study set up, it is audited against the coverage analysis. Any inconsistencies between » Education to address Contin ued Su rvellla nce wi ” d Id N Idenhfyl ng and correcti ng ISSUes e€a rly
the two rTxust be resolved prior to activiat'_ing a new stt-de in CTMS. Additio-nal mc.)nitorir.lg .of the ﬁrs-t Patient-etnro.lled o ] AS new issues arise’ processes can be adapted to better ensure b||||ng
q Yy

was also implemented. The research billing team reviews several factors, including verifying that billing notifications ] ]
are sent, that procedures are correctly allocated as study-paid or standard of care (SOC) for the visit, that the correct reported errors com p| iance in the research program.

account information and date of service is documented, and that the account hold is placed in a timely manner.



