
Follow this and additional works at DigiNole: FSU's Digital Repository. For more information, please contact lib-support@fsu.edu

2018

Regulatory compliance for research
in an academic medical center
J. N. Joyce

© 2011 Compliance Today, a publication of the Health Care Compliance Association (HCCA).



Health Care Compliance Association  •  888-580-8373  •  www.hcca-info.org
December 2011

1

...continued from page 

Volume Thirteen

Number Twelve

December 2011 

Published Monthly

Meet 

Mary Dunaway, Hospital 
Revenue Cycle Compliance 
Director, University of 
Arizona Health Network 
PAGE 14

Feature Focus:

Medicaid RACs: Tool of 
transparency or torment?
PAGE 44

Earn CEU Credit
WWW.HCCA-INFO.ORG/QUIZ�SEE PAGE 50

How to respond 
to a regulatory 

investigation
PAGE 8

This article, published in Compliance Today, appears here with permission from the Health Care Compliance Association. Call HCCA at 888/580-8373 with all reprint requests.



Health Care Compliance Association  •  888-580-8373  •  www.hcca-info.org
December 2011

29
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Joyce@mihs.org.

T
raditional academic medi-

cal centers that have a 

teaching hospital associ-

ated with a medical school have 

been the home for clinical and 

translational research for several 

decades. However, increasing 

amounts of research are being 

conducted at free-standing hos-

pitals, particularly those provid-

ing residency training. Maricopa 

Integrated Health System (MIHS) 

is headquartered in the heart of a 

large urban area. The cornerstone 

of MIHS is Maricopa Medical 

Center (MMC), a major teaching 

hospital with a 100-year history. 

By public vote, MIHS (including 

MMC) became an independent 

health care district governed by 

a five-member board of directors 

in 2005. The stand-alone medi-

cal system, hosting ten residency 

programs that train 275 resi-

dents annually, established the 

Department of Research in 2006. 

he Department of Research was 

created to meet several goals, but 

the driving need was to strengthen 

inancial and regulatory oversight 

while simultaneously reducing 

barriers to conducting research. 

Another important driving 

force was the MIHS intention 

to assume the role of a major 

university-ailiated teaching 

hospital and clinical hub for its 

research partners, and thus, to 

increase clinical research opportu-

nities. Senior leadership developed 

goals in 2006 that required rapid 

growth of research administra-

tion and support, and called for 

the establishment of regulatory 

policies and processes that did not 

currently exist. his article will 

describe the planning, develop-

ment, and implementation of the 

policies and processes that were 

aligned with the departments of 

Information Technology (IT), 

Finance, and Revenue, as well as 

with the Legal and Compliance 

areas. his information-driven 

process can be used to develop an 

efective research administration 

operation in other independent 

academic medical centers.

Establishing an effective 
research infrastructure
In 2005, the MIHS Institutional 

Review Board Administrator and 

Acting Director of Academic 

Research prepared a white paper 

that assessed the value of the 

research division that had been 

administered on behalf of MIHS 

by its Physician Practice Group 

for the previous three years. he 

white paper concluded that the 

research division provided some 

coordination that had long been 

lacking, but weaknesses and 

barriers remained. hree goals 

were identiied that needed to 

be addressed: (1) Centralize the 

oversight and review of research 

that assured inancial accountabil-

ity for research funds; (2) Provide 

for the assurance of appropriate 

billing for research patients; and 

(3) Professionalize the research 

contract approval process and 

oversight. 

In 2007, a new Director of 

Research (the author) was 

appointed, and a plan was 

implemented to improve research 

administration by hiring an 

experienced team to manage the 

clinical research contracts and aca-

demic grants, and to restructure 
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Regulatory compliance for research in an academic 
medical center  ...continued from page 29

the research administration organization to clarify 

reporting relationships. An increased efort to work 

with faculty and residents in assuring their compli-

ance with administrative policies and processes was 

an important strategy to achieve these goals. his is 

an ongoing process, and to achieve the goals for these 

areas, continuous input is required from research-

ers, house staf, and others who are served by the 

Department of Research, other departments that 

it intersects with (e.g., IT, Finance, Legal), and our 

external partners. For example, in the 2007 assess-

ment, research faculty communicated a pressing need 

to shorten the time it took to get sponsored research 

project documents, including contracts and Institu-

tional Review Board (IRB) protocol, completed and 

approved to initiate clinical research studies. Faculty 

reported that it took 12-16 weeks, on average, for 

the processes to occur, with some study initiations 

taking nine months. he investigators’ expectation 

was that the timeline for initiating sponsored proj-

ects should be reduced to six to eight weeks. hus, it 

was apparent that the competing needs for ensuring 

compliance, while reducing barriers to initiating and 

conducting the clinical studies, had to be managed.

he Department of Research contracted with an out-

side irm to provide a report on the “…assessment of 

major compliance, operational and structural risks and 

gaps and advice on potential approaches to enhanc-

ing its sponsored programs capabilities.” During this 

assessment, six domains were identiied that required 

planning, information, and investment to have an 

efective research administration (igure 1 on page 

31). hree of those domains (i.e., Ailiations, Strategy 

and Mission, and Resources for Research) relected 

the context for having a Department of Research at 

MIHS that was in alignment with the MIHS mission. 

hree key domains were then identiied that needed 

to be appropriately strengthened and restructured 

for efective research administration (i.e., Legal and 

Organizational Structure, Operations/Compliance, 

and Intellectual Property and Technology Transfer). 
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he irst domain for establishing 

research administration was the 

consideration of the legal rationale 

(Legal and Organizational Struc-

ture) for research administration 

at this academic medical center. In 

this case, it was particularly impor-

tant to establish a system-wide 

policy governing research opera-

tions, all research grants, contracts, 

or sponsored research agreements, 

because all oversight previously 

had been vested with a small 

physician-led foundation, then the 

Physician Contract Group. With 

the establishment of the Depart-

ment of Research within MIHS, 

the MIHS CEO created a speciic 

written authority for the new 

entity to operate. he two other 

domains (Intellectual Property and 

Technology Transfer, and Opera-

tions/Compliance) are operations 

that were developed by the new 

research administration leadership 

with input from the medical staf; 

the departments of Finance and 

Revenue, Legal, and Compliance; 

and MIHS executive leadership. 

hese operational domains were 

implemented in ive steps.

Establishing an infrastructure 
to support research
A ive-step strategy was put in 

place to encourage growth of 

research and adherence to compli-

ance operations.

Step 1: Restructuring operations 

and policies

he irst step in establishing 

research administration was the 

consideration of the proposed 

structure (i.e., the Legal and 

Organizational Structure) for 

research administration at this 

academic medical center. In July 

of 2007, the author guided a 

restructuring of the Department 

of Research in which two divi-

sions were delineated with difer-

ent responsibilities: (1) a division 

for industry-sponsored contracts 

and clinical trial oversight; and  

(2) a division for academic 

research and education with 

additional responsibilities for 

Developing a Research Infrastructure

An effective research administration infrastructure involves 

planning and investment across six domains.

Legal & Organization Structure

Intellectual Property and 

Technology Transfer

Strategy and Mission

Is Intellectual Property being 

protected and developed?

Is technology transfer appropriately 

enabled?

Do physicians and staff understand 

the Intellectual Property policy and 

technology transfer process?

What is the overall strategic value 

and mission of the Research 

department, within the Institution?

How will this be executed?

What are the key objectives of the 

Research department?

How will success be measured?

Affiliations 

Who are our natural affiliates?

What is expected from the affiliates?

How will we gauge success?

What is needed to fulfill the goals 

of the affiliations?

Operations / Compliance 

What is the most efficient and 

effective way to develop research?

How will it ensure compliant 

operations?

What are the key risks and success 

factors?

What physical and operations 

investment will need to be made?

What legal structure, organizational 

structure, and key leadership 

positions are needed to support the  

research infrastructure?

Resources for Research 

Do we have the appropriate key 

physician/scientists to be 

successful?

What therapeutic areas do we 

provide clinical research centers?

What will it take to transform to 

academic focus in departments?

Where will financial support be 

developed?

Research Department
Elements Contributing to 

Overall Effectiveness & 

Efficiency

Figure 1
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Regulatory compliance for research in an academic medical center  ...continued from page 31

administration of the human sub-

jects protection program (IRB). 

Although there is no laboratory, 

bench-based, basic research at 

MIHS, historically there has been 

both industry and governmental 

grant-supported clinical research 

at MIHS. he processes for sup-

porting and approving industry-

sponsored clinical trial contracts 

is fundamentally diferent from 

developing investigator-initiated 

research or partnering on multi-

site studies that are funded with 

non-commercial resources.1,2 

here are points of intersection 

between the two, but the steps 

involved in approving industry-

sponsored clinical trials for the 

study initiation, contract negotia-

tions, legal review, compliance 

approval, invoicing, and inancial 

reporting are fundamentally 

diferent from that sponsored by 

non-commercial entities. Con-

sequently, staing was aligned 

with the diferent functions of 

the divisions with all commercial 

contract negotiations, budget 

development and review, coor-

dination with legal counsel, and 

clinical trial compliance oversight 

within one division. he division 

for academic research and educa-

tion included staf for pre-award 

grant development functions, 

biostatisticians, residency educa-

tion in research, human subjects 

protection training, and IRB 

administration. Additional staf 

in the positions of research data 

analysis and post-award inancial 

oversight functions were added in 

the second year to support both 

divisions’ activities.

To accomplish the goal of adding 

staf for post-award inancial 

oversight functions, a rationale 

for investing in staf with diferent 

expertise and the simultaneous 

development of supporting policy 

was needed. To achieve this, we 

invested in senior staf education 

initiatives, including sending the 

senior manager of the division for 

industry-sponsored contracts and 

clinical trials oversight to attend 

national meetings on CMS policy 

on Medicare billing for clinical 

trial participants. We also invested 

in in-house seminars for senior 

staf of the MIHS Departments of 

Finance, Revenue, and Research, 

to provide information on issues 

pertaining to accounting for all 

expenses and revenue generated 

through research contracts. 

Copies of this consultant’s report 

on “…assessment of major compli-

ance, operational and structural 

risks and gaps and advice on 

potential approaches to enhancing 

its sponsored programs capabili-

ties” were circulated to the MIHS 

chief operating oicer and chief 

inancial oicer. Recommendations 

from that report were incorporated 

into a white paper that supported 

investment in staf, policies and 

processes for the inancial man-

agement of grants, and research 

contracts accounting. A task force 

was convened to set policies and 

processes for inancial and clinical 

trials reconciliation that included 

senior level administrators from 

the IT, Revenue, Finance, Business 

Afairs, and Research departments. 

he outcomes of this process 

included approval for hiring 

specialized staf in research grants 

accounting, approval of policies 

and procedures to manage compli-

ance with federal regulations, and 

improved process eiciencies. A 

comprehensive clinical trials billing 

system and monthly inancial 

reporting process was instituted. 

he alignment of all research staf, 

policies, and processes enabled the 

development and submission of a 

new indirect cost proposal to the 

Department of Health and Human 

Services in cooperation with the 

director of government reporting 

for the institution and an outside 

consulting organization. 

Step 2: Policies for research 

compliance 

MIHS employs a hybrid approach 

to research administration and 

support. Administrative assistance 

for research endeavors occurs both 

through the centralized Depart-

ment of Research and through 

the separate clinical departments. 

he Physician Practice Group is 

contracted to provide all clini-

cal services to MIHS, including 

clinical research activities, and 

that group’s administrative 

services provides billing support 



Health Care Compliance Association  •  888-580-8373  •  www.hcca-info.org
December 2011

33

Continued on page 34

for research services provided by 

physicians and their ailiated 

clinical research staf. In addition, 

both the Physician Practice Group 

and the Department of Research 

provide direct salary support for 

clinical research coordinators. he 

strategic plan assumed that, with 

maturation of the research activi-

ties within the clinical depart-

ments, administrative resources 

would be developed within the 

departments. he administrative 

resources developed would then 

interface with the MIHS Depart-

ment of Research, to support cen-

tralized operational activities. his 

will ensure that the bureaucracy 

for research administration does 

not grow in excess of the needs 

of the investigators and drain 

resources needed for the growth of 

the faculty pool. However, it also 

required the substantial develop-

ment of policies and procedures 

to ensure appropriate compliance 

in both organizations. Using a 

tool similar to that proiled by 

Campbell,3 risk areas were priori-

tized and key policies identiied 

for development. Five areas were 

initially identiied that required 

policy and process implementa-

tion: Medical staf, IRB, Admin-

istration, Finance, and External 

Ailiations (see table 1). 

he irst policy implemented was 

the Medical Staf Rules which 

required that all investigational 

implanted devices, investiga-

tional drugs, isotopes, or drug 

Table 1: Risk areas and key policies

Category Policy Title and Purpose

Medical staf Rules and regulations for investigational research

Intellectual property 

Institutional 
Review Board 

Purpose, authority, responsibilities, membership, 
and operations of the IRB

Protocol review processes for IRB

Informed consent for research (including HIPAA 
authorization for use of protected health information)

Research personnel: Qualiications, competency, 
continuing education and conlicts of interest

Suspension or termination of IRB approval of 
research

Conlict of interest

Scientiic misconduct

Administration Institutional approval and routing of grants and 
contracts

Clinical research study audits

Finance Development of inancial oversight responsibili-
ties and processes 

Allocation and charging of direct and indirect costs 

Residual funds/closing accounts – industry 
sponsored contracts

Cost sharing

Time and efort reporting

Development of indirect cost and submission to 
DHHS

Establish billing processes for research subject 
low within EMR

External  
Ailiations

Memorandum of Understanding executed with 
university partner and master research collabora-
tion agreements executed with partner institutions

Technology transfer, business associate agree-
ments, and IRB reciprocity agreements and 
processes established with university partner

Adjunct Research Associate program for external 
research collaborations

2010 initiated

Electronic medical 
records (EMR)

EPIC system is 21CFR Part 11 compliant

External entities’ review of records

Establish controls and operations for research 
subject low within EMR
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Regulatory compliance for research in an academic medical center  ...continued from page 33

therapy administered to hospital 

patients be approved by the IRB 

and Department of Research in 

accordance with hospital policies 

(e.g., IRB, HIPAA). In addition, 

contractual language between 

MIHS and the Physician Practice 

Group delegated to MIHS the 

authority to enter into clinical 

research study agreements with 

study sponsors for and on behalf 

of the Physician Practice Group 

and its qualiied providers (i.e. 

study Principal Investigators). he 

contract further authorized MIHS 

to act as the iduciary agent for 

the Physician Practice Group and 

its qualiied providers under any 

clinical research study.

Although the language of this 

contract offered the mandate to 

centralize clinical research opera-

tions and manage all aspects of 

the research within MIHS, buy-in 

from a broad range of individuals 

within MIHS and the Physician 

Practice Group was also needed. 

A quarterly research advisory 

board, composed of physician/

scientists, departmental chairs, 

the chief compliance officer, the 

vice president of Finance, and 

the Department of Research 

senior management team was 

instituted. At the first meeting, 

the Department of Research 

committed to resolving the major 

concerns of the key physician/

scientists by: 

n making research administration 

a transparent process,

n reducing the time from contact 

initiation to the successful 

launch of clinical trials,

n increasing research revenue, and 

n providing timely and accurate 

inancial reporting of research 

accounts. 

Within the irst year, the Depart-

ment of Research met or exceeded 

all of the commitments and 

gained the recognition and respect 

of key opinion leaders in the clini-

cal departments. We built on the 

success of the irst year by engag-

ing the Finance division to sup-

port operations for research grants 

accounting, and implementing 

policies for administration of 

research accounts (see below). 

his led to increased revenue 

capture and improved report-

ing, which in turn improved our 

performance measures for the key 

constituents. We have continued 

this process by ofering ongoing 

educational programs to target 

audiences to provide information 

about diferent components of 

research compliance.

Step 3: The Institutional Review 

Board 

Although the IRB had originated 

at MIHS during its prior life as 

the county hospital, the establish-

ment of research administration at 

MIHS required the development 

and implementation of a new 

set of policies and procedures to 

better meet federal regulations on 

human subject protection, conlict 

of interest, scientiic misconduct, 

informed consent, and more 

recently, HIPAA Privacy Rule and 

Health Information Technology 

Act (HITECH) compliance. 

he assurance that all protocols, 

contracts, and grants are compli-

ant with HIPAA rules for the use 

and disclosure of protected health 

information (PHI) for research 

is shared with the Compliance 

department. Annual training in the 

deinition of and MIHS policies 

for scientiic misconduct, conlict 

of interest, and HIPAA/HITECH 

rules is provided by the Depart-

ment of Research. In addition, 

because the majority of residents 

are engaged in research activi-

ties, the Department of Research 

provides courses in research design 

and statistical design annually to 

all residents. IRB protocols are 

developed with support and guid-

ance by the IRB Oice for all new 

investigators (including residents) 

and in conjunction with clinical 

research coordinators for industry-

sponsored studies. 

All protocol documents are 

reviewed to meet the required 

informed consent and infor-

mation documentation (e.g., 

brochures) and to determine the 

need for language translation. he 

translation of the documents and 

informed consent to the patients 

and families are the coordinated 

responsibility of the Principal 

Investigator and the translation 

services within the Department of 
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Community Relations. A process 

to reduce the time to review and 

translate the documents was 

developed during 2009. he 

review of the process was initiated 

because our collaborative research 

partner institutions expressed 

concern that there was signiicant 

variability in the process. his was 

due, in part, to the review of the 

protocols and translation of docu-

ments among separate partner or 

collaborator IRBs. 

After the execution of a Memo-

randum of Understanding for 

Research and Graduate Education 

Partnerships between MIHS 

and a partner university, an 

IRB reciprocity agreement was 

executed that determines IRB 

authority over joint research 

programs where clinical research 

is conducted solely at MIHS. By 

stipulating that MIHS would 

be the IRB of record, the agree-

ment ensured there would be a 

single review of the protocols and 

translation of documents, which 

has resulted in a signiicant reduc-

tion in the time needed for review 

and approval. For other partner 

institutions, master agreements 

were executed that stipulated the 

IRB of record and authority for 

translated documents, resulting 

in greater eiciency for approving 

individual research agreements.

Step 4: Contracts and billing

All inancial activities related to 

clinical research were centralized 

during the Department of 

Research’s second year of opera-

tion. Accountabilities and controls 

were developed to ensure invoic-

ing uniformity for all research 

studies with billable items and 

services, as well as research billing 

compliance throughout MIHS. 

All grant and contract-related 

budgets are initially processed 

through the Department of 

Research for prospective reim-

bursement analysis, budget 

development, and budget negotia-

tion. In addition, the post-award 

team is charged with the review 

of billing issues and developing 

a process for invoicing for each 

study. At the time that the author 

assumed his current position 

(Director of the Department of 

Research) there was no speciic 

plan for cost accountability or cost 

recovery for the department and 

its activities. 

he irst step towards a full account-

ing was to realign the administrative 

structure (see Step 1) to relect the 

principle diferences in cost recov-

ery for the activities of the depart-

ment. he industry-sponsored 

Contracts and Clinical Trial Over-

sight division is responsible for 

activities that can provide a stable 

stream of income that is over and 

above the cost of administering 

the activities of this division. his 

occurs through direct costs billed 

to the clinical trials for the clinical 

research coordinator (CRC) staf 

and the indirect rate cost recovery 

from each clinical trial managed by 

the Department of Research. he 

goal for each budget year is to add 

CRC staing only as the income 

generated from the clinical trials is 

able to fully support the additional 

positions. Obviously, bottlenecks 

during any step of the process, 

from initial contact by the clinical 

research organization (CRO)/spon-

sor, through contract negotiations, 

recruitment issues, and physician 

oversight, limits growth in research 

activities and income. To reduce 

the amount of time required for 

contract negotiation and to simul-

taneously improve consistency 

in the process, we worked with 

district legal counsel to develop a 

master language guide that detailed 

the information that was required 

to be included in any research con-

tract. Each contract is reviewed for 

conformity and compliance with 

the template, including intellectual 

property protection language, 

and then submitted with a list of 

proposed changes in language for 

review by legal counsel. An edited 

research contract is developed in a 

short period of time and returned 

to the CRO/sponsor for revision. 

In part, because of the consistency 

of our approach, repeat contract 

negotiations with CROs/spon-

sors has resulted in developing 

master agreements to support a 

process for limited review and 

approval. A similar approach has 

been taken with non-commercial 

sponsors of research for review of 
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the contracts, albeit with a more 

limited need for language revi-

sion. Because we have numerous 

research collaborations with some 

partner institutions, we have devel-

oped overarching Memoranda of 

Understanding (MOU) with each 

one that covers many key compli-

ance and regulatory matters, and 

research plans for individual col-

laborative studies can be attached 

to or refer to the master MOU 

and support the process for limited 

review and approval. 

Step 5: Information Technology 

and Research interface

he IT environment or cyber 

infrastructure has a complex role 

in health systems. A number areas 

of regulatory compliance over-

lapped between IT and Research 

that required the development 

of policies and protocols. Several 

of the most critical policies and 

processes involved the use of 

the Epic4 electronic medical 

record system (EMR) that was 

implemented in 2009. Integrating 

processes linking research subjects 

into the low of clinical processes 

within the EMR, including 

registration, billing, service orders, 

source data in the medical record, 

and documentation of informed 

consent is essential. However, the 

implementation of the research 

subject low processes was diicult 

for several reasons. First, the EMR 

was not fully implemented in 

both the outpatient and inpatient 

clinical settings simultaneously, 

and its initial implementation 

into the outpatient clinical setting 

did not realize all the available 

ancillary systems. Second, the 

original focus for integrating 

research subject low was hospital 

billing only, via Epic Cadence and 

Resolute, with the assumption 

that correct registration would 

result in correct billing. What was 

not evident was that the other 

low points for research subjects 

that were being handled through 

both paper documentation and 

multiple database systems also had 

to be integrated into the EMR 

system. As a consequence, to 

achieve correct billing, this other 

documentation had to be retroit-

ted into the EMR system with 

work-around designs. 

Following discussions with other 

hospital systems to share informa-

tion on using the EMR system for 

both research subject and clinical 

processes, and engagement of the 

chief medical information officer 

at MIHS, resources were provided 

to implement tools in the EMR 

modules that better managed 

research subject flow in the EMR. 

Following the “rollout” of Phase I  

of the EMR system, we were able 

to work with the IT-managed 

EMR Implementation Project 

team to: 

n get tools (e.g., smart sets) devel-

oped, tested, and established 

as the way to build a research 

study functions in Epic; 

n get the clinical research 

coordinators added functions 

so that they could docu-

ment in the EMR and set-up 

appointments; 

n establish “Research Only”(non-

patient care) appointments 

that would not result in a visit 

charge; and 

n route all charges for research 

subjects to a single reviewer who 

had the appropriate expertise 

to approve the charges or move 

them to the patient account. 

Most importantly, senior leader-

ship recognized that “research” 

was an important input into the 

EMR and that the Department of 

Research needed to be included 

from the beginning for the next 

phase of EMR implementation 

in Spring 2012. In 2011, the 

Research team was included in 

the preliminary EMR strategy 

and validation sessions to ensure 

that work lows incorporated 

registration, documentation, and 

billing for research subjects and 

to interface with teams “build-

ing” work lows for laboratory 

records, pharmacy (investigational 

medications), and clinical content. 

Although diferent systems and 

tools are being utilized for research 

subject low during Phase II of the 

EMR system implementation, 

the experience during Phase I 

provided invaluable insight into 

what functions had to be designed 

from the beginning to work 

appropriately in the Epic EMR 

environment. 
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With the implementation of the 

EMR system, additional cyber 

infrastructure-related processes 

had to be developed to address 

compliance with federal require-

ments for research. For example, 

the Food and Drug Administra-

tion's (FDA) 21 CFR Part II rule 

on electronic records and signa-

tures, and external entities’ (e.g., 

monitors) review of the medical 

records of research subjects. In 

2010, we initiated a series of 

meetings between the Department 

of Research and the Department of 

Information Technology regarding 

compliance with 21 CFR Part II, 

Electronic Record and Electronic 

Signatures. Often referred to as 

Part II, it was published  

May 20, 1997 and was 

intended to enable the use of elec-

tronic documents in the regula-

tory process for drugs and devices. 

Part II speciies processes that must 

be in place to assure that electronic 

documents and signatures are 

equivalent to paper documents and 

handwritten signatures. Working 

with the chief information oicer 

and director of operations within 

the Department of Information 

Technology and the MIHS HIPAA 

security oicer, an assessment of 

the compliance of the EMR system 

with the guidelines was made, and 

a checklist of all component pro-

cesses established were recorded. 

his checklist is maintained for all 

ongoing and future studies. Based 

on this process of veriication, 

MIHS was able to provide a letter 

to the FDA that all electronic 

signatures executed in our elec-

tronic medical record system are 

the legally binding equivalent of 

traditional hand-written signatures. 

A second example was the need to 

document processes for external 

entities’ review of records. To meet 

FDA requirements, clinical Qual-

ity Assurance (QA) auditors per-

form audits of research subjects’ 

medical records at clinical research 

sites to ensure the validity of the 

data submitted and to report 

adverse events. However, there 

are legitimate concerns that access 

to the medical record violates the 

privacy rights of patients, and 

EMR systems do not easily limit 

access to a limited set of medical 

records. Consequently, many sites 

will provide hard copies of "perti-

nent" sections of the chart for the 

QA auditors’ review rather than 

allow access to the EMR. his 

may be in conlict with the need 

for veriication of the source data, 

or the subject’s medical history 

and concurrent events, which are 

the core of monitoring/auditing. 

In addition, FDA regulations 

speciically require FDA-regulated 

entities to provide FDA employ-

ees or designated oicers access to 

any required records or reports, 

including the ability to copy or 

verify any such records or reports. 

Under the Federal Food, Drug, 

and Cosmetic Act (FFDCA), it 

is a prohibited act to refuse "…

to permit access to or copying 

of any record…" (See FFDCA 

section 301(e) and section 704). 

Because the Health Informa-

tion Management team, the 

Compliance department, and IT 

had already begun conducting 

discussions about the need to 

change policies and procedures 

for external entities reviewing 

or documenting in the MIHS 

EMR system, the Department of 

Research was able to coordinate 

with their policy development. 

he process for monitoring 

research subjects’ medical records 

in the EMR requires that the 

auditor or inspector be assigned a 

temporary password and institu-

tional account that is approved 

by the Director of Research. he 

account has a time-limited func-

tionality, and the production of a 

hard copy of the medical record, 

when necessary, is limited to a 

speciied range of medical records 

for review status only. he audi-

tor is monitored to ensure that 

only speciied medical records 

are viewed in the EMR system, 

and the system status availability 

is closed after the full review is 

completed. 

Conclusion
Between 2006 and 2011, the 

number of active research 

projects (sponsored and resident-

related) at MIHS increased 

by 160% and the number of 

initiated sponsored contracts 
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completed per month increased 

by 250%. Federal and state 

awards increased by more than 

200% in three years, and the 

number of research projects that 

are part of the residency train-

ing programs increased 375%. 

hese increases occurred as a 

consequence of the institution’s 

commitment to growth in capac-

ity and resources for the Depart-

ment of Research. A strategy was 

developed for systems, policies, 

and processes that required 

prioritization in development and 

implementation. Also, a focus 

was placed on education before 

regulation to identify appropriate 

growth of research administration 

functions. he steps outlined in 

this article relect the experience 

of this institution and Depart-

ment of Research, but should 

have applicability to other stand-

alone academic medical centers. n
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