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PROCEDURES MANUAL

INTRODUCTION

BACKGROUND

Program inspections are one of the tools used by the Office of Inspector Genera (OIG)* to effect
positive change within the Department of Hedlth and Human Services (HHS). Within the OIG,
program ingpections are performed by the Office of Evauation and Inspections (OEl). OEIl daff
initiate most ingpections, but policy-makers within HHS, Congress, and other entities may request an
ingpection when desired. Principal requesters of OEI inspections include the HHS Secretary, Deputy
Secretary, Assistant Secretaries, and agency heads, and Congress.

OEI conducts national inspections on HHS program policies and operations. Typicaly, OEl provides
ingpection findings and recommendations in awritten report targeted to specific issues and needs of
decison makers. The ingpections disclose program inefficiencies and ineffectiveness, and program
vulnerabilities that may lead to fraud, waste, and abuse of Federa resources. Through its ingpections,
the OIG provides decision-makers with timey and valid data and andlysis on current policy and
operationd issues.

Program inspections combine the best features of various disciplines, including traditiond program
evauation, survey research, operationa auditing, program monitoring, compliance reviews,
investigations, and management anaysis.

INSPECTOR GENERAL AUTHORITY

The Ingpector Generd's authority to conduct evauations derives from the Inspector Generd Act (5
U.S.C. App.) a sections 2, 4 and 6 of the Act, which authorize the HHS Inspector Genera to conduct
inquiries and make recommendations relating to the economy, efficiency and effectiveness of programs
adminigered or funded by HHS. Additiond authority isfound in Title 1l of the Hedlth Insurance
Portability and Accountability Act (42 U.S.C. 1320a-7¢(a)), which directs the Attorney Genera and
the HHS Inspector Genera (on behdf of the Secretary), to establish a hedlth care fraud and abuse
control program that includes, in part, “ conduct[ing] investigations, audits, evauations and ingpections
relating to the delivery of and payment for hedlth care.” Appendix B of this manua providesthe
abbreviated text of Section 6(a)(1) of the Inspector Genera Act.

t Appendix A lists frequently used acronyms.
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PURPOSE OF PROCEDURES MANUAL

The Procedures Manual provides guidance to OEIl staff for conducting program inspections. It
provides basic guidance? rather than rigid rules, and by no means replaces the professiond judgment of
OEl gaff. The written procedura guidance is adequate for most inspections, but some ingpections
require unique gpproaches. In such instances, regiond and heedquarter staffs jointly determine
appropriate procedures. Hexihility isimportant for quality program inspections.

2 Other helpful publicationsinclude: Quality Sandards for Inspections; Implementation of the Conflict
Resolution Process, April 1990; and OEIs Technical Assistance Guides. The guides provide information on
Focusing the Inspection, Targeting the Information Needed, Specific Sources of Information, Gathering
Information, Analyzing the | nformation Gathered, Specific Seps for Writing an Inspection Report, Presenting
an Effective I nspection Briefing; and Using Graphics Effectively.

August 8, 2002 Introduction 2
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OEl QUALITY ASSURANCE PROCESS

OEl’'s quaity assurance procedures are a collaborétive, team effort by staff who conduct program
inspections and gaff who asss, guide, and review written and ora ingpection plans and products. Any
OEI member involved with a particular inspection is responsible for helping assure qudity of work done
and products released.

Specific responshility for conducting and ensuring quality program ingpections rests with Regiona
Inspectors Generd (RIGs). OEl RIGs assign a Team Leader and other team members to each
ingoection. This team isrespongible for doing quaity ingpection field work-- including design, data
collection, data analys's, and written and ord reports. RIGs must certify for draft and find reports that
the ingpection was done in accordance with OEI’ s procedures and PCIE quaity standards (see 1-12,
and 1-19).

OEI’ s Program Evauation Division (PED) Directors assgn Program Speciadists who serve as
fecilitators, coordinators, liaisons, and technica advisors for each ingpection team. The assigned
Program Specidist reviews and comments on designs, data collection instruments, working drafts,
drafts, find reports, and other related ingpection products to ensure quality.

REVIEW TEAMS

OEl establishes a Review Team process to help assure the quaity of inspection results and reports.
The Review Team may include dl or a select number of individuas, identified below.

» Ingpection Team Leader, Project Leader, and other key members of aregiond team
e Program Specidist

e Technica Support Staff representative

« PED, Public Hedlth and Human Services Staff Director

» PED, Medicare and Medicaid Staff Director

* Regiond Ingpector Genera (RIG) and/or Deputy Regiond Inspector Generd (DRIG)
e Director of Regional Operations (DRO)

»  Deputy Ingpector Generd (DIG)
o Others as needed

August 8, 2002 Quality Assurance 3
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The composition of the Review Team for a specific product depends largely on the type of product,
sengtivity of issues, and customers. The Review Team brings avast range of knowledge to bear on
each ingpection product. Review Team members gpply indtitutional knowledge on program policies
and agency operating practices and problems, as well as knowledge of current and proposed policy
and operations.

August 8, 2002 Quality Assurance
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Regiond ingpection teams and program specidists will convene an OEl Review Team mesting to
decideif products such as designs, data collection instruments, and reports are ready to be used either
internaly or externdly. Review Team members consder content, structure, presentation, target dates,
and potential customersfor al OEI work products before they are released.

Review Team members strive to reach a consensus on ingpection products. However, when this does
not occur, the decison-making authority rests with the DIG.

Regiond inspection teams are responsible for making al agreed upon Review Team changes as soon as
possible -- usudly within 1 to 3 days. Theregfter, ingpection products are resubmitted for review until
the Review Team or Deputy Inspector General decidesit isready for release.

Severd Review Team meetings may be required before a product is approved for rdlease. To
decrease time required for the Review Team process, regiond inspection team members are strongly
encouraged to consult with Program Specidists on the content and presentation of a product before
submitting it for review by the Review Team.

REPORT VALIDATION

Regiona ingpection teams vaidate dl key facts used in ingpection products to help ensure accuracy,
reliability, and compliance with PCIE quality standards. The ingpection Team Leader must assure that
al facts, findings, conclusions, and recommendations reported by OEI are supported in work paper
files. The accuracy of reports directly impacts OEI’s credibility and potentid impact of its work.

Regiond ingpection teams complete the validation process before a draft report is released for agency
review. For find reports, the team will dso vaidate any substantive changes resulting from reviews by
HHS agency staffs. (See pages 28 and 32).

AGENCY REVIEWS

To help assure qudlity and impact of itsingpection results, OEI obtains comments and other input from
gpplicable agency staffs on ingpection plans, results, and selected products. Inspection teams obtain
such input in avariety of ways, including entrance, exit, and other conferences, and comments on
ingpection designs, data collection instruments, working draft, draft and find reports. Ingpection teams
use such meetings and reviews to help identify client needs, identify relevant data for accomplishing
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ingpection purposes, verify accuracy and reliability of data collected, and verify soundness of findings
and recommendations.

August 8, 2002 Quality Assurance
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WORK PLANNING

OEIl work planning must be done in context of the broader OIG work plan. Steff at dl levels
participate in OEI’ swork planning effort, both individudly and as members of planning groups.

OIG-WIDE WORK PLANNING

The OIG has oversght responsbility for dl HHS program policies, operations and funding. To
accomplish its oversght mission, the OIG uses program evauations, audits, investigations, and other
means as needed. The OIG recommends improvements to the HHS Secretary, individua HHS agency
heads, and the Congress. Each OIG component produces individua work plans that are consolidated
into an OIG-wide work plan. This process requires coordination of planned work activities among the
different OIG components.

Key Elements of Ol G-Wide Work Planning

Collectively, the work planning processes of OIG components must include consderation of factors
such asthose listed below. Consderation of these factors helps OIG components identify and target
ggnificant issues that warrant OIG attention.

» Thereaults of previous oversight activities by the OIG, Generd Accounting Office (GAO),
and others.

» The priorities and gods of the Adminigtration, the Department, the Inspector Generd, and
Congressfor HHS program policies, operations, and funding.

» Theéeffect of HHS program policies and operations on beneficiaries, providers, and others.
» The potentid reauthorization or termination of particular HHS programs.
e Thefisca responghbility and practice within a program or agency.

» Theszeand focus of an agency or program budget.

August 8, 2002 Work Planning 7
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» Thevulnerability to fraud or abuse within a program or agency based on indicated
weeknesses in program controls and other management information.

» The potentid for improvement in program efficiency and effectiveness

» The extent to which OIG attention is mandated for a particular agency or program, (new,
substantiadly changed, or particularly sengtive programs).

» The public perception on how well a program meets intended objectives.
Issue Areas

Specificaly defined issue areas provide afocus for OIG work planning over a 12-36 month period.
Issue, or strategic, areas are broad policy, operationd, or service areas that have the greatest potentia
influence on HHS program impact and cogs. An issue areamay span severa categorica programs.

Work Plan Proposals

Work plan proposals are primarily driven by established issue areas. Proposals should always be
timely and focused on potentia improvement to HHS program policies and operations. In addition,
OIG component gtaff may develop awork plan proposal independently of an established issue area.
Such proposds are typicaly narrowly focused on specific needs that warrant attention.

Stepsand TimeLine
The key steps and time line for developing an OlG-wide work plan are summarized below.

o September - October:  Identify drategic issue aress.

» February - March: Prepare work plan proposals.
o April: Review proposals. An OIG work planning committee review
and approves proposals.

August 8, 2002 Work Planning
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 May: Submit approved draft proposals to Office of Audit Services.

Coordinate draft work plan with other OIG components to
avoid potential duplication.

e June-July: Send a draft work plan to HHS agencies for review.

o July: Revise a draft work plan to incorporate HHS agency
comments where needed.

o September: Publish the OIG fiscd year work plan.

OElI WORK PLANNING

In the Fall of each year, OEI’s Medicare and Medicaid Staff Director and Public Health and Human
Services Staff Director solicit work plan proposals by sending a memorandum to regiond offices. That
memorandum outlines established issue areas and time lines for work plan proposas.

Content of Work Plan Proposals

Work plan proposas should provide sufficient information for a Work Planning Committee to
understand and judge the potentia merits of each proposal. Proposas should aso contain sufficient
detall to dlow regiond gaffs to acquire a generd understanding of proposed work and its potentid
impact before they accept an assignment (see Appendix C for examples). Proposas should be limited
to no more than two pages.

While the format of proposals may vary, dl should include the following information.

1. Title Succinctly capture the essence of a proposed inspection. Because of
itsvighility, a concise, cleer title isimportant.

2. Purpose State what a proposed ingpection is expected to accomplish. Usually,
abrief, thoughtful action statement works well.

August 8, 2002 Work Planning
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3. Background:

Include a concise statement on the following topicsin work plan
proposals. In some ingtances, information may be known, but it is till
helpful to include it so that each proposd will stand aone for review by
the Committee.

The Program: Briefly describe the HHS program that is the subject of
awork plan proposd. Include key provisons of law, implementing
regulations, funding, and other information to help the committee judge
the potential merits of a proposd.

August 8, 2002
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4. |ssues:

5. Methods:

The Problem: Describe known and suspected problems and
concerns that justify a proposed ingpection. A well-defined problem
shows precisely why an ingpection is needed. In some ingtances, the
need may be descriptive. If so, state why. An entire inspection
proposa should be logicdly linked to the problem statement.

Audience: Identify requesters and/or other potentia users of a
proposed ingpection. For example, if an agency officid requested the
proposed inspection, say so0. If theingpection is proposed to produce
information for consderation of atask force or other decison-makers,
identify them and their need.

Potential | mpact: Describe the potential impact of a proposed
inspection. For example, how would a proposed inspection lead to
positive impact on identified problems such as aneed to improve
beneficiary accessto services or a need to prevent costly waste and
abuse in program operations.

Appendix D-8 through D-10 provides a checklist on developing
impact-oriented work plan proposas. Also, OEI’ simpact
documentation systemn provides guidance that will help classfy potentiad
impact of OEl inspections.

Identify mgjor issues that a proposed ingpection would likely address.
Each proposa should have alogicd linkage between the issues, the
problem, and the purpose. The issues serve to focus inspection work
leading to logica, compelling andysis and recommendations for
resolving identified problems.

Suggest a methodology that will accomplish the purpose, fully answer
each issue question, and identify potentia causes of identified problems.
Briefly, identify data and information needs and sources, and types of
anaysis needed.

Discuss any limitations or congtraints that could affect the proposed
inspection. For example, requestor’ s schedule, windows of
opportunity, difficult data gathering, and andysis.

August 8, 2002
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Review and Approval of Proposed OEI Inspections

Individud OEIl gtaff members and members of planning groups submit work plan proposdsto the
appropriate PED Staff Director. The PED Staff Director will review each proposal, provide feedback
to the authors, and advise the Work Planning Committee of important considerations.

The Work Planning Committee typically includes the DIG, DRO, and PED Staff Directors. The
Committee reviews each proposa forwarded by the PED Staff Directors and accepts or rejects
proposds for inclusion in the OEl Work Plan.

Generdly, OElI criteriafor gpproving work plan proposas include, but are not limited to

» timeliness needs and available resources,

* relevanceto strategic issues,

o dlients

» methodology and expected results, including potentia savings,
« prior work on the subject area, and

e agency and program coverage.

The PED Staff Directorswill return proposals not selected to the originators dong with an explanation
on why the proposal was declined. Appendix D-8 through D-10 furnishes areview check list for
drafting impact focused ingpections.

For approved work plan proposals that are included in the work plan, the Committee will establish a
priority list. The Committee will then provide the gpproved work plan to Regiond Offices, dong with a
ligting of ingpections that have the highest priority for each PED Staff Director.

OEI’sWork Planning Committee will review the Work Plan semi-annudly. At thistime, the
Committee will decide whether or not gpproved ingpections that have not been sarted sill have merit
and should remain in the plan.

August 8, 2002 Work Planning 12
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PROGRAM INSPECTION

ASSIGNMENT OF INSPECTIONS

When aregion isready for an ingpection assgnment, typicaly the RIG/DRIG will submit an

e-mail request to the DRO. The DRO will consult with RIGs and the gppropriate PED Staff Director
and then advise the Region on its assgnment.

The DRO expects ingpection teams to start ingpections as soon as possble after receiving the
assgnment. The start dates should rarely be delayed beyond 30 days. If the ingpection team has not
started an assigned ingpection after 30 days, the RIG will decide whether to return the proposed
inspection to the work plan or request a late start date from the DRO.

The regiona gtaff will obtain an ingpection control number for each assgnment from the Program
Specidig that is assigned to the inspection team. Inspection control numbers are managed by a
Secretary for OEI’s Policy and Oversight Divison (POD). Each OEI inspection requires a separate
and distinct control number.

PRE-INSPECTION

Pre-ingpection is an important first step for a program ingpection. The objective isto dlow assgned
ingpection teams to design and scope the ingpection work to fully respond to the purpose of an
inspection. In some ingtances, the purpose of an ingpection may be refined and crystalized during pre-
ingpection. Specificaly, pre-inspection alows ingpection teams to properly scope and determine key
inspection issues, identify data needs (including types, sources, and avallability), determine data
callection and andysis methods. During pre-ingpection, the ingpection team should clearly formulate
andytic questions that the ingpection will address.

Typicdly, pre-ingpection includes functions such as

» coordinating with the PED Staff Directors, Program Specidist, Technica Support Staff
(TSS), and the person(s) who submitted the proposd,

e reviewing exiging deta, including possble gte vigts,

August 8, 2002 Program Inspection 13
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» conducting discussions with program officids, providers, provider groups and organizations,
and specid interest organizations about proposed inspection issues, and

» conducting literature searches (including OIG and GAO reports).

August 8, 2002 Program Inspection 14
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The RIG and the appropriate PED Staff Director, in collaboration with the DRO is responsible for
advisng whether an ingpection isworth continuing at the concluson of pre-inspection. Based on the
potentid results of an ingpection, the RIG should recommend ether continuing, reviang, or canceling the

ingoection.

Pre-ingpection generally includes, but is not limited to, the following tasks. Some of the tasks noted
below may aso be done as part of the OEI work planning process.

* TheRIG assgnsaTeam Leader and ingpection team members to the inspection. If
needed, the RIG will aso request saff support from other regions. Support staff from other
regions may be involved in any phase of an ingpection -- pre-ingpection, data collection and
andyds, report writing, or briefing.

» After notification by aRIG or DRIG on when an ingpection will start, the appropriate PED
Staff Director will assgn aProgram Specidist and inform the region.

» The Team Leader sets up awork paper file (see section entitled “Work Papers” and
Appendix L).

»  The Program Specidist should determine if organizations such as other OIG components
and the GAO have conducted, or are planning work that is related or relevant to the
ingoection. The Program Specidist should share the results of this determination with the
ingpection team as eaxly as possible.

» The Team Leader and Program Specidist should identify other related studies within or
outsde the Department. In addition, they should identify relevant pending or recently
enacted regulations or legidation.

» The Program Specialist sends a start notice of the proposed program inspection (see
Appendix E) to the appropriate agency. Generaly, regiona staff will not contact agency or
State program officials prior to release of agtart notice. In circumstances where prior
contact is necessary, the Team Leader should coordinate with the Program Specidist. The
date of the dart notice is the gart date of the ingpection. While OEI may informaly send
this notice viae-mall, the officid notice must dways be sent via hard copy, usng OIG
memorandum paper.

August 8, 2002 Program Inspection 15
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» Asappropriate, the Team Leader and/or the Program Specialist discuss the overdl scope
of the study with OEI’s Technica Support Staff (TSS). Appendix F summarizes
procedures for requesting information or assistance from TSS,

o After discussions between the Program Specidist and the Team Leader, the RIG
determines a due date for the program ingpection design.

» The Team Leader and the Program Specidist develop alist of contacts such as
STAFFDIV and OPDIV officis who may have critical information about the issues.

» The Team Leader, Project Leader, and/or Program Specidist arrange and attend meetings
with other gppropriate officids. These meetings help to define the ingpection, identify
critica issues, and determine the current state of the program.  Sometimes, meetings take
place after pre-ingpection is completed and suffice as both an Entrance and Design
Conference.

e The Team Leader reports any possible “material weekness’ to the RIG/DRIG for further
development. Thismay occur at any stage of theingpection. (See Appendix Gfor the
definition of “materia weakness’ and a detailed explanation of the procedure).

» The Team Leader collaborates with the Program Specidist and recommendsto the RIG
whether to continue with the program ingpection and, if so, which central questions the
inspection will address. If the RIG believes that they should curtail further ingpection
activity, he or she consults with the DRO. If we drop or cancel the ingpection, PED notifies
the Operating Divison's (OPDIV’s) Audit Liaison staff and makes gppropriate
adjustments to the OEI tracking system, work plan documents, etc.

e TheTeam Leader, in collaboration with the RIG, will establish reasonable target dates for
completion of each phase of the ingpection (see page 15).

e TheProgram Speciaist and the Team Leader will jointly contact OCIG for information and
advice when an ingpection involves legd issues, or if they need subpoenas to collect data or
informetion.

August 8, 2002 Program Inspection 16
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DESIGN

The next Sep isto design the full program inspection. The design clearly defines the issues and
describes how to conduct the program inspection. OEI’s Technical Assistance Guide 1, Focusing
the Inspection, will help specify the inspection issue areas and Technical Assistance Guide 2,
Targeting the Information Needed, will help in deciding the appropriate inspection process. A design
includes the following sections.

Purpose: State what the ingpection intends to accomplish. It should be a brief action
datement clearly showing why we are performing the ingpection.

Background: Provide rdevant contextua information and a framework for viewing the mgor
issues addressed in the inspection. It should close with a clear
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satement of why the ingpection isimportant. This section should include
information about the following, asthey gpply to the ingpection

e the HHS program being studied and how it operates,
 thefunding and number of individuds affected,

» theimpetus for the ingpection,

o gpecid departmentd interests, such as Secretarid initiatives,
* relevant stakeholders and any particular interests of theirs,

» relevant legidative or regulatory hisory,

e explandion of any unfamiliar terminology, and

*  OIGwork (including Ol and OAS) in this area.

Scope: Discuss parameters of an ingpection by identifying the areas to be covered.
This section should refer to the specific focus of the ingpection and any limits
that affect areas of inquiry that the ingpection will not pursue.

Issuesand  List the mgor issues the ingpection will attempt to address. Theissues
Analytic form the core of the ingpection design. They flow from and are more
Questions:  specific than the purpose. They form the basis for developing the andytic

guestions to be answered and the andysis plan. Together with the anaytic
quegtions they form an outline of inquiry.

Ligt andytic questions under each issue. These questions are more specific than
the issues and will drive data collection. The ingpection will need to answer the
analytic questions in order to address the issues and purpose. After each
andytic question, indicate the comparisons to be made in order to answer the
question (See Analysis Workshop Manual, page 14 for examples of andytic
questions).

Data Clearly identify and explain the source of data (or vectors) that are planned

Collection:  to answer each anaytic question. Assure that planned data collection will lead
to findings and conclusons that are relevant to the stated purpose and issues.
This section should also discuss the types of datato be collected from each
source (quantitative and/or qualitetive, continuous and/or categoricd). This
section should provide the specific information listed below asit gppliesto the
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Analysis
Plan:

Products;

Audience;

inspection

o datato be collected,
e sources of data,

o typesof data,

» method of data collection,

e identify respondents,

» sampling methods, including population Sze and sample sze if
known,

» methods to ensure rdiability of record and interview data, whether
computerized or manudl,

» cost avoidance and/or cost recovery techniques, if gpplicable,

« name(s) of software program(s) to be used in data collection and
andyss, and

e contractor assistance.

If we anticipate cost avoidance or cost recovery, we should mention and
consder this point when developing the methodology.

This section specifies plansfor andysis of data collected for each andytic
question and the comparisons that will be made. For quantitative data, it
identifies how we plan to summarize the data, graph the data, and apply
datidtica tests. For qudlitetive data, the andyss plan identifies how we intend
to reduce the data, display the data, and interpret the displays.

|dentify the plan for presenting ingpection results. Program ingpection products
typically take the form of ingpection reports. If we plan multiple reports, note
that point in this section.

Identify groups that will receive copies of the find report. We are not looking
for specific individuds, but rather primary audiences that would benefit from
knowing the study results. (The Team Leader should maintain alist of potentia
clientsfor this inspection product).
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Thefollowing sections on Budget and Staffing, Schedule, and I nspection Impact are
placed on separate pages. These sections are not disseminated outside of OEI.

Budget and
Staffing:

Schedule:

I nspection
I mpact:

Includes estimates of the inspection cost and identifies OEI staff

conducting the ingpection. Include costs incurred during pre-ingpection work
and an estimate of al expected costs for the ingpection, such as

o fiddwork,
» brigfings,

*  printing,

e postage, or

» contractor work, including medica review.

Ligt key milestones from pre-ingpection through fina report issuance. Examples
include

e complete pre-ingpection,

» design approved,

» Entrance Conference,

o completefidd work,

e complete data andyss,

e submit working draft to Headquarters,

» Exit Conference,

e submit draft report for |G signature, and
» submit fina report for |G sgnature.

In conjunction with the design, attach a three-column potential impact

statement (see Appendix D for language and formatting examples). The
potentia impact will be discussed at the time of the design Review Team
mesting.

If there isno design, the potentid impact statement should be written once the
region is assgned an ingpection number and the ingpection isin progress.

August 8, 2002

Program Inspection 20



PROCEDURES MANUAL

Actua impact can occur at any stage of the ingpection. When it does, an actua
impact statement takes precedence over potentia or anticipated impact
Satements.

Submitting Design

Regiona ingpection teams are respongible for preparing ingpection designs consstent with a scheduled
date. When design cdlsfor sampling, the Team Leader works with the regiond statistical resource and
OEI's TSS to develop an appropriate sampling plan. After approvd by RIG, the Team Leader
submits the design to the Review Team, and the Secretary to the DIG by

e-mail, and copies the appropriate Program Specidist. Usethe*OEl Review Team” group list in the
Outlook e-mail sysem. The Review Team'se-mail lig congsts of the

*  Deputy Inspector Generdl,

» Director, Regional Operations,

e PED, Public Hedth and Human Services Staff Director,
» PED, Medicare and Medicaid Staff Director,
 Director, Technical Support Staff,

o Specid Assgant to the Director, Regiond Operations.
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The Region will dso need to manudly add the following

» Regiond Ingpector Genera (RIG) and Deputy Regiona Inspector Generd (DRIG),
 Ingpection Team, including Team Leader,
¢ Regiond Statistical Resource.

The design package e-mail distribution should be carbon copied to

» Appropriate Program Specididt,

o TSSandyd,

o Secretary to the DIG,

e POD, Team Leader for Report Processing.

The Program Specidigt is responsble for scheduling a Review Team meeting to discussdesigns.  The
Specidig is dso respongble for summarizing the results of Review Team meetings, and disseminating
the summary to dl participates. If changes are needed, the Inspection Team will revise the design and
resubmit it to the Review Team. The Program Specidigt, in collaboration with the DRO, will determine
if afollow-up Review Team mesting is needed.

ENTRANCE CONFERENCE

The RIG sends gpproved design to the Review Team. For Medicare and Medicaid ingpections, the
Program Specidist will provide acopy of the design to the agency 2 weeks before the Entrance
Conference. For discretionary inspections, the Specialist provides an outline or briefing package to the
agency 2 weeks before the Entrance Conference.

The Program Specidist consults with the Project Leader and arranges for the Entrance Conference
with agency gaff. Mogt agencies have aliaison with the OIG (generdly cdled “Audit Liaison™). The
Entrance Conference provides an important opportunity for soliciting and incorporating agency interests
and concerns. The Program Specidist will furnish a copy of the draft design or gppropriate documents
to the agency prior to the Entrance Conference.

The purpose of the Entrance Conference is to solicit agency feedback on the inspection design.
Specificdly, the meeting isintended to identify any omissons or potential wesknessesin the ingpection
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issues and methods.

The Team Leader should be prepared to present the ingpection design and respond to any questions.
Preparation for the meeting could include visud aids such as dides, charts, etc.; draft data collection
ingtruments (DCIs); and knowledge of data systems and files needed to complete the ingpection work.
The Team Leader should coordinate presentation equipment needs with the Program Specidist.

Where appropriate, the Team Leader will revise the ingpection design based on agency feedback. The
Team isdso responsible for summarizing the Entrance Conference comments and conveying that
summary to the ingpection team.

DATA COLLECTION

Program ingpections require ingpection teams to collect various types of data relevant to each issue
identified in the design for anadyss. Some ingpections may require document reviews, data reviews,
and telephone or mail surveys. Such data collection efforts may be done through site visits or desk
reviews of documentation of datafiles. For example, data collection techniques include

« conducting on-site discuss ons/observations,

» ingpecting originad documents,

o collecting data from computer systems or written records,
« maching files agang each other,

» reviewing guidance and procedures,

»  conducting telephone surveys,

» conducting email/mail/fax survey questionnaires, and

e conducting focus groups.

The Team Leader coordinates data collection and del egates tasks to ingpection team members as
needed to collect dl rdlevant information to fully respond to each design issue. The Team Leader may
a0 ask the Program Specidist to participate in field work for data collection.

I nspection teams should make al respongible efforts to collect needed data. In some ingtances, this
may require severd follow-up vidts, phone cals, or mail outs. Toilludrate, if asurvey responseis
inadequate, the team may need to conduct two or three follow-up surveys. Thefind follow-up survey
should be sent via certified mail.
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When individuals or agenciesfail to release records or documents that are ble to the Inspector
Generd (1G) by datute, the Team Leader notifiesthe RIG. The RIG consults with the DRO, and
OCIG to determine gppropriate action. In some instances an administrative subpoena may be the
appropriate action.

The Team Leader communicates periodicaly with the Program Specidist to keep him or her appraised
of ingpection status and any factors that may require deviation from the gpproved design. Any changes
to inspection target dates should be communicated to the DRO and Program Speciaist as soon as they
are recognized.
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Data Collection I nstruments

Program ingpections often require collecting data systematicaly from experts, program administrators,
beneficiaries, Federd, State and locd officias, and others. OEI staff typicaly use a data collection
instrument (DCI) to assure systematic data collection.

DClI’svary and are unique to each program ingpection. An effective DCI should be focused and
concise, yet thorough, logically organized, and tailored to ingpections needs and to different respondent
groups. The Team Leader is respongble for designing, pretesting, and revising DCI's as needed.

In compliance with the Paperwork Reduction Act, Team Leaders are also responsible for obtaining
certification approva for dl DCls[Data Collection Burden Certification (see

Appendix M)].

DCI Training

Once the Team Leader has findlized the DCls, team members must be adequately prepared to carry
out their responsibilities. The Team Leader develops atraining program and conducts training for both
the lead and support regions. All team membersinvolved in the ingpection should participate in the
training. Sometimes, the Team Leader may condense training to a series of individud staff meetings or
conference cdls. Thetraining may indude

e anintroduction of team members,

» the purpose of the program inspection,

» relevant program background,

o gpecific ingpection issues,

 the program inspection design,

» therolesand responghilities of team members,

» adescription of the settings and respondents,

e practice with data collection instruments,

e areview of andyssand reporting plans, and

» logidtics of ste scheduling and respondent access.

The Program Specidist provides information and resources as necessary and sometimes attends the
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traning.
Data Collection Sensitivities

Concern and sengtivity by agency staff and others to OEI’ s data collection efforts can cause delaysin
the completions of our ingpections. Therefore, the ingpection team must make every

August 8, 2002 Program Inspection

26



PROCEDURES MANUAL

effort to recognize any sengtivities before implementing data collection plans. To thisend, we subject
our samples, cover letters and other correspondence to sengitivity reviews.

Review of Samples by OI: All samples of hedth care providers will be submitted to TSS,
who will obtain clearance from Ol. This processis performed to assure that sample
members are not under an investigation.

TSSwill send each sampleto an Ol contractor. The contractor will notify TSS of the
number of matches (sample members under investigation) and the provider names of any
matches.

If the number of matchesis smdl, TSSwill amply excdude them from the sample and send
the revised sample to the region. If the number of matches creates some concernin TSS,
then on a case by case basis the ingpection team will decide whether to send the list on for
Ol to review the matches and provide advice and guidance on how to proceed.

Review of Cover Letters/Preliminary Notices: The Team Leader should submit dl
letters and preliminary notices to healthcare providers or provider groups to the Review
Team for asengtivity review. These documents should be submitted to the Specid
Assgant to the DRO. After thar review, the Review Team will return the documents to
the Team Leader with any suggested changes.

Data Collection Instruments and Associated | ntroductory Letters. All data
collection ingtruments and associated notices used in ingpections will be submitted to the
Review Team once pre-testing is completed and the documents are finalized. These
include written survey ingruments and other standardized DCls. These documents should
be submitted to the Specid Assstant to the DRO. After their review, the Review Team will
return the documents to the Team Leader with any suggested changes.

The above sengitivity reviews do not include testing of the DCls vaidity. Such testing should be
conducted by the regiond inspection team.

Data Requests

OElI uses both primary and secondary data as part of our inspections. Information we obtain
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directly isprimary data. Information collected by othersis secondary data. It isimportant to consult
with TSS during the design phase of an inspection regardless of the data type we plan to use. For
secondary data, TSS verifies that the data needed will not duplicate previous OEIl requests. In
addition, if OEI does not have access to needed data files, the Director, TSSwill assst in obtaining the
data.

All OEl requests for Medicare & Medicaid Services (CMS) data must be submitted by the Director,
TSS, because of aneed to limit the number of people making requeststo CM S staff. The Director,
TSS has been assigned to make such requests for OEI.

DATA ANALYSIS

One of the most important stepsin any program ingpection is analyzing the information collected to
produce accurate and rdliable ingpection findings and recommendations (see Technical Assistance
Guide 5, Analyzing the Information Gathered for additiona advice).

The Team Leader and TSS should determine the gppropriate methods of data andyss. The
Evaluator’ s Statistical Handbook Analytical Tools Using SAS® (available from TSS), contains
additiona analytical guidance and describes various satistical methods and andysis using SAS®
computer software.  Thereis aso a series of frequently ask questions (FA Qs) on the OEI Intranet web
Stethat can be used to explain common Satistica and programming procedures.

The Team Leader works with the Regional Statistical Resource, and when necessary, will contact
OEl'snationd TSS gaff. Both the regiona and nationa TSS staff will assst the Team Leader in
establishing the degree of reliance that can be placed on an entity’ s computer-based data systems.
Since this determination affects the sampling plan, it should be discussed in the methodology section of
the ingpection design.

The lead region conducts the andysis by, for example, sysematically reviewing the information
recorded during Site visits, using computer software to andyze quantitetive information from mall
questionnaires, record reviews, and/or examining files. They can manualy review and/or code
qudlitative information by type of response for computer software analysis.

If, after completing data analysis, it gppears that the ingpection has detected suspected crimina/civil
fraud activity, the Project Leader should consult with the RIG/DRIG for referrd to Ol.
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The region may adso formdly request assstance from TSS (see Appendix F) to analyze and project
data, findings, cost savings, and validate appropriateness of proposed anaytica methods.

Reliability of Computer-based Data

To maintain credibility, OEl must take reasonable steps to assess the rdliability of pre-existing
computerized data used as the basis for ingpection findings and recommendations. Many ingpections
either begin with a computerized sample selection or are based entirely on anayzing data extracted
from computerized records not under OEI’ s direct control. Project staff should not assume that such
computer extracts or sample selections are complete or that they accurately reflect the universe of
people or transactions being studied.

For OEI purposes, data reliability means the degree to which data extracted from computer records for
a program ingpection completely and accurately reflect the individuals or transactions being studied.
Thisis areative concept, one that recognizes that data with errors may il be usable, if the errors are
not of amagnitude that would cause a reasonable person to doubt findings or conclusonsthat are
based on the data.

To provide reasonable assurance of computerized data reliability or to notify readers that reliability was
not determined

e |dentify prior reviews by OIG, GAO, or by syssem managers attesting to the computer
system and data reiability,

* Review the data dictionary, if it exists, for the database to assure afull understanding of the
relevant data dements structure, content, how the elements are derived, and their
interrelationships before requesting data extractions,

¢ Discuss data extraction criteriawith TSS to ensure that the criteriafor the extraction will
produce the data needed,

» Obtain frequency counts of criticad data dementsto determine if the data selection criteria
are providing the information anticipated and ask the TSS to review the data,

e Conduct data accuracy tests to ensure that required data elements have been provided and
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are in the expected format [e.g., Hedth Insurance Claim Numbers are nine digits with one
or two apha/numeric suffixes, names are character (alphabeticd) fidds, dates of birth arein
the MMDDYYYY format],

» Obtain detailed printouts for a sub-sample of records included in the data extract to confirm
that the extraction produced the types of records sought and the required information from
those records,

»  Obtain source documents (e.g., claim folders) for asample of extracted records to
determine the validity of the data contained in the automated records. If the data religbility
is questionable, include a statement in the Methodology section of draft and fina reports
describing the extent of reliability testing performed and our confidence in the data used. I
serious data errors exist, condgder a separate finding of thisfact in the ingpection report or a
separate report describing the situation.

The methodology section of a report should always show the reliability of data used. If reliability was
not determined then the methodology should show that. Findly, if an ingpection team used questionable
datain areport (not recommended) that should be described in the methodol ogy.
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REPORTING

OEI normaly communicates ingpection results through written reports. However, as needed, OEI will
provide ord reports and briefings.

REPORT TYPES

OEl typicaly uses three types of written reports. They are referred to as “ Standard Report,”
“Ingpector General Memorandum,” and “Deputy Inspector Generd Memorandum.”  Each report,
regardless of type, will have a unique ingpection number.

OEl’'s objectiveis to use the report type that provides the best service to our clients, and therefore,
achieves the strongest positive impact on HHS program operations. Decisons to use a particular type
of report are based largely on client needs, report message, timing, and other considerations such as
pending legidative hearings, or regulatory decisons that would affect program policy, operations, and
beneficiaries.

Based on such consderations, OEI occasondly uses other types of written reports. For example,
given the nature of OEI’s message, its client needs, and the urgency of this need, OEI sometimes
decides that a“vulnerability dert,” “white paper,” or “term paper report” is the best way to
communicete its ingpection message. I1n other ingtances, OEl may issue areport Sgned by aRIG.

Similarly, OEl may decide that an ora report or briefing is the most effective way to communicate
ingpection findings. In many ingtances, written reports are supplemented by oral reports and briefings
to enhance understanding and use of written reports to positively impact HHS program operations.

Report Type Decided By Review Team

The decision on which report type to use will typicaly be made during OEI’ s Review Team process
(see page 3). This processincludesthe DIG and dl other gaff involved in planning, designing,
conducting and overseeing an ingpection.

Each Report Type Has Equal Value
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Regardless of which report type is used, OEI views each report as equd in importance. Each report
type is chosen because the Review Team believes it will have the greatest positive impact on HHS
program operations and beneficiaries. Therefore, a memorandum report, for example, has the same
value as OEl’s Standard Report.
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REPORT WRITING

Regional ingpection teams are respongble for writing OEI reports. In drafting a report, the Inspection
Team Leader may request a story conference. A story conference is designed to engage both
ingpection team and Review Team membersin designing the report message. Usudly, the inspection
team will furnish an outline or arough draft to guide discussion on the potentia report message,
including development of findings and recommendations.

Guidance on report writing is available in OEI’ s Report Instructions and Formatting Guide (April
2000), and Technical Assistance Guide 6, Specific Seps for Writing an Inspection Report.

Standard Reports. Form and Content

The standard OEI report has a blue cover. It usudly conssts of 10 to 15 pages. Inreleasng OEI
standard reports, the Inspector Genera signs a transmittal memorandum addressed to the gppropriate
agency head.

OEIl standard report products (working draft, draft, or find) should contain the following € ements.

Cover & Inside Page: Use the approved standard report cover and insde page. Electronic
copies of these documents have been distributed to each Regiona
Office. The cover page uses awatermark to designate working draft
or draft on the cover as appropriate. The cover page of working drafts
and drafts aso contains a standard note restricting use of the products.
Appendix H provides examples of report covers.

Title Page: Thetitle page isidentica to the report cover.

Executive Summary: The Executive Summary highlights the report. It should be easy to read and
understand. 1t should almost dways be limited to
two pages or less. Normally, findings begin on the first page of the
Executive Summary.

Table of Contents: A ligting of each section of the report and the corresponding page
numbers.
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Introduction:
Purpose: A brief action statement that clearly shows why we did an ingpection.

Background: A brief summary of programs and subjects being evdluated. More
specificaly, it should briefly describe program policy and operations,
funding, affected parties, rlevant problems, HHS, congressiona, or
public concerns that justified the ingpection, and other information to
establish afoundation for readers to understand and use report findings
and recommendations.

Methodol ogy: A brief description of inspection methods used. 1t should specify data
collection types, sources and methods used; sampling criteriaand
methods; limitations in the ingpection methods, and analys's conducted.
It should dso specify the Steps taken to test for datardiability and the
degree of confidencein the dataand our andyss. Also includetime
periods of aningpection. A detailed explanation of the methodology
used can be included as an appendix.

Finaly, it should include a statement that we conducted our inspection
in accordance with the Quality Standards for Inspections issued by
the Presdent’ s Council on Integrity and Efficiency (see Appendix N).
Any deviation from the standards should be noted. Usudly this
Satement is presented at the end of the methodology section.

Findings: A baanced, objective presentation on ingpection results. In certain
ingances an ingpection team and the Review Team may jointly choose
another title for this section (e.g., Observations).

Recommendations: Proposed actions based on findings or observations of an inspection.
In certain ingtances the ingpection team and Review Team may jointly
choose another title for this section (e.g., Options or Conclusions).

Agency Comments. Find reports should summarize the agency or other reviewer’'s
comments on the draft report. Following the summary should be a brief
OIG response.

August 8, 2002 Reporting 34



PROCEDURES MANUAL

Endnotes/Footnotes. Regions may use ether endnotes or footnotes to provide clarification and
source information.

Appendices: Include essentia information thét is too voluminous or technical to
include in the body of the report. For example, statistical
methodol ogies, flow charts describing operationd processes, and
summary tables of key dataandyss. Infind reports, dso include a
scanned copy of Agency Comments (do not include the technica
comments)..

Acknowledgments: The acknowledgments page contains information showing appropriate
regiond office, RIG, DRIG, regiona and headquarters staff who
worked on the Inspection (see Appendix H-6)

Memorandum Reports. Form and Content

Generaly, OEI uses two types of Memorandum reports.

|G Memorandum Reports: These reports are Signed by the IG. Such reports typicaly reved
ggnificant problems, wesknesses, or vulnerabilitiesin agency or program policy and operations.
|G memorandum reports will be released under OEI’ straditiona blue cover. These are
placed on the OIG Internet Site.

DIG Memorandum Reports: These reports are sgned by the DIG for Evauation and
Inspections. Such reports are typicaly narrower in ingpection scope and program implication
than the |G Memorandum. They may aso be more informational or descriptive in nature.
These reports will not be processed with ablue cover. They are placed on the OIG Internet
Site on a case-by-case basis.

The OEI Review Team process may result in a decision to issue other types of memorandum reports.
This decision will be made on a case-by-case basis. Such reports could be sgned by the |G, DIG, or
aRIG. Theformat and content of other memorandum reports will be decided by the Review Team.

Memorandum reports usudly contain an introduction that serves as an executive summary,
and report sections on background, findings and recommendations.
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They should be prepared using the Times New Roman TT font, 12 pitch Sze. The Team Leader
should include a watermark on each page of aworking draft memorandum report showing that itisa
“Working Draft.” Likewise, draft memorandum reports should also contain a“ Draft” watermark on
each page. The watermark should be shaded at 10 percent so that it does not impede readability of
photocopies.

OEl typicdly subjects working drafts, drafts, and find memorandum reports to the same quality
reviews as done for standard reports. All reports will be shared with agency staff through exit
conferences or other means, and will typicaly be issued asaforma draft report. On a case-by-case
basis, the Review Team may decide to issue the report directly to find.

REPORT PROCESSING

Report processing rules generdly apply to al report types. OEl staff should follow similar procedures
in processing dl reports for release to our clients. The notable difference isin the submisson of draft
and find reportsfor 1G sSgnature. Exceptions to the rule may occur, but they should be specificaly
discussed and noted during the Review Team process.

Working Drafts
Submitting Working Drafts to Review Team

After the RIG has gpproved aworking draft, the Team Leader will request a Review Team meeting
through the gppropriate Program Specidist. The Program Specidist is responsble for scheduling the
meeting and notifying dl participants. Upon concurrence by the RIG, the Team Leader submits the
working draft viae-mail to each member of the Review Team. (See Review Team list on pages 15 -
16).

In addition to the working draft, the Team Leader includes a potentia impact statement (Appendix D).
Asthe working draft is revised, the potential impact statement should be revised as needed and
resubmitted. Also, OEI’s Impact Documentation System should be updated as potentia or actua
impact of ingpections are documented.

OEl typicaly conducts Review Team meetings by tele-conference.
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I ncorporating Review Team Suggestions

While comments by Review Team members are advisory to the region, the RIG and the ingpection
team should serioudy consder al comments and make revisons where gpplicable. Generdly, the
Review Team will reach a consensus before authorizing a report for release outside of OEI. The DIG
will settle any unresolved issues.

Exit Conference

After working draft reports are ready for release by the Review Team, the gpplicable Program
Specidigt will furnish a copy to affected HHS agency staff and schedule an exit conference. The
agency daff is asked to review the working draft in preparation for an exit conference. OEI staff will
use exit conferences to advise agency saff on what we did and found. Equally important, exit
conferences are another way for OEI ingpection teams to help assure quality and accuracy of inspection
reports.
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Draft Reports

Draft reports are revised versons of working drafts. Any comments furnished by agency staff during an
exit conference will be serioudy considered by the ingpection team and incorporated into draft reports
where appropriate.

Typicaly, OEl draft reports contain the same basic dements as those outlined previoudy. The mgor
difference is that the cover page and title page are specific to adraft report. Appendix H furnishes
examples.

Submitting Draft Reportsto Review Team

After incorporating exit conference comments where needed, the ingpection Team Leader, with
concurrence by the RIG, will eemail arevised draft to the Review Team for review and critique of
changes. Use the same OEI Review Team e-mall list shown above on pages 15 - 16.

The draft report should be accompanied by a

e trangmittal memorandum from the RIG to the DIG (Appendix 1-12),

e Updated potential impact statement (Appendix D),

e draft morning mail report, and

e draft trangmittd memorandum from the I G to the appropriate agency(ies).

The transmittal memorandum should be conversationd in tone and language. For example,

*  Would you please send us your comments within 45 days.

» |f you have any questions about this report, please do not hesitate to call me or [NAME]
Deputy Inspector Generd for Evauation and Inspections, or have your staff cal [NAME
OF APPROPRIATE PED STAFF DIRECTOR] at [(XXX) XXX-XXXX].

Further, the opening sentence should clearly explain why we did an ingpection. For example, wasthe
inspection requested by someone, or was it part of an OEl initiated body of work. Some suggested
wording follows
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» Thisingpection was requested by (identify requestor) for (identify the reason),

» Thisreport follows up on vulnerabilities (specify) identified in aprior report,

» Thisreport isone of aseries of ingpections on (specify subject), and

» Thisreport isacompanion to an earlier report on (generic subject). It was performed to
(specify reason).
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Review Team Meeting

The Team Leader will ask the Program Specidist to schedule a Review Team meeting to review the
draft message presentation. At thistime, the Inspection Team and Review Team are concerned with a
number of congderations such as the development of findings and recommendations, tone, timing, and
message sendtivity. As gppropriate, the regiond ingpection team will revise the draft report, morning
report, impact documentation, and I1G trangmittal memorandum to incorporate Review Team suggested
changes.

When the Review Team isin agreement that a draft report is ready for release outside of OEl, the
Program Specidist will notify POD (Barbara Hyman) and the regiona ingpection team viae-mail that
the draft is ready for |G signature, pending report vaidation.

Regional Report Validation

As part of its quality assurance process, regiond ingpection teams should validate the accuracy and
reliability of each report. Report Validation is a processthat is used to help ensure that the facts,
findings and recommendations contained in OEI reports are accurate, reliable, and supportable by
ingpection work papers and anayss.

Report vaidation will be conducted prior to submitting the draft report for 1G sgnature. For
objectivity, validation should be performed by OEI regiond staff that are not a part of the inspection
team. To facilitate this process, the draft report should be cross indexed to applicable work papers
(see principle number 4 on page 48 and Appendix L-6).

Any major changesto the draft report, resulting from the validation process, should be
coor dinated with the Review Team before submitting it for |G signature.

Submitting Draft Reports for | G Signature

In printing the draft report, the regiond inspection Team Leader will date the cover and title pages for
the current month if it will arrive in OEl headquarters prior to the 15th day of the month. If not, the
report cover and title page should be dated for the next month.
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Standard Report: After the RIG has approved al revisions, the ingpection Team Leader will
prepare the following draft report package.

Lo

25 unstapled copies of the draft (gppropriate blue front cover, no blue back cover),
10 stapled copies of the draft (appropriate blue front cover, blue back cover),
» For Medicare-rdated drafts, express mail dl 10 stapled copies to the PED Staff
Director in Bdtimore.
2 camera-ready copies of the draft report,
1 copy of the morning report - on white bond paper (Appendix [-11),
1 copy of the IG memo to agency(ies) - on white bond paper (Appendix 1-5 thru [-9),
1 copy of aletter to outside agency(ies) (if requesting agency comments) - on white bond
paper,
7. A diskette or CD containing the morning report, memo to agency(ies), and letters to outside
agencies (labd the diskette or CD with report name and number),
8. 5folderseach containing a stapled copy of the draft report (appropriate blue front cover,
blue back cover), morning report and transmittal memorandall etters (on white bond paper).
Labd the foldersfor the DIG, DRO, appropriate PED Staff Director, Director of TSS, and

Program Specidigt.

N

o g A~ W

Team Leaders will express mail the draft report package to POD (Barbara Hyman) —with the
exception of item #2 if the report is Medicare related.

Memorandum Reports: With RIG concurrence, regiond ingpection Team Leaderswill e-
mail the following draft report package to POD (Barbara Hyman). In addition to POD,
regiond ingpection teeamswill e-mail the draft report package to the Review Team.

o Cover (if 1G 9gned)

e Indde Cover (if IG 9gned)

» Report (If the report contains alengthy attachment, send POD 25 copies of it and the
attachment in express mail)

e Morning Report

Fax acopy of the draft to Barbara Hyman for use in comparing pagination.
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Team Leaders should dways include awatermark showing “Draft” on every page of adraft
memorandum report that is ready for 1G sgnature or distribution to agency and other reviewers
outside of OEl.

Do not send an externd digtribution list for draft reports.
Headquarters Processing of Draft Reports

The DIG or PED Staff Director requests POD to prepare the draft report package for |G signature.
Prior to forwarding a report package to Ol G/Executive Secretariat (OIG/ES), the Program Specidist
should notify POD to obtain clearance from other applicable OIG components, and to ascertain
consistency of the message with any products or work results they have released or are planning to
rdlease. The Program Specidist and POD can obtain informa clearance to facilitate the officid
clearance process. Thereafter, POD can obtain officid clearance by getting the other component(s)
DIG sggnature(s) on ayelow file copy.

The POD prepares the package in find form and forwardsiit to the OIG/ES for clearance and 1G
sgnature.

After the IG signsthe draft, POD notifies the region and requests any additional copies needed to
complete headquarter’ s distribution. POD aso sends the region two copies of the signed IG
memorandum and a copy of the morning report. For CM S rdated studies, the OIG/ES will fax copies
of sgned memoranda directly to the Batimore Saff.

Releasing Draft Reports for Agency Comments

After the IG signs the transmittal memorandum, Ol G/ES sends the morning report to the Deputy
Secretary (when gppropriate), and draft ingpection report(s) and transmittal(s) to the agency(ies). In
addition, POD digtributes the draft report using the Internd Didtribution List (see

Appendix J).

The Program Specidist will maintain contact with the agencies to promote atimely response to the
draft. OEl dlows 45 cdendar days from the date of the |G transmitta memorandum for agenciesto
review and comment on adraft report. The Program Specidist should notify and keep regiona
ingpection teams appraised of comment due dates and any extensions.
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OEI does not routindy grant extensions to the 45-day time alowed for agencies to comment on a draft
report. Normally, if they have not furnished comments within the alowed 45 days, OEI’s DRO will
decide whether or not the draft report will be issued without benefit of officia comments. However, in
ingtances where an extension seems applicable, DRO may authorize an additiond 15 caendar days.

The Program Specidist will assure that OEI’s Management Information System reflects the origina
comment due date and any extensions.

Agency Comments

Agencies normaly furnish comments on OEI draft reports to the |G viaamemorandum. When this
memorandum is received by the OIG/ES, it is provided to the DIG for Evauation and Inspections. The
adminigrative gaff within the DIG's centrd office will digtribute the comments to the Review Team.
The ingpection team will consider agency comments and make needed revisions when preparing the
find report.

In ingtances where the normd procedure is not followed, the Program Specidist will obtain a copy of
agency comments and route them gppropriately.
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Final Reports

Thefind report isarevised verson of the draft report. 1t addresses agency written comments and any
additiona revisons by the ingpection team and Review Team.

I ncorporating Agencies Comments

Regiond ingpection teams will serioudy consider dl critiques and comments received from agency dtaff
and other reviewers of itsdrafts. This process helps assure the accuracy, reliability, and credibility of
OElI products. Based on comments received, regiona ingpection teams will make needed revisions.

Ingpection teams will include a response to agency commentsin the final report. OEI ingpection teams
should include the full text of the agency written comments, excluding the technical comments, asan
gppendix to the report. Exceptionsto incluson of the full text of comments may be made on a case-by-
case bads. Agency comments are typicaly scanned using either JPEG or GIF format.

Submitting Final Report to Review Team

After regiond ingpection teams have incorporated and responded to agency comments, the RIG will
submit the find report, viae-mail, to the Review Team. Use the OEl Review Team e-mail list on pages
15-16.

Each find report should have atranamitta memorandum from the gpplicable RIG to the DIG. In that
memorandum, the RIG should certify that the ingpection was done in accordance with OEI procedures
and PCIE quality standards, and that it is ready for the Inspector General’ s Signature and release (see

Appendix 1-19 for an example).

Each find report should aso be accompanied by a morning report and a transmittal memorandum from
the Inspector Genera to the appropriate agency. The final report package should aso include an

Anticipated Impact Statement (see Appendix D-5).

As shown above for draft reports, the tranamitta memorandum should be conversationd in tone and
language, and the first sentence should clearly show why we did the inspection.

Appendix [-15 and |-16 provide examples for wording 1G' s transmitta memorandum.
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Review Team Meeting

A Review Team mesting is frequently not needed at this point. However, if ameeting is needed or
desired, the Team Leader will ask the Program Speciaist to schedule a Review Team meeting
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to review dl changes to the report, transmittal memorandum, and morning report. 1ts main focusison
responding to agencies comments and genera polishing of the fina report.

I ncorporating Review Team Comments

As appropriate, regiona ingpection teams will revise the fina report, morning report, and |G trangmitta
memorandum to incorporate Review Team suggested changes. When the Inspection Team and
Review Team are in agreement that afina report, morning report and |G trangmittal memorandum are
reedy for release outside of OElI, the Program Specidist will notify POD (Barbara Hyman) and the
Regiond Ingpection Team viae-mail that the fina report isready for 1G signature, pending report
vaidation.

Final Report Validation

Regiond Team Leaders will vaidate any substantive changes to the report following release of the draft.
Such changes could have been initiated by various sources such as the Inspection Team, Review Team,
agencies, or other reviewers. The Team Leader should consult with the RIG or others as gppropriate
on what changes are substantive and need validation. The vaidation should aways be done before the
find report is processed for 1G sgnature.

Submitting Final Reportsfor |G Signature

When the inspection team and Review Team decides afind report is ready, the gpplicable Program
Specidigt will advise regiond ingpection teams to begin processing the find report for sgnature by the
|G or other appropriate |G officid.

The Program Speciaist will advise the regiond inspection Team Leader to submit 25 copies for
headquarters distribution and use.

In printing the find report, the regiona ingpection Team Leader will date the cover and title pages for
the current month if it will arrive in OEl headquarters prior to the 15th day of the month. If not, the
report cover and title page should be dated for the next month.

Standard Reports: With concurrence by the RIG, Team Leaders will express mail the
following report package to OEI’s POD (Barbara Hyman).
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=

25 ungtapled copies of the find (appropriate blue front cover, no blue back cover),

10 stapled copies of the final (appropriate blue front cover, blue back cover),
» For Medicare-rdated finds, express mail al 10 stapled copies to the PED Staff
Director in Bdtimore.
2 camera-ready copies of the find report,

1 copy of the morning report - on white bond paper (Appendix [-17),

1 copy of the |G memo to agency(ies) - on white bond paper (Appendix 1-15),

1 copy of aletter to outsde agency(ies) (if requesting agency comments) - on white bond
paper,

1 copy of acompleted externd distribution list (Appendix [-18)

A diskette or CD containing the morning report, memo to agency(ies), and lettersto outside
agencies (labd the diskette or CD with report name and number),

9. 5folders each containing a stapled copy of the final report (gppropriate blue front cover,
blue back cover), morning report and transmittal memoranda/letters (on white bond paper).
Label the foldersfor the DIG, DRO, gppropriate PED Staff Director, Director of TSS, and

Program Specididt.

N

o gk w

o N

The ingpection Team Leader will express mail the draft report package to POD (Barbara
Hyman)—with the exception of item #2 if the report is Medicare related.

Memorandum Reports: With RIG concurrence, regiona ingpection Team Leaderswill e-
mail the following report package to POD (Barbara Hyman) for Memorandum reports signed
by theIG.

o Cover (if IG d9gned)

» Insde Cover (if IG sgned)

o Transmittal Memo to OPDIV (See Appendix 1-15)

» Report (If the report contains a lengthy attachment, send POD 25 copies of it and
the attachment in express mail.)

* Morning Report (Appendix 1-17)

« Anextend digribution list (Appendix 1-18)

Fax a copy of the report to Barbara Hyman for use in comparing pagination. Also, e-mail the
entire memorandum report package to the Review Team.
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Headquarters Processing of Final Reports

Prior to submitting a report package to OIG/ES, the Program Specidist should notify POD to obtain
find clearance from other gpplicable OIG components, and to ascertain consstency of the message
with any products or work results they have released or are planning to release. The Program
Speciaist and POD may have aready obtained clearance during processing of the draft.

The POD prepares the package in find form and forwardsiit to the OIG/ES for clearance and 1G
sggnature.
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Releasing the Final Report

The OIG/ES sends the morning report to the Secretary. Theresfter the |G signs the tranamittal
memorandum for a standard report or the memorandum report. POD will then release the report to
gpplicable HHS agencies and others according to OEI’ sinterna and externd digtribution list (see
Appendix Jand |-18).

POD informs the region that the |G has signed the final report and sends the region two copies of the
sggned IG transmittal memoranda and a copy of the morning report. POD may request regiona
ingpection teams to provide any additional copies needed to complete headquarter’ s distribution.

The region makes widespread distribution of reports to interested parties and sends at least three
copies to each regiond office (9x copiesfor regions 7 and 9).

Agency Comments

The OIG requests agencies to furnish written comments on implementation of fina report
recommendations to the 1G within 60 calendar days of the date on the transmittal memorandum. The
Program Specidist will monitor the comment period and contact agency staffs, as appropriate, to
promote atimely response.

The OEI will not routindy grant requests for extending the 60-day comment period. Should an agency
need an extenson, the Program Specidist will advise the RIG, then forward the request to the DRO.
The DRO may grant an extension up to 15 calendar days upon receiving awritten request. If the DRO
grants an extension, the Program Specidist will prepare amemorandum for the record noting the date
comments are due. The Program Specidigt will give acopy of the memorandum to the RIG and
gopropriate PED Director. The Specidist will assure that OEI’s Management Information System
reflects the original comment due date and any extensons. As gppropriate the Review Team will
discuss the agency comments and decide on the gppropriate action. In Situations where an agency is
non-responsive, OEI will decide whether or not to implement OEI’ s conflict resolution processes (see

page 37).

ORAL REPORTS or BRIEFINGS

In some ingtances, ora reports and briefings may be the most effective way to communicate inspection
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findings and recommendations. Typicaly, such reports can be given much earlier in the ingpection
process than awritten report. This often enables more timely use of our findings and recommendations
interndly by OIG members, and externdly by our clients. Technical Assistance Guide 7, Presenting
an Effective Inspection Briefing, provides guidance for preparing ora presentations.
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In addition, ord briefings may be given to supplement our written reports. Such briefings facilitate
understanding and use of our ingpection results. Briefings are most often used as part of OEI’ s exit
conference process with HHS agencies. However, they are dso used in many other settings. To
illustrate, we frequently provide ora briefings for outside groups such as State and locd officids,
associations, and congressional staff, when appropriate.

Internal OEI Oral Reports and Briefings

Regiond gaffs should aways consult with the RIG, who will consult with the DRO and DIG as needed,
to decide who within OEI is the gppropriate person to provide an ord report or briefing. The decison
will involve condderation of many factors, including subject sengtivity, audience, and understanding of
issues and related implications.

» Gengadly, regiond ingpection Team Leaders and members will prepare briefing papers and
any other needed visud aids such as charts, dides, and handouts. In planning ora
presentations, we should always alow ample time for questions and discusson. In most
ingtances oral presentations will be tailored to a particular audience.

»  The Program Specidigt will scheduleinterna presentations and those to our HHS clients.

» The Program Specidig will dso prepare amemorandum for |G sgnature for briefingsto
the Department Secretary, Deputy Secretary, and other Departmentd officials. That
memorandum will confirm the briefing and summarize issues to be addressed.

» TheRIG, DRO, and DIG will determine attendance for ora presentations on a case-by-
case basis.

Presentations to External Groups

OEl gaff should never discuss our work with outside groups before consulting with and obtaining
gpprova and guidance from the OIG Office of Externd Affairs (OEA). Thisis particularly important
when contacted by the news media, congressiond staff, and attorneys of organizations interested in our
evauations.

When an OEl employee is asked to speak in an official capacity at conferences, meetings or other
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events sponsored by an externa party, specific approva must be obtained as outlined in the steps
below. For these purposes, an externd party is defined as individuals, organizations, and entities
outsde HHS. The employee must complete the “OIG Clearance Form for External Speeches’ (see
Appendix K-2). Theimmediate supervisor, the DIG for OEl and the DIG for the Office of
Management and Policy (OMP) must approve the request. The request to speak before not-for-profit
organizations that are not included on the OIG list will be approved on a case-by-case basis.

Requests to spesk at for-profit organizations will be carefully consdered. Many of them stand to gain
financidly and may possibly benefit directly from the employee s participation in the event. The OIG
has determined that generally the appearance of conflict of interest and preferentia trestment outweigh
the benefits of alowing an OIG employee to speek at the event. Generdly, these speaking requests will
be denied unless the employee can demonstrate that the benefits outweigh the risks.

Organizations That Pay Travel Costs

Generdly, OEI will pay the cogs for the employee to attend and speek at events, evenif the
organization has offered to pay those costs. If OEI cannot pay these costs because of resource
condraints, the employee must get forma, sgned approva from their immediate supervisor and the
DIG ugng the “ OIG Clearance Form for Externd Speeches” Thisistrue regardless of the type of
organization making the request. This gpproach should be rarely, if ever used.

Requests that require the approva of the DIG should be faxed to the Specid Assstant to the DIG.
They will coordinate the approval process and keep the employee and supervisor informed of the status
of the request.
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FOLLOW UP TO RECOMMENDATIONS

The Program Specidist is responsible for follow-up on implementation of report recommendations.
The Program Specidigt prepares summaries for the Red Book (unimplemented monetary
recommendations) within 2 weeks after the release of draft reports. They aso prepare summaries for
the Orange Book (unimplemented non-monetary recommendations) within 2 weeks from the date we
receive the agency response. Both are submitted to POD (Barbara Hyman).

The agency has 60 days to respond to afind report. Ther response is their “ management decision” or
commitment to act on agreed upon recommendations. Possible options include, but are not limited to,
(2) the agency agreesto implement, or (2) the agency disagrees and does not implement.

If the agency agrees to implement our recommendations, OIG may do one of the following:

»  Accept the agency agreement and proposed actions and indicate that we will follow up until
fina action occurs.

» State that we do not believe that agency plans adequately address theissue. We could
take one of the following actions. take it to conflict resolution, handleit in alessforma but
structured way but continue to track it, or decide not to pursue other than through the
Orange or Red Books.

If the agency disagrees and will not implement the recommendations, OIG may do one of the following:

o Accept the agency position--and the recommendation is closed. Neither the OIG nor the
agency will track or pursue theissue. We will not include the information in the Red or
Orange Books.

»  Accept the agency podition but indicate that we intend to include the information in the Red
or Orange Books.

» Not accept the agency position and pursue through conflict resolution.

The Team Leader and the Program Specidist will monitor agency disposition of OEl recommendeations
until they are closed and removed from the Red and Orange books. The Program Specidigt, in
consultation with the region, will recommend when to close OEI ingpection recommendations.
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Any impact resulting from the report recommendations should be immediately updated in the impact
documentation system (IDS) by the Team Leader or Program Specidist (Appendix D-6).
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CONFLICT RESOLUTION

Conflict resolution is a process for resolving disagreement between agency staffs and OEI on
implementation of recommendations contained in an OEI report.

BACKGROUND

The 1988 |G Amendments to Public Law (P.L.) 100-504 established new reporting requirements for
both the OIG and agency management. The IG Amendments require agency management to make
final decisions on OIG recommendations within 6 months of issuance of fina reports and to implement
recommendations accepted by agency management within 1 year of issuance of the fina report.

The intent of the IG Amendments is to encourage OIG and agency management to reach find resolution
on aress of disagreement and to establish accountability for action and reporting by both the OIG and
agency management. We must work closely with Assstant Secretary for Budget, Technology and
Finance (ASBTF) and the agencies on individua OIG reports, aswell as our semiannua reports, so
that we can comply with the requirements of the IG Act.

The Department has developed aformal conflict resolution process to ensure compliance with the 1G
Amendments and to resolve OIG and management disagreements on specific OIG recommendations.
The formd process begins with the agency’ s officid nonconcurrence with an OIG recommendetion.
However, OIG and agency attention to the process must begin much earlier than this officid
nonconcurrence.

OElI RESPONSIBILITIES

The regions and Program Specidist share the responsibility for ensuring that agencies accept our
findings and implement our recommendations. As aresult, we need to develop recommendations that
(2) help correct the problem identified, (2) are reasonable and cost-effective, and (3) are specific
enough for the OIG and the agency to understand the implementation process and to know when it has
occurred.

The Program Specidist has respongibility for advisng the Project Leader on how the agencies might
reect to the recommendations and for suggesting ways to state recommendations that will enhance the
likelihood of agency acceptance and action.
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While we may proceed in one of two ways, informdly or formaly, our efforts should focus on resolving
conflicts before using the forma process. Once the forma process begins, it becomes resource
intensve for everyone. A third party will impose a decison and we risk losing control of the process.

Further information regarding the conflict resolution process may be found in the OEI publication,
I mplementation of the Conflict Resolution Process, April 1990.

INFORMAL CONFLICT RESOLUTION PROCESS

The Exit Conference has traditiondly been, and will continue to be, the point a which weinitialy
discuss our potential recommendations and get the agencies reaction. Another important opportunity to
resolve disagreements with the agency occurs when we release the draft report.

When the agency responds to our draft and fina reports, the Program Specidist and Project Leader
should carefully congder any recommendations with which the agency does not concur. They should
confer with each other, the RIG, and the appropriate PED Staff Director. Informal discussion can
occur at this point between OEl and agency management officidsto decide if their responseis
acceptable and if the planned actions are responsive. 1f no resolution occurs, the PED Staff Director
and RIG should confer with the DIG, and the DRO to identify and submit recommendations for forma
conflict resolution. If we decide not to elevate it to conflict resolution, we will need to decide what
action we will take, if any.

FORMAL CONFLICT RESOLUTION PROCESS

When issues cannot be resolved through the informal process, the formal conflict resolution should be
initiated. Theforma conflict resolution process consists of four steps:

1. Inresponseto our fina report tranamitta memorandum, the agency dates that it does not
concur with our recommendation(s).

2. If the OIG does not agree with the agency’ s nonconcurrence within 60 days after we issue
the fina report, agency and OIG representatives of comparable rank must meet to discuss
the recommendation. If we reach agreement, resolution occurs.

3. If wedo not reach agreement within 90 days after the date of the find report, the OIG
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formaly gppedsto the Department Audit Follow-up Officid and the ASBTF. Wegivea
copy of the apped to the agency. Both the OIG and the agency furnish their positionsin
writing to ASBTF within 30 days usng the following format:

» Title, 1IG number, and the date of issuance of the fina report.

e Ligt of IG findings and recommendations accepted.

e Lig of IG findings and recommendations not accepted.

o Statement of the issue and supporting arguments (in bullet form).

» Impact andysisincluding financid data quantifying the cost or savingsto the
Federd, State, and local Government, program or service providers, and program
beneficiaries.

»  Assessing the benefits to be achieved and identifying who benefits.

e Assessing any adverse consequences from the recommendations and identifying
who would be adversdly affected. and

» Destribing the results of previous reviews or decisions on this issue (budget, policy,
or legidative reviews, etc.).

If ASBTF obtains agreement or makes a decision that satisfies both sides, resolution
occurs.

4. If we do not reach agreement with ASBTF intervention within 135 days after the date of
the find report, the Inspector Generd, the ASBTF, and the agency head may raise the
issues to the Conflict Resolution Council (CRC). The Council advises the Deputy
Secretary, who makes the final decison within 180 days after the date of the find report.

The following chart hepsto darify the steps

Formal Conflict Resolution Process (Graphic)
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STEP 1 NO YES
YES
OPDIV disagrees with IG STEP 2

_ :g;g'::mehdaﬂc'hs infinal |~ oPDIV 2 OIG mest—xu

OIG agrees notto pursue | 60 days Recolution oceure.

recommendation.

NO 30 days

STEP 3
OIG formally appeals to ASBTF. YES

OlG and OPDIV furnish written positions within 30 days.

ASBTF achieves agresment.
NO 45 days

STEF 4

ASBTF, OIG, or OPDIV can request elevating issues to Conflict Resolution Council (CRC)..
Council members are the Deputy Secretary, IG, General Counsel, ASBTF, and anyone appeointed

by the Deputy Secretary.
CRC makes final decision. <;=‘LL 45 days

* Time is counted from the release of the final report. Total days for the process 180.

DISCLOSURE AND DISTRIBUTION
OF INFORMATION AND REPORTS

DISCLOSURE

Fina reports are normaly released to the public upon request. All unclassified reports are available on
the Internet at http://oig.hhsgov/. After OEl issues afind report, relevant work papers may be
requested and obtained under the Freedom of Information Act (FOIA). We cannot release classified
work papers and those containing information on identifiable individuds due to federdly mandated

privacy protections (see page 45).
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We a0 protect and control draft reports. We do not release them publicly. Because they are il
under development and will likely change, they are only available to agencies within the Department,
and to sdlected outside organizations for comment.

DISTRIBUTION

For externd digtribution, we will tailor dissemination of fina reports in accordance with agreements
resched during the Review Team meseting. Didtribution will be documented on OEI’ s Externd
Digribution List that the Team Leader sends to Headquarters with the fina report package (see

Appendix [-18).

We should delay ditribution of fina reports for 7 working days to outside organizations to dlow for
department-wide review.

Both OEIl headquarters and regions will digtribute find reports. We should widdy digtribute finds for
maximum impact. Further, we should target organizations and individuds that have particular interest in
the report.

For interna digtribution, draft and fina reports should be disseminated in accordance with OEI’s
Internal Digtribution List (see Appendix J).

External Affairs Policy

OEl daff should refer dl inquires by the press, congressional staffers, and representatives of specid
interest organizations (usualy attorneys) to the OIG's Specid Counsdl for Externa Affairs. Requesters
for copies of released OEI fina reports, however, may be referred to the OIG web site
http:/oig.nhsgov/ asindicated on the ingde report cover and on the acknowledgment page.

In some ingtances, OEA may designate regiond or other OEI staff members to respond to inquiries
from externa sources. When OEI members respond to inquiries from outside entities, they should
aways make arecord of events leading up to their sdlection to respond, the information provided, and
the subjects discussed. Copies of the record should be furnished to the RIG, DRO, DIG, appropriate
PED Staff Director, and Specid Counsdl for Externa Affairs as soon as possible after responding to
theinquiry.
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Regardless of who responds, OEls objective isto furnish aconsastent OlG message. Therefore, when
OEIl andysts are asked to respond to outside inquires for information, they should always coordinate
with the RIG and other OEI gt&ff in the accountability chain, including the OEA.

Contacts by News Media

The OIG’'s OEA will usualy respond to mediainquires. Accordingly, OEl staff who receive media
contacts directly should dways refer them via e-mail and telephone to the OIG Specid Counsd for
Externd Affairs. The e-mail should show the requestor’ s name and organization, the date of request,
the ingpection title and number, and any known details on the nature and subject of interest.

In ingtances where OEA asks OEI headquarters or regional members to respond to mediainquires, the
OEl staff should keep appropriate records as noted above. In other instances, OEA may request OEI
headquarters or regiond membersto assist them in responding to media requests.

In ingtances where the news media request afina report that has dready been released, OEI dtaff
should first refer the requestor to OIG’ s web dite. If the requestor cannot obtain a copy from this
source, OEI gaff may furnish acopy. In such instances, OEI staff should keep arecord and notify the
RIG, OEA Director, the DIG, and the DRO by e-mall.

Congressional Interaction

The OIG’'s OEA will usudly respond to inquiries from members of Congress and their saffs. OEl's
procedure for disposition of such inquiriesis generally the same as that described above for media
inquiries.

Contacts by Special Interest Organizations

The OIG' s OEA will usudly respond to inquiries from members of specid interest organizations.
OEI’ s procedure for dispodition of such inquiriesis generdly the same as that described above for
mediainquiries.
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SAFEGUARDING CONFIDENTIAL INFORMATION

PRIVACY ACT PROTECTION

The Privacy Act governs most persona data collected and used by the HHS agencies. Thisgives
individuals some control over the records a Federa agency collects about them, and over the use of
the records. The Privacy Act provides crimina pendties for any Federd employee who makes
unauthorized disclosure of Privacy Act protected information.

Under the Inspector Generd Act of 1978, 5 USC App., an agency may disclose persond data
contained in a system of records (as defined by the Privacy Act, 5 USC 5524) to the OIG. The
records are available to the OIG without the consent of the individua for whom the records are
maintained. However, OIG daff are entitled to such records only in an officid capacity.

OEI USE OF PERSONAL AND SENSITIVE INFORMATION

To prevent improper usg, dl OIG gaff are required to safeguard any persond and sensitive datathey
obtain and use. Much of the data OEI staff obtains and uses come from systems of records covered by
the Privacy Act, and as such it must be protected from unauthorized use.

During ingpections, for example, OEl saffstypicaly obtain and use data containing beneficiary names
and Socia Security numbers. Such datais protected under the Privacy Act, and must be protected
consgtently with applicable laws and regulations.

In generd, sengitive data should not be left open to the view of others that may not have a need to
examineit. We should always protect such data from scrutiny, theft, tampering, damage, or loss. The
listing below provides minimum guideines for safeguarding persond and sengtive information.

» Include in ingpection designs areminder that work papers must be safeguarded against
unauthorized disclosure if they contain sengtive or Privacy Act information, such as payrall
records, personnel records, benefit payment histories, etc.

» Labd al dectronic and hard copy working papers that contain sengtive information.
Labeling will reduce the probability of accidenta abuse of the data
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»  Store both dectronic and hard copy working papers containing sendtive datain a secure
manner when not in use. Do not make unnecessary copies of the work papers or
information and data contained therein. Protect sensitive data stored on loca hard drives
with password protection that covers access to local hard drives.
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»  Protect sengtive data stored on network hard drives in such amanner that limits access
rights to a specific individua or group of individuals who have need to know. For example,
access may be precluded for Regiond Technicd Officer (RTO) staff who have no need to
know.

» Undergtand and sgn the Office of Evaluation and I nspections memorandum On the
Use of Data with Individual Identifiers (Attachment D) and only share sensitive data
with other OIG employees who have a need to know and have signed the agreement.

Finaly, for ingpections that require use of contractors for functions such as medicad review or
management advice and assistance, the contractors must aso protect classified and Privacy Act
information and data. When using a contractor, Team L eaders should always use OEl’s standard
contract language which spells out contractor responsbilities and steps for protecting sensitive and
Privacy Act information and data.

FREEDOM OF INFORMATION ACT

The Freedom of Information Act (FOIA) affords any person accessto Federa agency records, except
for those protected under one or more of nine exemptions (see 5 U.S.C. Section 552). Also, the
FOIA provides access to records of certain non-Federa entities that act as agents of the Federa
government. For example, records of Medicare intermediaries and carriers and State disability
determination agencies may be available under the FOIA.

Request for OEI Information Under the FOIA

Requests under the FOIA may come in many forms, from individuals or organizations. All requests are
equally valid and need not cite the FOIA or the Privacy Act (PA) by name.

Ol isresponsible for processing all OIG FOIA requests and providing aliaison to the Department’s
FOIA/PA Divison.

OEl gaff should forward dl requests for nonpublic information to the FOIA liaison (currently Diane
Diggs). Written FOIA request may be sent to:

Freedom of Information Liaison or, fax to Department’s FOIA/PA
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Office of Ingpector Genera Division - (202) 690-8320
Room 5246, Wilbur J. Cohen Building (Please mark on the fax that the
330 Independence Avenue, SW. FOIA request isfor OIG documents.)

Washington, D.C. 20201
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Available I nformation Under FOIA

Any request for Federal agency records that are not in the public domain is consdered alegitimate
FOIA request. Generdly, this means OEI work papers containing information, data, and records that
are not protected by the Privacy Act or other requirements for protecting information may be obtained
by individuds and entities outsde the OIG under the FOIA. However, information will only be
released after coordination and discussion with the DIG and the FOIA Coordinator, Ol. Any refusd to
provide requested FOIA information must be thoroughly coordinated and justified with appropriate
liaison staff and managers who have OI G respongbility for FOIA matters.

Requests for information in the public domain such as OEI reports are not considered FOIA requests.
Simply refer the requester to the OIG website or send a copy of the document. Do not notify the
FOIA liaison of requests of thistype.

I nformation Not Available Under FOIA

The OIG may not release information that is exempted by Section 552 of 5 U.S.C. (see

Appendix O). Further, the OIG' s policy prohibits release of any information from an ongoing
ingpection, investigation, or audit. Therefore, OEI typicaly will not release supporting work papers,
records, data, and information prior to issuing afina report.

Responding to FOIA Requests

Upon receiving awritten FOIA request, Team Leaders should notify the requester in writing that the
request was received and forwarded to the FOIA Officer. A sample letter may be found in the OIG
Adminigrative Manud (Chapter 9-40). A copy of the OIG Adminigrative Manud is available in each
regiond office through the Adminigrative Officer.

The FOIA Liaison sends al written requests to the Department’ s FOIA/PA Divison. The Department
logsit in, assgns the request a case number, and affixes atracking shedt.

The FOIA Liaison then forwards the requests for ingpection records to the FOIA coordinator for OEI
(FOIA/OEI). Any questions regarding OEI’ s response should be directed to the FOIA/OEI who
coordinates OEI’ s response.
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Tracking Responses to FOIA Requests

The FOIA/OEI will furnish atracking sheet to Team Leaders or Program Andysts who respond to
FOIA. Thetracking sheet should contain a response due date in the upper right-hand corner. Thisis
the date that the documents are due in the Department’s FOIA office.

For FOIA regquests involving alarge number of work papers, the Team Leader should provide the
FOIA/OEI with arough estimate (by box or inch count) prior to filling the request.

The Department’ s FOIA/PA Divison may assess afee for processing FOIA requests. Therefore, dll
andysts who help respond to a FOIA request should include the time spent and the hourly rates of pay.
Enter the time spent in 30 minute increments, with a minimum of 30 minutes. This information should be
included on the tracking form, next to the lines marked “review/edit/sanitize€’ and “search records.”

Withholding Infor mation

The Department’ s FOIA/PA Divison has final authority on what information to release or deny in
responding to a FOIA request. However, the FOIA/OEI will coordinate and negotiate with the
Depatment’s FOIA Liason to withhold information that OEI regions and headquarters beieve should
be denied under one or more of the FOIA exemptions.

To thisend, Team Leaders should send two copies of requested FOIA documents to the FOIA/OEI.
One should be a clean copy, and the other should contain notes identifying any information that the
region thinks should be exempted from disclosure. On the annotated copy, the Team Leader should
bracket or highlight al sections the Region bdlieves should be withheld. Also, the Team Leader should
submit a memorandum to the FOIA/OEI that describes the information and judtifies why it should be
withheld from the FOIA requester.

The Department’s FOIA/PA Division does not normdly furnish OEl staff with a copy of the find
response to a FOIA request. However, the OIG FOIA Liaison and the Department’s FOIA/PA
Divison will contact applicable OEI gaff on any disagreements over what informetion is released.
Team Leaders may dso contact the FOIA/OEI with any questions regarding requested documents.

Additional Information on FOIA Request
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Chapter 9-40 of the OIG Adminigtrative Manua contains complete policies and procedures for
responding to FOIA requests. A copy of a FOIA request may be viewed on the Department’ s web
gte.

Additiona requirements and procedures for FOIA request may be found in:

« 5U.SC. §552
* 45CF.R.Pat5

« 42CFR. 401
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WORK PAPERS

Work papers are written and eectronically stored (computer) records, data, and other information
obtained or crested during an inspection. The procedures below provide guidance rather than rigid
rules for obtaining, using, and retaining work papers for OEIl ingpections. The procedures apply to dl
OElI ingpection-related activity, regardless of the type of records or report. In all instances, OEl staff
should exercise professond judgment and common sense when organizing, using, and storing work

papers.

PURPOSE OF WORK PAPERS

Work papers are key to the integrity of OEIl ingpections. They contain supporting evidence for findings
and recommendations presented in fina ingpection reports. They aso establish alinkage between data
collection and andysis done during pre-ingpection and field work and the inspection reports. In
summary, work papers furnish

a systematic record of the work performed in conducting an ingpection,

» arecord of evidence obtained (data, information, and analyss) to support inspection
findings and recommendetions,

» arecord documenting that we performed ingpection work in aresponsible, objective
manner (we certify in ingpection reports that our work meets the standards specified by the
PCIE standards), and

» arecord of useful information for planning future inspections.

WORK PAPER PRINCIPLES

The following Sx principles provide fundamental guidance for ingpection teams in organizing and
maintaining work papers. Following the ligt is adiscussion of each principle. The principles are not
intended to answer every question that comes up regarding work papers. Instead, they provide
guidance and flexibility for Team Leadersto exercise professond judgement about how best to
maintain work papers.

August 8, 2002 Work Papers 68



PROCEDURES MANUAL

August 8, 2002

Work Papers

69



PROCEDURES MANUAL

Principle 1
Work papers should allow someone not associated with an inspection to determine work done,
identify supporting evidence for findings, and determine basis for recommendations.

Principle 2
Work papers should be organized in alogical system that is clearly identifiable by atable of
contents.

Principle 3

Work papers can be stored electronically or in paper form, or any combination that makes sense
for a particular inspection, as long as they are accessible and well labeled.

Principle 4
Work papers must include documentation that inspection teams verified data presented in draft
reports by checking it against supporting evidence in the work papers.

Principle 5
Work papers should adhere to general standards for completeness, accuracy, and clarity; legibility
and neatness; relevance; and retention.

Principle 6
Work papers should be reviewed and approved by the regional manager at the close of an
inspection to certify that they comply with principles 1-5.

Principle 1: Work papers should allow someone not associated with an inspection to
determine work done, identify supporting evidence for findings, and determine the basis for
recommendations.

This represents the most basic principle for determining what work papers to collect and keep asa
record. Could someone from another office easly discern how the project devel oped from proposal or
request to pre-ingpection and design al the way to data collection and andysis? Isthe logic of the
ingpection process documented and gpparent? Would it be clear where the evidence for particular
findings came from? Are the formulas used in data andyss available for scrutiny? Can anyone tell
what the sources of data are? Could someone figure out when the ingpection started and was
completed? Has the ingpection had any impact? These questions, among others, are the kinds of
questions the Team Leaders should ask as they determine what should condtitute the officia work

paper file for an ingpection.

Principal 22 Work papers should be organized in a logical system that is clearly identifiable
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by a table of contents.

The Team Leader in conaultation with the DRIG/RIG establishes awork paper filing system at the
beginning of an ingpection. Such a system can be the filing system described in Appendix L.
However, other filing systems can be used, aslong as it meets the work paper purposes and principles.
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Principal 3: Work papers can be stored electronically or in paper form, or any combination
that makes sense for a particular inspection, aslong as they are accessible and well |abeled.

Inspections vary widedly in the amount and types of work papers generated. In some cases, it may be
unreasonable to maintain paper copies of every key document. Team Leaders must use their
professona judgment in determining the manner in which the work paperswill be maintained. In most
cases, the work papers will be a combination of electronic and paper records. In the case of dectronic
records, diskettes or CDs should be clearly labeled with the ingpection number and included in the
work paper files. The paper files should contain a corresponding table of contents for each diskette or
CD, with files names, descriptions, and programs.

Principal 4: Work papers must include documentation that inspection teams verified data
presented in draft reports by checking it against supporting evidence in the work papers.

The primary god of the verification isto ensure that statements of fact and findings are supported by the
evidence collected in the ingpection. This step helps ensure the integrity and credibility of OEI’ swork.
We accomplish this through a cross-indexed copy of the draft report. Cross-indexing generdly
involves a system of notesin the report margins or endnotes tying each statement of fact to the
gopropriate evidence in the work papers, thereby verifying the facts. Long and complex numbering
systems are generaly unnecessary.

Principal 5: Work papers should adhere to general standards for completeness, accuracy, and
clarity; legibility and neatness; relevance; and retention.

Complete and Accurate— Work papers should be complete and accurate to support findings and
recommendations and to document activities performed during the conduct of an ingpection. They
should include any work by support regionsor TSS. Where a contractor was used, work papers

should include materids specified as ddliverables in the contract.

Clear and Under standable— Work papers should be clear and understandable as to their purpose,
the nature and scope of work done, and the resulting findings and recommendations. Concisenessis
important, however, do not sacrifice clarity and completeness for the sake of brevity.

Neat and L egible— Work papers should be neat and legible. Handwritten work papers are
acceptable.
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Relevant — Work papers should be restricted to data, documents, information, and anadysis that are
materidly important, relevant, and useful, as determined by the Project Leader/Team
Leader/DRIG/RIG.
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Retained— Supporting work papers should be maintained in the regiond office for at least

3 years after issuing afind report. Thisalows for easy access for follow-up and responding to
Freedom of Information Act requests. After the 3-year period is completed, the Team Leader and
regional managers should determine if the work papers need to be retained or stored at the Federal
Records Center for longer periods. In some cases, work papers can be helpful for other related
ingpections, work planning, or follow-up studies.

Principle 6: Work papers should be reviewed and approved by the regional manager at the
close of an inspection to certify that they comply with principles 1 - 5.

At the close of an ingpection, the RIG must review and sign-off on the work papers. TheRIG's
sgnature certifies that the work papers are in order and adhere to the principles discussed in this
manudl.
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APPENDICES
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AOA
ACF
AHRQ
ASAM
ASH
ASL
ASBTF
ASPA
ASPE
ATSDR
cbc
CcMS
CRC
DCI
DIG
DRIG
DRO
FDA
FOIA
FMFIA
GAO
HHS
HRSA
IDS
IG
IHS
NIH
OAS
OCIG
OEA
OEl

ol
oIG
OIG/ES
OMB
OMP
OPDIV
OPHS
oS
PA
PCIE
PED
POD
PSC
RIG

APPENDIX A - Ligt of Acronyms

Administration on Aging
Administration for Children and Families

Agency for Health Care Research and Quality

Assistant Secretary for Administration and Management
Assistant Secretary for Health

Assistant Secretary for Legislation

Assistant Secretary for Budget, Technology and Finance
Assistant Secretary for Public Affairs

Assistant Secretary for Planning and Evaluation

Agency for Toxic Substances and Disease Registry
Center for Disease Control and Prevention

Centersfor Medicare & Medicaid Services
Conflict Resolution Council

Data Collection Instrument

Deputy Inspector General

Deputy Regional Inspector General
Director, Regional Operations

Food and Drug Administration

Freedom of Information Act

Federal Managers' Financia Integrity Act

General Accounting Office
Health and Human Services

Health Resources and Services Administration
Impact Documentation System

Inspector General

Indian Hedlth Service

National Institutes of Health

Office of Audit Services

Office of Counsel to the Inspector General
Office of Inspector General External Affairs
Office of Evaluation and Inspections

Office of Investigations

Office of Inspector General

Office of Inspector General Executive Secretariat

Office of Management and Budget
Office of Management and Policy
Operating Division

Office of Public Health and Science
Office of the Secretary

Privacy Act

President’s Council on Integrity and Efficiency
Program Evaluation Division
Policy and Oversight Division
Program Support Center

Regional Inspector General
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RTO Regional Technica Officer

SA Special Assistant to the Deputy Inspector General
SAMHSA Substance Abuse and Mental Health Services Administration
STAFFDIV  Staff Division

TSS Technical Support Staff

U.Ss.C. United States Code
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APPENDIX B - Inspector General Act of 1978

5USC App. INSPECTOR GENERAL ACT asof June 19, 1998

Pub. L. 95-452, Oct. 12, 1978, 92 Stat. 1101, as amended by Pub. L. 96-88, title \/, Sec. 508(n),
Oct. 17, 1979, 93 Stat. 694; Pub. L. 97-113, title V1, Sec. 705, Dec. 29, 1981, 95 Stat. 1544; Pub.
L. 97-252, title X1, Sec. 1117(a)-(c), Sept. 8, 1982, 96 Stat. 750-752; Pub. L. 99-93, title |, Sec.
150(a), Aug. 16, 1985, 99 Stat. 427; Pub. L. 99-399, title IV, Sec. 412(a), Aug. 27, 1986, 100 Stat.
867; Pub. L. 100-504, title |, Secs. 102(8)-(d), (f), (g), 104(a), 105-107, 109, 110,

Oct. 18, 1988, 102 Stat. 2515-2529; Pub. L. 100-527, Sec. 13(h), Oct. 25, 1988, 102 Stat. 2643;
Pub. L. 101-73, title V, Sec. 501(b)(1), title V11, Sec. 702 (c), Aug. 9, 1989, 103 Stat. 393, 415;
Pub. L. 103-82, title 11, Sec. 202(g)(1)-(5), Sept. 21, 1993, 107 Stat. 889, 890; Pub. L. 103-204,
Sec. 23(8)(3), (4), Dec. 17, 1993, 107 Stat. 2407, 2408

Sec. 1. Short title
This Act may be cited as the “Inspector General Act of 1978.”
Short Title of 1988 Amendment

Pub. L. 100-504, title I, Sec. 101, Oct. 18, 1988, 102 Stat. 2515, provided that: “ Thistitle [enacting
sections 8B-8F of Pub. L. 95-452, set out in this Appendix, amending sections 2, 4-6, 8, 9, and 11 of
Pub. L. 95-452, et out in this Appendix, sections 5315 and 5316 of thistitle, sections 405 and 1105
of Title 31, Money and Finance, and section 410 of Title 39, Postal Service, repealing sections 3521-
3527 and 7138 of Title 42, The Public Hedlth and Welfare, and section 231v of Title 45, Railroads,
and enacting provisions set out as notes under sections 1, 5, 8D, 8E, and 9 of Pub. L. 95-452, set out
in this Appendix] may be cited asthe ‘ Ingpector Generd Act Amendments of 1988'.”

Sec. 6. Authority of Inspector General; information and assistance from Federal
agencies, unreasonablerefusal; office space and equipment

@ In addition to the authority otherwise provided by this Act, each Inspector Generd, in carrying

¢ This Appendix contains an abbreviated text version of The Inspector General Act of 1978, (Amendment
citations have been deleted, as well as those sections which do not pertain to the Inspector General authority
for accessto records). |If the deleted sections, and/or the amendment citations are needed, the correct citation
for electronic searchesis“5A USC Inspector General Act of 1978".
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out the provisons of this Act, is authorized--

(1) to have accessto dl records, reports, audits, reviews, documents, papers,
recommendations, or other materia available to the gpplicable establishment which relae to
programs and operations with respect to which that Inspector Generd has responsbilities
under this Act;

(2) to make such invedtigations and reports relating to the adminigtration of the programs and
operations of the gpplicable establishment as are, in the judgment of the Ingpector Generd,
necessary or desirable;

(3) to request such information or assstance as may be necessary for carrying out the duties
and responsihilities provided by this Act from any Federd, State, or loca governmenta
agency or unit thereof;

(4) to require by subpoena the production of al information, documents, reports, answers,
records, accounts, papers, and other data and documentary evidence necessary in the
performance of the functions assgned by this Act, which subpoena, in the case of
contumeacy or refusa to obey, shall be enforceable by order of any appropriate United
States district court: Provided, that procedures other than subpoenas shall be used by the
Ingpector Generd to obtain documents and information from Federd agencies,

(5) to adminigter to or take from any person an oath, affirmation, or affidavit, whenever
necessary in the performance of the functions assgned by this Act, which oath, affirmation,
or affidavit when administered or taken by or before an employee of an Office of Ingpector
Generd desgnated by the Ingpector Generd shdl have the same force and effect as if
administered or taken by or before an officer having a sed;

(6) to have direct and prompt access to the head of the establishment involved when necessary
for any purpose pertaining to the performance of functions and respongibilities under this
Act;

(7) to sHect, gppoint, and employ such officers and employees as may be necessary for
carrying out the functions, powers, and duties of the Office subject to the provisons of title
5, United States Code, governing appointments in the competitive service, and the
provisions of chapter 51 and subchapter 111 of chapter 53 of such title relating to
classfication and General Schedule pay rates,
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(8) to obtain services as authorized by section 3109 of title 5, United States Code, at daily
rates not to exceed the equivalent rate prescribed for grade GS-18 of the Generd Schedule
by section 5332 of title 5, United States Code; and

(9) to the extent and in such amounts as may be provided in advance by appropriations Acts,
to enter into contracts and other arrangements for audits, studies, analyses, and other
sarvices with public agencies and with private persons, and to make such payments as may
be necessary to carry out the provisions of this Act.
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(b)

(1) Upon request of an Ingpector Generd for information or assistance under subsection (8)(3),
the head of any Federd agency involved shadl, insofar asis practicable and not in
contravention of any existing statutory restriction or regulation of the Federa agency from
which the information is requested, furnish to such Inspector Generd, or to an authorized
designee, such information or assstance.

(2) Whenever information or ass stance requested under subsection (a)(1) or (8)(3) is, inthe
judgment of an Ingpector General, unreasonably refused or not provided, the Inspector
Generd shdl report the circumstances to the head of the establishment involved without
delay.

(©) Eachhead of an establishment shdl provide the Office within such establishment with
gppropriate and adequate office gpace at centra and field office locations of such establishment,
together with such equipment, office supplies, and communications facilities and services as may
be necessary for the operation of such offices, and shal provide necessary maintenance
services for such offices and the equipment and facilities located therein.

(d) For purpaoses of the provisions of title 5, United States Code, governing the Senior Executive
Service, any reference in such provisons to the “appointing authority” for amember of the
Senior Executive Service or for a Senior Executive Service position shdl, if such member or
position is or would be within the Office of an Ingpector General, be deemed to be areference
to such Inspector Generd.
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APPENDIX C - Work Plan Proposals

Example#1: CMS Education Strategy and Beneficiary Understanding of Medicare

Example #2: Medica Necesdty in Medicad: DME
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Work Plan Proposal - Example 1

CM S Education Strategy and Beneficiary Under standing of Medicare
Purpose

To evaluate CMS's 2001 education strategy and the impact on beneficiary understanding of Medicare
options.

Background

The Centers for Medicare & Medicaid Services (CMS) emphasi zes beneficiary education as one of its
top priorities. In response to the expanded choices for beneficiaries under Medicaret+Choice, CMS
implemented its “National Medicare Education Program” (NMEP). Some of the NMEP dements
designed to inform beneficiaries about their Medicare options include a“Medicare and Y ou”
handbook, “Medicare Compare’ database, and customer service telephone lines. The “Medicare
Compare’ database, found a www.medicare.gov, provides beneficiaries with comparative information
about managed care plansin areas of qudity, satisfaction, and plan benefit information. The god of the
NMEP srategy has dways been to provide congstent information to the beneficiaries, so they might
make informed decisions about the type of plan to enroll in, whether it be traditional Medicare,
managed care, or supplementa, such as Medigap.

Recognizing the need to improve beneficiary awareness and understanding, CM S announced updated
education strategies during the Fall of 2001, which includes: increased capacity of Medicare' s Toll-
Free Lines (expansion to 24 hours a day, seven days aweek) effective

October 1, 2001; multi-media advertisng campaign; improved “Medicare & You” educationd efforts;
and improving comparative information on Medicare Compare, including information on State-based
Medigap options and costs.

| ssues

»  Wha sgnificant parts of the recent srategy have actuadly been implemented? What significant
changes were made to the NMEP?

»  What source of awarenessis most memorable to beneficiaries?

»  What source of information is most helpful to beneficiaries?
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» How well do beneficiaries understand their Medicare+Choice options?
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M ethodology

» Interview representatives from CM S to dlarify the key improvements and changes to the

NMEP.
»  From universe of HMOs (which exclude demos, costs and HCPPs), obtain representative

sample of Medicare beneficiaries from GHP.

»  Survey beneficiaries to ask about issues above, including: CM S source used most; how hel pful
the sources are; what they sdected (traditiond, type of managed care, Medigap) and their
perceived understanding.

Audience
Congress, CMS, beneficiaries
I mpact

» |dentify strengths and weaknesses in the education campaign
» Improved beneficiary understanding of Medicare options
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Work Plan Proposal - Example 2
Medical Necessity in Medicaid: DM E
Pur pose:
To identify Medicaid expenditures for DME that are either medically unnecessary or unsupported.
Background:

Medicaid isajointly funded, Federd-State program that provides medica assstance to certain groups
of low-income people and others with specia hedth care needs. In FY 2000, the State share of
funding for Medicaid was gpproximately 43 percent with the remaining 57 percent provided by the
Federd Government.

Medical Necessity

Severd key or basic Federd requirements must be met in order for a service to be covered by
Medicad. Theseare: 1) the service must be primarily medica or remedid in nature; 2) the service
mugt fit into a service category (as defined by 42 CFR440.1-440.225); and 3) the service must be
provided by aqudified provider (42CFR 431.51(c))(2)). Regulations at 42CFR 440.230 also require
that each covered medical service be sufficient in amount, duration and scope. States may dso
edtablish limits on the services they cover.

Medica necessity has not been specificaly defined from the Federa point of view. Infact, it is never
mentioned in Medicaid statutes and is only generally mentioned in the regulations (42CFR 440.230(d)).
Bascdly, States are given flexibility and the authority to define medical necessity and determine when
services do not meet their definition. Many States make use of practice guidelines when determining
medica appropriateness and necessity. The Federd government, or CMS, is not involved in making
these determinations. However, it is CMS srole to oversee the intent of the Federa guiddines and to
ensure that federa outlays are being directed towards medically appropriate services in the Medicad

program.

HCFA-64 Financial Reporting

August 8, 2002 Appendix C - Work Plan Proposals C-5



PROCEDURES MANUAL

On aquarterly basis, States submit Form HCFA-64 in accordance with 42 CFR 430.30(c)), which
reports actua disposition of Medicaid grant funds for the quarter being reported. It aso reports any
adjustments, overpayments, or underpayments that should be made for prior periods. The
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HCFA-64 is used to reconcile against the monetary advance requested and received through the Form
HCFA-37, which isfiled previoudy.

According to the HCFA-64, the types of services with significant fee-for-service expenditures include:
inpatient hospitd; physician services, mentd hedlth; home hedth; and outpatient hospital. Aside from
the HCFA-64, transportation, |ab tests, and DME are potentid areas of vulnerability. Thisinspection
would focuson DME.

| ssues:
»  What istheincidence of Medicaid hilling for ingppropriate services — medicaly unnecessary or

unsupported - for DME?

» If ingppropriate services are being billed, what is the impact on the Federa outlay of matching
funds - for DME?

» Have inappropriate billings for DME identified and adjusted on the HCFA-64 form?

M ethodology

Thistype of study cannot be efficiently carried out for all 50 States. Therefore, it isimportant to select
asample of States on which to focus the review.

Identifying Severd States and Services on Which to Focus

The HCFA-64 database displays the level of expenditure for each service category and State. This
can be used to sdlect States with various levels of expenditures. Additionally, States with high managed
care penetration should not be included because of the lack of fee-for-service clams data.

Conducting Medical Record Review

It iscritical that OIG work closaly with States when conducting thisinspection, dueto the
complexitiesin Medicaid claims and accounting systems. For the selected States, a sample of
claims can be requested from the States for DME. Each Stat€' s medical necessity criteria, aswell as
their medical record review processes are somewhat unique. Therefore, contractors (PROs, EQROs,
etc.) selected to conduct medica record review for an ingpection must be familiar with the selected
States' rules. (Each State has a SURS unit that can be helpful with this).
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After the results of the review are complete, the States should confirm whether or not any of the errors
from the review had aready been found previoudy and adjusted through the HCFA-64. If the errors
have been adjusted, they would not be legitimate errors.

For ingtances of ingppropriate billing that has not been or will not be adjusted on the HCFA-64,
estimate State and Federa expenditures associated with errors.

Audience
Congress, CMS, State Medicaid Agencies
I mpact

»  Reduced ingppropriate billing in Medicad
» Reduced FFP for Medicaid services
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APPENDIX D - Impact Focused I nspections

D-2: Measuring Quditative Ol G Impact

D-3. D€finition of Terms

D-4: An example of Potential |mpact Statement

D-5: An example of Anticipated Impact Statement

D-6: An example of Actud Impact Statement

D-8 thru 10: Check list for Developing Impact Focused Work Plan Proposals
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Measuring Qualitative Ol G I mpact

CONSUMER PROTECTION
Increase Consumer Safety

Improve Qudity Care
Increase Consumer Access

IMPROVE PROGRAM OPERATIONS
Improve Efficiency, Effectiveness
Reduce Fraud and Abuse Vulnerability
Increase Coordination

Improve Controls
Increase Compliance
Improve Reporting

SAVE TAXPAYERS MONEY

Capture Recoveries
Document Savings

ENFORCE LAWS
Convict Criminds
Exclude Bad Providers
Settle Civil Judgments

PROVIDE GUIDANCE
Issue Advisory Opinions
Propose Safe Harbors
Egtablish Corporate Integrity Plans
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Measuring Qualitative Ol G I mpact
Definition of Terms

Tvypes of Impact:

A. Consumer Protection: Impact which benefits the consumers of the Department’s servicesin one
of the following ways.

1.

I ncrease Consumer Safety. Following OIG recommendations, ACF took actions to
ensure a hedlthier and safer child care environment.

I mprove Quality Care: Asaresult of OIG work, PHS has undertaken efforts to examine
mis-medication among the elderly.

I ncrease Consumer Access. In response to an OIG report, HRSA’ s Bone Marrow
Donor registry improved contracting to recruit and retain more minority donors.

B. Improve Program Operations: Impact which resultsin improved program operations in one of
the following ways.

1.

I mprove Efficiency, Effectiveness. OCSE isusing OIG reports on paternity
establishment to design technica assistance documents and model formsto facilitate
replication of best practicesin paternity establishment by child support agencies.

Reduce Fraud and Abuse Vulnerability. Following OlG recommendations HCFA
implemented a new policy to facilitate the Medicare beneficiary complaint process.

I ncrease Coordination: In response to OIG recommendations, AoA and the USDA
have engaged in cooperative efforts to increase med service ddlivery to the elderly without
increasing Federd or State expenditures.

I mprove Controls Inresponseto an OIG report, Texas issued guidance to child placing
agencies on meeting licensing standards for foster care homes and has increased monitoring
of the homes used by child placing agencies.

I ncrease Compliance: Through the development of performance measures,
recommended by OIG, AoA will be able to meet the congressional mandate to report on
project outcomes and to compare individua projects.

I mprove Reporting: Based on OIG findings, HRSA undertook efforts to improve
hospita reporting of adverse actions taken againgt doctors.
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POTENTIAL IMPACT STATEMENT (Example)
[Completed by the region and submitted with the design,
working draft, and draft to the Review Team]

ISSUE

POTENTIAL ACTION

POTENTIAL
IMPLICATIONS

Head Start/Child Care
Collaboration

Asareault of work in thisissue
aea, OIG will asst the
Depatment in thar effortsto
facilitate collaboration between
the Head Start and Child Care
programs to provide wrap-
around sarvices.

I ncrease Coordination

I mprove Efficiency and
Effectiveness:

Through increased Head
Start/Child Care collaboration,
HHS will be ableto servethe
child care needs of families
more efficiently.

Increase Consumer Access.
Through increase avalability of
wrgp-around services, families
will be better able to access
quality child care services
during their working hours.

August 8, 2002
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ANTICIPATED IMPACT STATEMENT (Example)
[Completed by the region when afinal report isissued]

REPORT AND IMPACT

ANTICIPATED ACTION

ANTICIPATED
IMPLICATIONS

Grantees & Providers
Delinquent in Child
Support

Department will take action to
ensure that child support
obligors recaiving Department
funds are current in their child
support payments.

Practice Change

Asaresult of our report that
identified HHS grantees and
providers who owed some
$21.5 million in back child
support, the Department will
implement a plan to ensure that
no individud recalving HHS
fundsisin arrearsin ther child
support.

I ncrease Consumer Access

I ncrease Compliance
Asaresult of the Department’s
efforts to ensure thet individuals
recaiving HHS funds are
current in their child support
payments, the children of these
obligors will receive the support
they are due through the IV-D
sysem.

State Child Care Certificate
System: An Early
Assessment of
Vulnerabilitiesand Barriers
Department will provide
parents with more information
to choose qudity child care
providers.

Practice Change

Asaresult of our report
describing alack of information
available to consumers
choosing child care providers,
the Adminigration for Children
and Familieswill develop a
guide to ass st parentsto select
quality child care providers and
abrochure for states on
improving consumer educetion
to parents.

I ncrease Consumer Access
Parents will have more
information available to them to
make informed choices in
sdecting qudity child care
providersfor their children.

National Marrow Donor
Registry: Progressin
Minority Recruitment
HRSA Bone Marrow Donor
Regidry will improve
contracting to recruit and retain
more minority donors.

Policy Change

In response to our
recommendations, HRSA will
require donor centers and
recruitment groups to meet
performance indicatorsin
recruiting and retaining donors
from racid and ethnic minority
groups. It will aso phase out
inefficient cost reimbursement
contracts and tie payment to
donor center performance.

I ncrease Consumer Access

I mprove Controls

I mprove Efficiency and
Effectiveness

More minorities will be dbleto
receive bone marrow
treatments for conditions such
as certain leukemia and other
cancers.
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ACTUAL IMPACT STATEMENT (Example)
[Completed by the region when actions are implemented
after thefinal report isissued]

REPORT AND IMPACT

ACTION TAKEN

IMPLICATIONS

Grantees & Providers
Delinquent in Child
Support

Department takes action to
ensure that child support
obligors recaiving Department
funds are current in their child
support payments.

Practice Change
Asaresult of our report that
identified HHS grantees and
providers who owed some
$21.5 million in back child
support, the D ment has
eﬁ%med age?c?;[ action plans
to ensure that no individud
recaiving HHS fundsisin
arearsin their child support.
Sour ce:

I ncrease Consumer Access

I ncrease Compliance
Asaresult of the D ment's
efforts to ensure that individuas
recaiving HHS funds are
current in their child support
payments, the children of these
obligors will receive the support
they are due through the IV-D
sysem.

State Child Care Certificate
System: An Early
Assessment of
Vulnerabiliti%and Barriers

ment rovides parents
WI morei ormatl onto
choose qudity child care
providers.

Practice Change

Asaresult of our report
describing alack of information
available to consumers
choosing child care providers,
the Adminigtration for Children
and Families developed aguide
to assst parentsto select
quality child care providers and
a brochure for stateson
improving consumer educetion
to parents.

Sour ce:

I ncrease Consumer Access
Parents will have more
information available to them to
make informed choicesin
sdecting (1udity child care
providerstor their children.

August 8, 2002
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National Marrow Donor
Registry: Progressin
Minority Recruitment
HRSA Bone Marrow Donor
Registry improves contracting
to recruit and retain more
minority donors.

Policy Change

Based in sgnificant part on our
recommendations, HRSA’s
new contract to operate the
registry requires that donor
centers and recruitment groups
meet performance indicatorsin
recruiting and retaining donors
from racid and ethnic minority
groups. Itisphasing out
inefficient cost reimbursement
contracts and will tie payment
to donor center performance.

Sour ce:

I ncrease Consumer Access

I mprove Controls

I mprove Efficiency and
Effectiveness

More minorities will be ableto
receive bone marrow
treatments for conditions such
as certain leukemia and other
cancers.

August 8, 2002
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Checklist for Developing
| mpact Oriented
Work Plan Proposals

|. Environmental Items. What’s Happening and Who Cares?

OIG Mission

G Do we havelegd authority to review the issue?
F HHSdollarsinvolved?
F Overdght/management issue?

G Conggent with the OIG misson?

G Conggent with the OEl misson?

Audience

G HHS primary and secondary audience(s)?

G Audience(s) interested in the study idea?

G Didtheideaoriginate from an HHS program officid?
F Formd or informa request?

Timeliness

Best time to conduct an ingpection on thisissue?

Upcoming programmetic changes on the horizon?

Related legidative activity?

Does the issue address OEI, OIG, HHS or congressiond priorities?
Isthe issue “ripe?’

OO0

Relationship to Other Work: Duplicative or Complementary?
G Prior OEI reports?
G Prior or ongoing work planning proposals?
G Rdated work?
F Office of Audit Services
F OIG invedigdive activities
F Office of Counsd to the Inspector Generad/compliance activities
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F GAO
F ASPE grants
F Operating division research/grants
F Private research organizations
F Industry
G How does the issue expand on or duplicate work by these groups?
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II. Focusing the Proposal: What isthe question to be answered? How are we going to get our

data?

The Problem

G
G

What is the specific question?
Isit solvable?

Program Background

G

OO0

G

Magnitude or sgnificance of the program or issue?
Level of program expenditures?

Extent of the program’ s impact on the public?
Extent to which the beneficiaries are impacted?
Importance to the misson of HHS?

Program integrity or materia weskness?
Vulnerability to fraud and abuse?

Emerging issue?

Pergastent operationa or management problem?
Program structure?

If arequest, do you have additiona background?
Relevant gatutes, regulations and policy guidance?
Agency that adminigters the program?

How isthe program administered?

F Direct Federa?

F Federd/State?

F Grants?

Program funding structure?

MTTTTTTT

Methods

G

OO O

O o

Sufficiently narrow scope with a manageable number of objectives?

An effective methodology to answer the sudy questions?

Reasonably accessible data to answer the study questions?

Significant methodologica congraints, limitations or concerns about data reliability in
answering the study questions?

|s the data “ credible?’

Are the methods designed to produce atimely OEI product?
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1. Expected Impact: What isthe potential outcome of the report?

Types

G

(ONONONONG

Program recommendations?

F Monetary?

F Programmatic?

Impact on beneficiaries?

Brings new datato the attention of decison makers?

Describes the scope or extent of a problem?
Will audience use information from this ingpection?

Likelihood that agency/HHS/Congress will take action to solve the identified problems?
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APPENDIX E - Start Notice - Example

[USE OIG MEMORANDUM PAPER]
Date: [DATE]
From: [NAME]

Subject:  Planned [Month] Start of New Inspection: [Title of Ingpection], [OEI Control Number]
To: Audit Liaison, [Name]

Assignment: To examine effective State and county initiatives to meet the maintenance of
effort requirement of the Job Opportunities and Basic Skills Training (JOBS) program.

OIG-OEIl Headquarters and/or Region: Region [Number] will lead the project with the
assstance from [whomever is asssting].

Background and General Description of Work: The JOBS program prohibits usng JOBS
funds to supplant non-Federa funds for exigting services and activities. JOBS [rest of
paragraph deleted].

This gudy will examine how States are identifying and utilizing exidting services and activities,
Where Work Will Be Done: Work will be donein asample of States and counties.
Program Specialist: [Name]

cc:

DIG - OAS

DIG- Ol

OEA
Region [Number]
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APPENDIX F - Technical Support Staff

Requests for Technica Support Staff (TSS) assistance should be via dectronic mail. Send requests for
data assistance to the TSS Director and requests for atistical assstance to the TSS Statigtician, with a
copy to the Program Specidist and the appropriate PED Director.

This requirement for written request does not prevent informal discussion between TSS and inspection
team members. Team Leaders and members should consult with TSS members as needed. However,
once the Team Leader decides what service or information is required, he or she must send a written
request to TSS and the appropriate Program Specialist.

Team Leaders should request TSS assstance as soon as possible in the ingpection process to alleviate
potential delays. The date of receipt of the written request will condtitute the start date for the work
undertaken by the TSS members.

While no specific format isrequired for requesting TSS assistance, the Team Leader should include the
following, if possble.

*  ingpection number,

» titleof ingection,

e Team Leader,

» Project Leader,

e Program Specidig,

» gpproximate due date for the request, and

» description of the work requested (be as specific as possible).

This process will help TSS manage its workload and provide arecord for both TSS and the ingpection
work paper files.
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APPENDIX G - Material Weakness

DEFINITION OF MATERIAL WEAKNESS

A materid weskness is a specific instance of noncompliance with the Federal Managers Financid
Integrity Act (FMFIA) of sufficient importance to be reported to the President and the Congress. Such
weaknesses would sgnificantly impair the fulfillment of an agency component’s mission; deprive the
public of needed sarvices, violate statutory or regulatory requirements, significantly wesken safeguards
againgt wagte, loss, unauthorized use or “misgppropriation of funds, property, or other assets, or result
inaconflict of interest.”

Many factors must be considered in deciding if aweakness should be classfied as materid. From the
departmenta standpoint, the key factors that must be evaluated are listed below. Generdly any
positive response to any question should dert the gppropriate Internal Controls Officer that OEI should
classfy the weakness as a“ material weskness’ for purposes of reporting in the Secretary’ s Annua
FMFIA Report to the President and the Congress unless hisher professiona judgment can support a
different decison.

1. Doesthe weakness sgnificantly impair the fulfillment of an OPDIV/STAFFDIV agency
misson?

2. Does the weakness deprive the public of needed services?
3. Doesthe weskness violate Satutory or regulatory requirement?

4. Does the weskness Sgnificantly affect the safeguards against waste, loss, unauthorized use
of funds, property, or other resources?

5. Doestheweskness result in a conflict of interest?

6. Istheweskness of high palitical sengtivity such that it could result in embarrassment to the
Department

7. Isthe weakness a crosscuitting weakness that indicates mgor systemic problems?
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8. Isthered or potentid dollar loss associated with the weakness of significant magnitude to
affect judgment in decison-meaking?

9. Istheweakness so important that it otherwise warrants reporting to the President and the
Congress?
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PROCEDURE TO FOLLOW

When an issueis identified as a potentid materiad weakness, the following steps should be taken.

1. Theregiond office and Program Specidist responsible for the ingpection will prepare a
short, self-contained draft memo that outlines the materid wesakness and the reasons for this
designation based on OMB criteria. The memo goes to the appropriate PED Staff
Director.

2. The PED Staff Director will discuss the materia weakness with the Office of Audit Services
prior to briefing the DIG to ensure the appropriateness of the materid designation.

3. The PED Staff Director will submit the draft memo to the DIG for review. The DIG will
decide whether the finding should be identified as materid weakness. On occasion, the
PED Staff Director will meet with the DIG to discuss the determination. It isthe Program
Specidist and PED Staff Director’ s joint responghility to brief and defend the decision.

4. After the DIG and OAS agree that the finding is a materiad weekness, the memo is
prepared in find. The memo isthen sent to the DIG, and OAS for signature. Then the
memo is forwarded to the head of the program being reviewed and the Management
Overdght Council with copiesto the OPDIV’s Interna Control Officer. Mogt often, this
memo should precede the draft report.

5. The OPDIV isinvited to discuss the memo with OEI.

6. Then, if OEl gtaff continuesto believe that a materid weakness exists when the draft report
is prepared, do the following:

» Clearly indicate a the beginning of the report that the finding is materia and Sate
our reasons.

o Specificdly gtate that OEI should report the finding to the President and the
Congress and that a corrective action plan should be developed. The OPDIV’s
response to our draft report should include their concurrence or nonconcurrence,
not only with the finding, but aso with the materidity of the finding.
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* Include adetailed corrective action plan with specific sepsthe OPDIV will take to
correct the weakness and anticipated dates for implementing the changes.
The cover memo transmitting the report should also request a direct and specific response to the

materidity of thefinding. Thelanguage in our report must leave no doubt that OEI has identified what
we believe is amaterid weakness. Suggested |anguage could be asfollows:

We believe that [finding] is not in compliance with the FMFIA, Public Law 97-255, and
should be reported as amaterial weakness through the Secretary to the President and the
Congress in accordance with the Office of Management and Budget Circular A-123. We
recommend that the Operating Division report this materia weakness to the Secretary and
dart developing and implementing a corrective action plan.

Both the OPDIV’s Internd Control Officer and the Management Oversight Council should aways
receive a copy of every report in which OEIl hasidentified a materia weakness.

7. The OPDIV must respond to our draft report regarding their concurrence or
nonconcurrence with the materidity of the weskness. If they concur, they should dso
describe their intended corrective actions, a schedule for corrective action, and an
explanation of how their actions will correct the problem. OEI staff should incorporate their
regponse into the Findings section of our find report.

QUARTERLY FOLLOW-UP

The PED Staff Directors will send the headquarters OAS a consolidated list of al material weaknesses
identified on OEI reports once each quarter. The list will include those weaknesses that have not been
corrected and a detailed status report on the specific steps that have been taken to correct the problem.
Each PED Staff Director is respongble for follow-up and providing the necessary information to OEl
senior management, including the region, on these items as with other recommendations made in our
reports.
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APPENDIX H - Report Coversand Acknowledgments

NOTE: Titlesshould be entered with Initial Caps
Title Pageisthe Same asthe Cover
Print 2 copies of Cover Page

H-2: Working Draft Report Cover

H-3: Draft Report Cover

H-4: Final Report Cover

H-5: Insde Page for Reports (Used for Working Draft, Draft, and Final Reports)

H-6: Acknowledgments (Used for Working Draft, Draft, and Fina Reports)
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OFFICE OF INSPECTOR GENERAL

http://www.oig.hhs.gov/

The mission of the Office of Inspector Generd (OIG), as mandated by Public Law 95-452, as
amended by Public Law 100-504, isto protect the integrity of the Department of Hedlth and Human
Services (HHS) programs, as well as the hedlth and welfare of beneficiaries served by those programs.
This statutory misson is carried out through a nationwide network of audits, investigations, and
ingpections conducted by the following operating components:

Office of Audit Services

The OIG's Office of Audit Services (OAS) provides dl auditing services for HHS, either by conducting
audits with its own audit resources or by overseeing audit work done by others. Audits examine the
performance of HHS programs and/or its grantees and contractorsin carrying out their respective
respong bilities and are intended to provide independent assessments of HHS programs and operations
in order to reduce waste, abuse, and mismanagement and to promote economy and efficiency
throughout the Departmen.

Office of Evaluation and | nspections

The OIG's Office of Evaluation and Inspections (OEI) conducts short-term management and program
evauations (caled inspections) that focus on issues of concern to the Department, the Congress, and
the public. The findings and recommendations contained in the ingpections reports generate rapid,
accurate, and up-to-date information on the efficiency, vulnerability, and effectiveness of departmenta
programs.

Office of | nvestigations

The OIG's Office of Investigations (Ol) conducts crimind, civil, and adminidrative investigations of
alegations of wrongdoing in HHS programs or to HHS beneficiaries and of unjust enrichment by
providers. Theinvedtigative efforts of Ol lead to crimina convictions, adminigtrative sanctions, or civil
monetary pendties. The Ol dso oversees State Medicaid fraud control units which investigate and
prosecute fraud and patient abuse in the Medicaid program.

Office of Counsal to the I nspector General

The Office of Counsd to the Ingpector Generd (OCIG) provides generd legd servicesto OIG,
rendering advice and opinions on HHS programs and operations and providing al lega support in
OIG'sinternd operations. The OCIG imposes program exclusons and civil monetary pendtieson
hedlth care providers and litigates those actions within the Department. The OCIG a so represents
OIG inthe globd settlement of cases arising under the Civil Fase Claims Act, develops and monitors
corporate integrity agreements, develops modd compliance plans, renders advisory opinions on OIG
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APPENDIX | - Guidance for and Samples of

Transmittal Memoranda, Related Documents, and Checklist

WORKING DRAFT REPORT- (E-Mail)
-3 Referring Memorandum for Review Team Meseting

DRAFT REPORT PACKAGE TO REVIEW TEAM — (E-Mail)

1-4 Referring Memorandum — RIG to DIG

-5 Transmittd Memorandum — |G to One Agency with CC to others

1-6 Transmittd Memorandum — G to One Agency with no CCs

-7 Transmittal Memorandum — I G to One Agency with Multiple CCs
1-8& 1-9 Transmittal Memorandum — G to Multiple Agencies with Multiple CCs
1-10 Example of Tranamitta Memorandum

1-11 Morning Report

D-4 Potential Impact Statement

DRAFT REPORT PACKAGE FOR IG APPROVAL - (Express Mail)

1-12 Referring Memorandum — RIG to DIG
[-5thrul-9  Use Trangmitta Memorandum as Revised by Review Team Process
1-11 Use Morning Report as Revised by Review Team Process

Note: Refer to the check list on pagel-13 for other itemsthat should be
included in the Draft report package.

FINAL REPORT PACKAGE TO REVIEW TEAM — (E-Mail)

1-14 Referring Memorandum — RIG to DIG
1-15 Transmittal Memorandum — 1G to Agency
1-16 Example of Trangmittd Memorandum
1-17 Morning Report

1-18 Externd Didribution List

D-5 Anticipated Impact Statement

August 8, 2002 Appendix | - Transmittal Memoranda and Documents | -



PROCEDURES MANUAL

FINAL REPORT PACKAGE FOR IG APPROVAL- (Express Mail)

1-19 Referring Memorandum — RIG to DIG
1-15 Use Trangmittd Memorandum as Revised by Review Team Process
1-17 Use Morning Report as Revised by Review Team Process

Note: Refer to the check list on pagel-20 for other itemsthat should beincluded in
the Final report package.
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Referring Memorandum
Working Draft Report to the Review Team

[USE OIG OR REGIONAL OFFICE MEMORANDUM]
[DATE]

[NAME]
Regiond Inspector Generd for
Evauation and Inspections

OIG Working Draft Report: [“TITLE’], [OEl INSPECTION NUMBER]

[NAME]
Deputy Inspector Generd for
Evauation and Inspections

Attached is the working draft ingpection report on. . . .

If you or your staff have any questions or comments, please cal me or [PROJECT LEADER] a
[(AREA CODE)] [TELEPHONE NUMBER].

Attachment

cc:

[NAME], Director, Regiona Operations

[NAME], Appropriate PED Staff Director

[NAME], Program Specidist

[NAME], Director, Technica Support Staff
[NAME], Secretary to the DIG

[NAME], Specid Assigtant to the DIG

[NAME], Program Andyst, POD (cover memo only)

NOTE: Regionsmay transmit working draftsto Review Teamsby e-mail. In such
instances, the e-mail message will serve asthereferring memorandum.
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Referring Memorandum
Draft Report to the Review Team

[USE OIG OR REGIONAL OFFICE MEMORANDUM]
[DATE]

[NAME]
Regiona Inspector Generd for
Evauation and Inspections

OIG Draft Report: [“TITLE"], [OElI INSPECTION NUMBER]

[NAME]
Deputy Inspector Generd for
Evauation and Inspections

Attached is the draft ingpection report on . . ., the appropriate transmittal memoranda and the morning
report.

If you or your staff have any questions or comments, please cal me or [PROJECT LEADER] a
[(AREA CODE)] [TELEPHONE NUMBER].

Attachments

cc:

[NAME], Director, Regiona Operations

[NAME], Appropriate PED Staff Director

[NAME], Program Specidist

[NAME], Director, Technica Support Staff
[NAME], Secretary to the DIG

[NAME], Specid Assstant to the DIG

[NAME], Program Andyst, POD (cover memo only)
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NOTE: Regionsmay transmit working draftsto Review Teamsby e-mail. In such
instances, the e-mail message will serve asthereferring memorandum.
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Transmittal to OPDIV/STAFFDIV
Draft Report For 1G Approval

[USE WHITE BOND PAPER]

[INSPECTOR GENERAL’S NAME]
Inspector Genera

OIG Draft Report: [“TITLE"], [OElI INSPECTION NUMBER]
[NAME OF OPDIV/STAFFDIV HEAD]

[TITLE]

This report follows up our prior work on validating the accuracy of physcians credentids. Thisisan
on-going concern, since credentiading information is used as part of the Centers for Medicare &
Medicaid Services Unique Physician Identification Number (UPIN) detafile.

Our inspection reveded that. . . .
We recommend that. . . .

Would you please send us your comments on the draft report within 45 days. If you have any
guestions about this report, please do not hesitate to call me or [NAME], Deputy Inspector Generd for
Evaluation and Inspections, or have your staff contact [APPROPRIATE PED STAFF DIRECTOR] at
[(AREA CODE)] [TELEPHONE NUMBER].

Attachment
CC:

[NAME OF OPDIV/STAFFDIV HEAD]
[TITLE]
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Transmittal to OPDIV/STAFFDIV
Draft Report For 1G Approval

[USE WHITE BOND PAPER]

[INSPECTOR GENERAL’S NAME]
Inspector Genera

OIG Draft Report: [“TITLE"], [OElI INSPECTION NUMBER]
[NAME OF OPDIV/STAFFDIV HEAD]

[TITLE]

This report follows up our prior work on validating the accuracy of physcians credentids. Thisisan
on-going concern, since credentiading information is used as part of the Centers for Medicare &
Medicaid Services Unique Physician Identification Number (UPIN) detafile.

Our inspection reveded that. . . .
We recommend that. . . .

Would you please send us your comments on the draft report within 45 days. If you have any
guestions about this report, please do not hesitate to call me or [NAME], Deputy Inspector Generd for
Evaluation and Inspections, or have your staff contact [APPROPRIATE PED STAFF DIRECTOR] at
[(AREA CODE)] [TELEPHONE NUMBER].

Attachment
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Transmittal to One OPDIV/STAFFDIV for Comment
with an Information Copy to
Multiple OPDIVS/STAFFDIVs-
Draft Report For |G Approval

[USE WHITE BOND PAPER]

[INSPECTOR GENERAL’S NAME]
I nspector Genera

OIG Draft Report: [“TITLE"], [OEI INSPECTION NUMBER]

[NAME OF OPDIV/STAFFDIV HEAD]
[TITLE]

This report follows up our prior work on vaidating the accuracy of physicians credentids. Thisisan
on-going concern, since credentialing information is used as part of the Centers for Medicare &
Medicaid Services Unique Physician Identification Number (UPIN) datafile.

Our inspection reveded that. . . .
We recommend that. . . .

Would you please send us your comments on the draft report within 45 days. If you have any
questions about this report, please cal me or [NAME], Deputy Inspector Genera for Evauation and
Inspections, or have your staff contact [APPROPRIATE PED STAFF DIRECTOR] a [(AREA
CODE)] [TELEPHONE NUMBER].

Attachment
CC:
[NAME OF OPDIV/STAFFDIV HEAD]

[TITLE]

[NAME OF OPDIV/STAFFDIV HEAD]
[TITLE]
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Transmittal to Multiple OPDIVS/STAFFDIVs
for Comment with an Information Copy to
Multiple OPDIVS/STAFFDIVs-

Draft Report For |G Approval

[USE WHITE BOND PAPER]

[INSPECTOR GENERAL’S NAME]
[TITLE]

OIG Draft Report: [“TITLE"], [OEI INSPECTION NUMBER]

See Attached Addressees List

This report follows up our prior work on vaidating the accuracy of physicians credentids. Thisisan
on-going concern, since credentialing information is used as part of the Centers for Medicare &
Medicaid Services Unique Physician Identification Number (UPIN) datafile.

Our inspection reveded that. . . .

We recommend that. . . .

We would appreciate receiving your comments on the draft report within 45 days of the date of this
memorandum. I you have any questions about this report, please do not hesitate to cal me or
[NAME], Deputy Inspector Genera for Evauation and Ingpections, or have your staff contact
[APPROPRIATE PED STAFF DIRECTOR] at [(AREA CODE)] [TELEPHONE NUMBER].

August 8, 2002 Appendix | - Transmittal Memoranda and Documents | -



PROCEDURES MANUAL

Attachment
Second Page of Transmittal to Multiple
OPDIVYSTAFFDIVs
[USE WHITE BOND PAPER]
Addressees:

[NAME OF OPDIV/STAFFDIV HEAD]
[TITLE]

[NAME OF OPDIV/STAFFDIV HEAD]
[TITLE]

[NAME OF OPDIV/STAFFDIV HEAD]
[TITLE]

CC.
[NAME OF OPDIV/STAFFDIV HEAD]
[TITLE]

[NAME OF OPDIV/STAFFDIV HEAD]
[TITLE]

Note: If thetransmittal memoisnot lengthy, it may fit on one page. If so, changethe TO
lineto “ See Addressees Below” instead of “ See Attached AddressesList” and list
the Addressees and cc’ stwo lines below the word “ Attachment.”
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EXAMPLE

DEPARTMENT OF HEALTH & HUMAN SERVICES Office of Inspector General

M emorandum
Date: March 25, 2002

From: Janet Rehnquist
Inspector Genera

Subject: OIG Draft Report: “Workplace Violence: Perceptions and Experiences of Loca Public
Assistance and Child Support Enforcement Staff and Managers,” OEI-06-98-00044

To: Wade F. Horn, Ph.D.
Assistant Secretary for
Children and Families

This report follows up our prior report on workplace violence in loca public assistance and child
support enforcement offices. The issue emerged as a concern during our inspection of State efforts to
gain Temporary Assstance for Needy Families client cooperation with child support enforcement.

We found that a mgority of public assstance and child support loca office adminisirators we surveyed
have had reason to fear for the safety of workersin their offices. While actua reported violence israre,
some incidents have occurred. Staff report incidents of threatened violence including verba abuse,
bomb thrests, and degth thrests, as wdll as actud violence including fighting, altercations, carrying of
guns and knives, and one murder. Staff report that enforcement of public assistance program rules, and
many child support enforcement actions, may trigger violent reections, especidly from dients and
noncustodia parents with violent histories or menta, emotiond, or substance abuse problems. While
most local offices gppear to utilize security measures, some staff express concern that their offices do
not have sufficient precautionsin place. The Adminigration for Children and Families may wish to
share this information with its State partners.

We would appreciate receiving your comments within 45 days. If you have any questions, please do
not hestate to call me or Joseph E. Vengrin, Deputy Inspector Generd for Evauation and Inspections,
or have your staff contact Elise Stein at (202) 619-2686.

Attachment
CC: Bobby P. Jinda

Assstant Secretary for
Panning and Evaduation
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Morning Report
Draft Report For 1G Approval

[USE WHITE BOND PAPER]
Morning Mail: __Yes __No (Check one - determined by Review Team)
Title: (Report Title - Initid Caps)

References: OFI-(number) Contact: [APPROPRIATE PED STAFF DIRECTOR]
(AREA CODE) [TELEPHONE NUMBER]

The OIG plansto issue adraft report on therole of dinicd trid web Stesin fosering informed consent
and the role of inditutiona review boards in overseeing the information on these web sites. Clinicd trid
web Stes are emerging as an important recruitment strategy and show promise as a means of fostering
informed consent. However, these web Sites do not take full advantage of their potentid to foster
informed consent. Some web Sites provide inaccurate information about the clinical tria process,
exclude key information in trid listings, and fail to disclose policies that address the use of persond
information that is collected by the web sSite.

The OIG recommends that FDA and OHRP jointly provide further guidance to inditutiond review
boards and encourage clinical tria web sites to undergo periodic review by independent bodies.

The Review Team will determineif the report is of interest to the Deputy Secretary. In such cases, we
must state why in the morning report. The OIG/ES provides a 48-hour advance notice of the
anticipated release of the report to OSES and the Deputy Secretary. The morning report would begin
with

“The OIG plans to issue a draft report on [subject matter] . .. ."

At the end of the morning report, include the following Satement,

“This report is sgnificant becauseit ...”"

If we as0 believe the report is of interest to the Secretary, add the following statement at the end of
{the morning report,

“The OIG recommends it be sent to the Secretary.”

Adding the statement means the Secretary will receive the advance notice of the release of the report,
it does not mean he will receive the report.
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[Note: The body of the morning report generaly should not exceed more than 8 - 10 lines. To achieve
this standard, the findings and recommendations may have to be summarized].
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Referring Memorandum
Draft Report for |G Approval

[USE OIG OR REGIONAL OFFICE MEMORANDUM]
[DATE]

[NAME]
Regiond Inspector Generd for
Evauation and Inspections

OIG Draft Report: [“OEI INSPECTION TITLE,”] [REPORT NUMBER]

[NAME]
Deputy Inspector Generd for
Evauation and Inspections

Attached is the subject draft ingpection report, the gppropriate transmittal memorandum, and the
morning report.

The ingpection was conducted in accordance with OEI procedures and the Quality Standards for
I nspections issued by the President’s Council on Integrity and Efficiency. | have reviewed the report
and supporting documents and certify that it is ready for the Ingpector Generd’ s Signature and release.

[NAME OF PROGRAM SPECIALIST] notified us that this report is ready for the Inspector
Generd’ s gpproval. We forwarded 25 copies of the report and appropriate hard copy and [diskette or
CD] filesto the Policy and Oversight Division.

If you have any questions or comments, please contact me or [NAME OF TEAM LEADER] at
[(AREA CODE)] [PHONE NUMBER].

Attachments

cc:
[NAME], Director, Regiond Operations

[NAME], PED Staff Director

[NAME], Program Specidist

[NAME], Director, TSS

[NAME], Program Analyst, POD (cover memo only)
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[NAME], Team Leader, Region [NUMBER]

Checklist For Submitting Draft Reportsto Headquarters

For 1G
” Approva

Draft Report |

REPORT TITLE#

CHECK (/) EACH ITEM WHEN COMPLETED

25 copies of report(s) to Washington (unstapled, no blue back cover)
10 copies of report(s) (stapled, with blue back cover) to

Washington (Discretionary Studies)
or
Bdtimore (Hedth Care Studies)

2 camera-ready copies of report(s)
A 3-1/2" diskeite or CD containing:

Memo to OPDIV(s)
L etter to outside agency(ies) (If requesting agency comments)
Morning report

A hard copy of documents on the diskette or CD
A copy of trangmittals, report(s), and amorning report to:

Joseph Vengrin, DIG

Debra Robinson, Director, Regiond Operations

Elise Stein, PED Staff Director (Discretionary Studies)
or

Stuart Wright, PED Staff Director (Hedlth Care Studies)

____ Program Specidigt

Brian Ritchie, Director, TSS

August 8, 2002
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SUBMITTED BY: DATE SUBMITTED:
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Referring Memorandum
Final Report to the Review Team

[USE OIG OR REGIONAL OFFICE MEMORANDUM]
[DATE]

[NAME]
Regiond Inspector Generd for
Evauation and Inspections

OIG Find Report: [“TITLE"], [OElI INSPECTION NUMBER]

[NAME]
Deputy Inspector Generd for
Evauation and Inspections

Attached is the subject fina inspection report on . . ., the gppropriate transmittal memoranda, and the
morning report.

If you or your staff have any questions or comments, please cal me or [PROJECT LEADER] a
[(AREA CODE)] [TELEPHONE NUMBER].

Attachments
CC:

[NAME], Director, Regiona Operations

[NAME], Appropriate PED Staff Director

[NAME], Program Specidist

[NAME], Director, Technica Support Staff
[NAME], Secretary to the DIG

[NAME], Specid Assigtant to the DIG

[NAME], Program Andyst, POD (cover memo only)
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Transmittal to OPDIV/STAFFDIV
Final Report for |G Approval

[USE WHITE BOND PAPER]

[INSPECTOR GENERAL’S NAME]
[TITLE]

OIG Find Report: [“TITLE"], [OElI INSPECTION NUMBER]
[NAME OF OPDIV/STAFFDIV HEAD]

[TITLE]

Thisinspection is one of a series we have conducted to assess Medicare beneficiaries understanding of
their benefits and experiences in dedling with the Medicare program.

Our inspection revealed that . . .

Werecommended that . . .

Would you please send us your action plan within 60 days. If you have any questions, please do not
hestate to cal me or [NAME], Deputy Inspector Generd for Evaluation and Inspections, or have your
staff contact [APPROPRIATE PED STAFF DIRECTOR] at [(AREA CODE)] [(TELEPHONE
NUMBER)].

Attachment

[Note: If no recommendations are made in thereport and thereport isbeing issued directly in
final, the last paragraph should be replaced with the following:]

Thisreport isbeing issued directly in final Snceit contains no recommendations. You are
not required to comment on thereport. However, if you have any questionsor comments,
please do not hesitate to call me or [NAME], Deputy Inspector General for Evaluation and
Inspections, or have your staff contact [APPROPRIATE PED STAFF DIRECTOR] at
[(AREA CODE)] [TELEPHONE NUMBER].
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EXAMPLE
DEPARTMENT OF HEALTH & HUMAN SERVICES Office of Inspector General
Memorandum
Date: January 25, 2002
From: Janet Rehnquist
Inspector General

Subject: OIG Find Report: "Medicare Adminigtrative Appedls, The Potential Impact of BIPA,"
OEI-04-01-00290

To: See Addressees Below

This study was performed to ascertain the impact of amendments made by the Benefits Improvement
and Protection Act of 2000 (BIPA) to the Medicare appeals system. It isacompanion report to an
earlier report on the adminigtrative apped s process.

The amendments, which go into effect on October 1, 2002, will negatively affect the
aready backlogged and overwhelmed appedls process. Short time frames caled for by BIPA

could result in gpped cases being prematurely acceerated to higher, more expensive levels of apped.
This could reduce the qudity of decisons and adversdly affect financing and

adminigtration of the Medicare program.

This report should be considered in light of our earlier report which details fundamenta wesknessesin
the Medicare appedls process, many of which will be exacerbated by the implementation of the BIPA
amendments. We offer recommendations to restructure and

improve the adminigtration of the system, including etablishment of an adminigtrative

appedls process that is dedicated to Medicare. We aso suggest adjustments to the mandated time
frames. The Department generdly agreed with our recommendations.

Would you please send us your action plan within 60 days. If you have any questions abouit this report,
please do not hesitate to call me or Joseph Vengrin, Deputy Inspector Genera for Evauation and
Ingpections, or have your staff contact Stuart Wright at (410) 786-3144.

Attachment
Addressees;

Thomas Scully Cecilia Sparks Ford
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Adminigtrator Chair
Centersfor Medicare & Medicaid Services Departmental Apped's Board

Morning Report
Final Report for |G Approval

[USE WHITE BOND PAPER]

Morning Mail: ___Yes No (Check one - determined by Review Team)

Title: (Report Title, Initid Caps)

References: OEIl-(number) Contact: [APPROPRIATE PED STAFF DIRECTOR]
[(AREA CODE)] [TELEPHONE NUMBER]

The OIG issued afind report on the impact of amendments made by the Benefits Improvement and
Protection Act of 2000 (BIPA) to the Medicare appeds sysem. The amendments, which are to go
into effect on October 1, 2002, will negatively affect the dready backlogged and overwhemed appedls
process. Short time frames caled for by BIPA could result in apped cases being prematurely
acceerated to higher, more expensive levels of apped. This could reduce the qudity of decisons, with
adverse effects on the financing and adminigtration of the Medicare program. The OIG offered
recommendations to restructure and improve the adminigration of the system, including the
establishment of an adminigtrative appeals process that is dedicated to Medicare and adjustments to the
mandated time frames. The Department generdly agreed with our recommendations.

The Review Team will determineif the report is of interest to the Deputy Secretary. In such cases, we
must state why in the morning report. The OIG/ES provides a 48-hour advance notice of the
anticipated release of the report to OSES and the Deputy Secretary. The morning report would begin
with

“The OIG plansto issue afina report on [subject matter] . ..."
At the end of the morning report, include the following statement,

“This report is Sgnificant becauseit ...”"

If we dso believe the report is of interest to the Secretary, add the following statement at the end of
[the morning report,

“The OIG recommends it be sent to the Secretary.”

Adding the statement means the Secretary will receive the advance notice of the release of the report,
it does not mean he will receive the report.
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[Note: The body of the morning report generaly should not exceed more than 8 - 10 lines. To achieve

this standard, the findings and recommendations may have to be summarized.]

Report Title/Number:

Component:

By:

EXTERNAL DISTRIBUTION LIST

ASSOCIATION/ADVOCACY GROUPS
Checklist

The attached report will not be distributed to any associations/advocacy groups.
The attached report will be distributed to the following after signature:

American Association for Home Care

American Association of Homes and Services for the Aging
American Association of Retired Persons (AARP)
American Clinical Laboratory Association (ACLA)*
American Health Care Association

American Hospital Association (AHA)*

American Medical Association (AMA)*

American Medical Directors Association*

American Public Health Association (APHA)

American Public Human Services Association (APHSA)
Association of American Medica Colleges*

Association of American Universities

Children’s Defense Fund

Council of State Governments

Council on Government Relations (COGR)

Health Industry Distributors Association (HIDA)*
Health Industry Manufacturers Association (HIMA)
Health Insurance Association of America (HIAA)
Hospice Association of America

National Association of Attorneys General (MFCU reps)*
National Association of College and University Business Officers (NACUBO)
National Association of Home Care*

National Conference of State Legislatures

National Foster Parent Association

National Governors Association

National Head Start Association

National Health Care Anti-Fraud Association

National Health Care Association

National Hospice and Palliative Care Organization
National Medical Association*

Pharmaceutical Manufacturers Association (PMA)*
Public Citizen Health Research Group

Other:

(initial of DIG or Acting)
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* QOrganizations which have met or are scheduled to meet with the 1G. Rev. 3/16/01
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Referring Memorandum
Final Report to the Review Team

[USE OIG OR REGIONAL OFFICE MEMORANDUM]
[DATE]

[NAME]
Regiond Inspector Generd for
Evauation and Inspections

OIG Find Report: [“OElI INSPECTION TITLE,”] [REPORT NUMBER]

[NAME]
Deputy Inspector Generd for
Evauation and Inspections

Attached is the subject find ingpection report, the gppropriate transmittal memorandum, and the
morning report.

The ingpection was conducted in accordance with OEI procedures and the Quality Standards for
I nspections issued by the President’s Council on Integrity and Efficiency. | have reviewed the report
and supporting documents and certify that it is ready for the Inspector Generd’ s Signature and release.

[NAME OF PROGRAM SPECIALIST] notified us that this report is ready for the Inspector
Generd’ s gpproval. We forwarded 25 copies of the report and appropriate hard copy and (diskette or
CD) filesto the Policy and Oversight Division.

If you have any questions or comments, please contact me or [(NAME OF TEAM LEADER)] a
[(AREA CODE)] [PHONE NUMBER].

Attachments

cc:
[NAME], Director, Regiona Operations

[NAME], PED Staff Director

[NAME], Program Specidist

[NAME], Director, TSS

[NAME], Program Andyst, POD (cover memo only)
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[NAME], Team Leader, Region [NUMBER]
Checklist For Submitting Final Reportsto Headquarters

For 1G
” Approva
I

Final Report

REPORT TITLE#

CHECK (V') EACH ITEM WHEN COMPLETED

25 copies of report(s) to Washington (unstapled, no blue back cover)
10 copies of report(s) (stapled, with blue back cover) to:

__ Washington (Discretionary Studies)
or
Bdtimore (Hedth Care Studies)

2 camera-ready copies of report(s)

A 3-1/2" diskette or CD containing:
Memo to OPDIV(s)
L etter to outside agency(ies) (If requesting agency comments)
Morning report

A hard copy of documents on the diskette or CD
An Externd Didribution List
A copy of trangmittals, report(s), and amorning report to:

_ Joseph Vengrin, DIG
Debra Robinson, Director, Regiond Operations
Elise Stein, PED Staff Director (Discretionary Studies)
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SUBMITTED BY:

or

DATE SUBMITTED:
APPENDIX J - Internal Distribution List

Stuart Wright, PED Staff Director (Hedth Care Studies)

Program Specidist
Brian Ritchie, Director, TSS

Draft | nspection Distribution List Final
Report Title/Number:
MORNING CAMERA
MEMO REPORT REPORT READY
DATE ADDRESSES (# copies) (# copies) (# copies) COPY v
OPDIV/STAFFDIV: 1 1
ORIGINAL ORIGINAL
FOR EACH FOR EACH
ADDRESSEE ADDRESSEE
OUTSIDE AGENCY:
OIGIES 1 5 (Draft) 1
9 (Final)
OEI DISTRIBUTION (DRAFTS AND FINALS)
Robinson 1 1 1
PED FILES (Franklin) 2 5 1
Holmes 1
Hyman 1 1 1
Rawdon 1 1
Region 2 1
PED [ ]Wash. or [ ] Balt. 2 1 1
OAS 2
ol 1
OCIG 1
ASPE (Rm. 447D HHH) 2
ASL (Rm 416G HHH) 2
OEI DISTRIBUTION (FINALS ONLY)
OMP/OEA (Judy Holtz) 1 10
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OMP/OEI (K. Brandt & P. Radway) 2
ASPE/PIC (Rm. 438F HHH) 1
ASPA (Rm 647D HHH) 2
Dept. of Justice (Shelly Slade) * 1
* Addresss ~ DOJHealth Care Fraud Coordinator, Commercial Litigation Branch Revised 03/30/98
601 D Street, NW, Rm 9030; Washington, D.C. 20530
J-2
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APPENDI X K - Speechesto External Groups

Major National or Widely-Recognized Groups
Routinely Addressed by the OIG

American Asociation for Home Care

American Associaion of Homes and Services for the Aging
American Association of Retired Persons (AARP)
American Clinica Laboratory Association (ACLA)*
American Hedth Care Association

American Hospital Association (AHA)*

American Medica Asociation (AMA)*

American Medicd Directors Association*

American Public Hedlth Association (APHA)

American Public Human Services Association (APHSA)
Association of American Medica Colleges*

Asociaion of American Universties

Children’s Defense Fund

Council of State Governments

Council on Government Relaions (COGR)

Hedth Industry Didtributors Association (HIDA)*
Hedlth Industry Manufacturers Association (HIMA)
Hedlth Insurance Association of America (HIAA)
Hospice Association of America

Nationa Association of Attorneys General (MFCU reps)*
National Association of College and University Business Officers (NACUBO)
Nationd Association of Home Care*

National Conference of State L egidatures

Nationa Foster Parent Association

Nationa Governors Association

National Head Start Association

Nationd Hedth Care Anti-Fraud Association

Nationd Hedth Care Association

Nationa Hospice and Pdliative Care Organization
National Medical Association*

Pharmaceutical Manufacturers Association (PMA)*
Public Citizen Hedth Research Group

Other:
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* QOrganizations which have met or are scheduled to meet with the 1G. Rev. 3/16/01
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OIG CLEARANCE FORM FOR EXTERNAL SPEECHES

TO: Deputy Inspector General for Management and Policy
SUBJECT:  Request for Approva to Present an Externa Speech

NAME OF ORGANIZATION TO BE ADDRESSED:

STATUS OF ORGANIZATION:
[ T Not-for-Profit Organization

[ 1 For-Profit Organization

DESCRIBE NATURE OF SPEECH:

DATE, TIME AND LOCATION OF SPEECH:

ESTIMATED SIZE AND COMPOSITION OF AUDIENCE:

ADDITIONAL INFORMATION (e.g.. outside reimbursement) (OPTIONAL):

SIGN-OFFES:

REQUESTING EMPLOYEE

- OIG Component

- Telephone Number

DIRECT SUPERVISOR

DEPUTY INSPECTOR GENERAL

August 8, 2002 Appendix K - Speeches to External Groups K-3



PROCEDURES MANUAL

APPENDIX L - SampleWork Paper File System

OEI work papers should contain al supporting evidence on which inspection reports are based. Well-
organized work paperslogicaly links related evidence, and alow ingpection teams to establish alinkage
from report facts, findings, conclusions, and recommendations to the supporting evidence in the work
papers. The ability of ingpection teams to support and defend report messagesis critical to OEI’s
integrity, and the use of OEI reports to improve HHS policy and operations.

Team Leaders should establish work paper file system at the beginning of an ingpection. OEls
procedures dlow considerable flexibility in the system used as long asit meets the Sx Principles
discussed earlier in the Procedures Manual (see page 48). Team Leaders may test the system they
choosein avariety of ways. Onetest isto determineif aperson, who is unfamiliar with the ingpection,
can readily trace dl facts, used to support findings and recommendationsin the report, back to the
supporting evidence in the work papers.

Generdly, the work paper system should be tailored to a pecific ingpection, considering such factors
aswork paper standards, scope of work, methods, participants, types of work papers generated,
andysis done, etc. One sample work paper system that Team Leaders may use asamode is
described below.

TYPES OF WORK PAPERS

OEIl work papers take awide variety of forms. The following list illusirates some of the various forms
of work papers used by OEI.

» Hand written or typed records of discussion with agency staffs, experts, and others on
ingpection issues, questions, and background.

» Electronic datafiles or extracts from such files.
» Photo copies of agency records, documents, and correspondence.
* Andysshy Program Andyds.

» Mall, tlephone, or in person survey responses and any related summaries of such
responses.

* Analytica work sheets, schedules, and summaries prepared on computer diskette or CD.
» Photographs and other records to document observations on program operations.

o Other.
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Electronic or Automated Work Papers

Electronic or automated work papers may require specid attention for protection, use, and retention.
Generdly, Team Leader should include copies of dectronic datafiles (on adiskette or CD) inthe
Primary File. Labd each diskette or CD with the ingpection name and ingpection number, and attach a
short, narrative description of its contents. A printout of the diskette or CD directory may aso be
included in the work paper files. Place a“write protecting” tab on the diskette to prevent unintentiona
destruction. File the diskette or CD, description, and the directory of the filesit containsin thee Table
of Contents and Schedule Section (e.g., category

P-1-C).

Likewise, the Team Leader should retain a copy of databases and specific queries for any automated
database management systems used to support and develop report findings in the ingpection report.
Without thisinformation, the logic of the query and the resulting observations may be difficult, or
impossible, to recreate at afuture date. Typicaly such supporting work papers are filed in the Data
Collection and Analysis section (e.g., file category P-4-F).

Summary Work Papers

OElI does not require the Team Leader to systematically summarize the data collected and analyzed for
each ingpection issue. However, summaries are a useful tool in many ingtances such as helping to
describe the result of anadlyss, particularly when large data bases are sources of evidence, and when
complicated statistical procedures are used.

Summaries may take avariety of forms, including narrative presentations, tabulations, schedules, charts
or grafts, and cdculations. However, they should dways smplify the message that we want to
communicate to our report advances. Further, to aid the validation process, summaries should identify
sources of information, and should be cross-indexed to the supporting evidence in the work papers. All
summary documents become part of the work paper file.

GENERAL WORK PAPER STANDARD

In collecting, generating, and organizing work papers, the Team Leader should apply the following
generd dandards. Application of the standards enhances use of work papers, which in turn will help
ensure creditable support for OEA reports.

»  Work papers should be complete and accurate to support findings and recommendations
and to document activities performed during an inspection.

»  Work papers should be clear and understandable, reflecting the purpose of specific work
papers, and the nature and scope of work done. Conciseness isimportant, however, do
not sacrifice clarity and completeness for the sake of brevity.
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»  Work papers should betitled and prepared in a neat and legible manner. Handwritten
work papers are acceptable.

»  Work papers should be relevant to the purpose and issues included in the ingpection.
RETENTION PERIOD

» Reainthe Primary Filein the regiond office for at least 3 years after the rdlease of the find
report, when we can send it to the Federal Records Center.

» Send the Secondary File to the Federal Records Center 6 months after the release of the
find report.

» ThePrimary and Secondary files may be destroyed after 5 years. However, the RIG may
extend the retention period depending on specific circumstances associated with an

ingoection.

Team Leaders should collect, organize, and retain al work papers generated by support regions.
Generdly, the Project Leader in a support region should send all work papers to the Team Leader
when inspection work has been completed. The Team Leader should organize, use, and retain such
work papersin the same manner as those collected by the lead region.

ORGANIZATION OF WORK PAPER FILES

Organize work papers into two broad categories— Primary File(s) and Secondary File(s). Depending
on the particular ingpection, Team Leaders may conclude that dl file categories are not needed or
desired. The Team Leader determines the appropriate work paper filing system and coordinates the
decison with Regiond supervisors.

Primary File

The Primary File contains essentia supporting documentation for the ingpection report. It should be
complete and logicaly organized so that (1) links reated materid in the work papers, and

(2) links report facts, findings, conclusions, and recommendations to appropriate supporting evidence
(documentation, interviews, observations, and andysis) contained in the work papers.

The primary fileis organized into the following six subdivisons.

(1) Table of Contents,

(2) Preinspection research,

(3) Ingpection Design,

(4) Datacallection and Andyss,
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(5) Report, and
(6) Follow-up and Inspection Impact.

Table of Contents and Schedule (File P-1)

P-1-A

P-1-B

P-1-C

The completed Work Paper File Checklist is designed to aid in the review of work papers,
and vaidation of the report.

The Table of Contentsisatopica index for al work papers regardiess of type. It should
be include the contents of both the Primary and Secondary file(s).

All Electronic datafiles

Research and Pre-inspection (File P-2)

P-2-A

P-2-B

P-2-C

Thework plan proposal and any information supporting the proposed inspection, such as
request letters from the Secretary or Congress.

Reevant background information, such aslaws, regulations, related sudies, funding, and
program vulnerabilities and operationa problems.

Sdected correspondence.

I nspection Design (File P-3)

P-3-A

P-3-B

I nspection design, transmittal memorandum, records on discussions such as Entrance
Conference, Review Team mestings, and mestings with agency saffs. Brigfing materia for
such meetings may be filed in the Report section (P-5-A).

Copiesof data collection ingrument(s), related tranamitta letters, sendtivity approva
documents, and respondent burden determinations. Also, include a description of the
datistica methodology and sampling plan used.

Data and Analysis Section (File P-4)

P-4-A

Liging of data sources (e.g., Stes visted, databases used, officidsinterviewed) and
descriptions of data analys's procedures, including those for ng data from mainframe
computer systems. Also, summaries (hardcopy and/or eectronic) of dl dataandyss
included in the report (e.g., cross tabulations, synthes's).
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Report (File P-5)

P-5-A

P-5-B

P-5-C

P-5-D

P-5-E

P-5-F

Records on Review Team Meetings, meetings with agency staffs, experts, and others,
induding the Exit Conference, incdluding briefing materia used.

A copy of the released draft report and related transmittal memoranda, morning report, and
other documents.

A copy of dl comments on draft reports from any organization outsde the regiond office.
A copy of theinterna and externa report didribution ligs for draft report (see Appendices
Jand |-18).

Validated copy of the draft and fina report showing cross-indexing to supporting evidence
in the work papersfor dl facts and findings contained in the report(s). Also, the vadidator’'s
review notes along with the Team Leader’ s action on the VVdidator' s notes should be
included.

A copy of the fina report and related transmittal memoranda and morning report, etc. Also
acopy of theinternal and externd didribution ligs for final report (see Appendices Jand |-
18).

Briefing and presentation materias used for meetings such as those with the Review Team
(refer to P-5-A), Exit Conference (refer to P-4-A), and other briefings.

Follow-up and I nspection | mpact (File P-6)

P-6-A

P-6-B

P-6-C

P-6-D

Records and other evidence showing responses by decision makersto our findings and
recommendations, and our action on such responses, including changes to reports, follow-
up inspections, spin-off products, etc.

A record on Freedom of Information Act requests and OEI’ s response.

A record of requests for data and information from other sources such as Congress, media,
specia interest groups, and others. The record should include OEI’ s response to such
request.

Records and other evidence showing action by decison makers to implement and use our
findings and recommendations, including changes to legidation, regulation, program
operations. Such evidence may be obtained from various sources, including managers,
Program Specialist, news media, congressond record, and agency staffs.  Improvements
resulting from our ingpections and reports should be documented in OEI’ s Impact
Documentation System (IDS). File acopy of the IDSin this section.
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Secondary File

The Secondary File usudly contains bulky work papersthat do not contain critical supporting evidence
for facts, findings, conclusions, and recommendations presented in the report. The files frequently
contain genera and background information that supports the Primary Files. For example, completed
data collection instruments could be included here to support summaries maintained in Primary Files.
The Team Leader should purge the work paper files of any documents that are not relevant to the
ingpection or follow-up plans.

At the discretion of the Team Leader the secondary file may or may not contain dl six work paper file
sections discussed for primary files. However, typicaly OEl Team Leaders establish a secondary file
for the following work paper sections.

¢ Research and Pre-inspection,
e Dedgn, and
» DataCollection and Andysis.

The Team Leader should clearly |abel each work paper section that is used in the secondary file,
including ingpection title and number. Further, the Team Leader should prepare atable of contents for
the Secondary Files, and include acopy of it in the Primary File.

General Reference File

In addition to the primary and secondary work paper files, aregiond office may chooseto maintain a
generd referencefile. Thisfile could contain key documents relevant to an ingpection such as
documents of key decisions that affect the scope, methods, and results of the inspection. The file could
aso contain documents that are deemed ussful for planning future ingpections and drafting work plan
proposas. If documents from thisfile are used to support a report message, the documents should
ether be removed or photocopied and included in the primary file. Some examples of documents that
are normdly included in agenerd referencefile are

» legiddive higory of programs,

e descriptions of organizations and personnd,

o datistics on gppropriations and expenditures,

e dudies, and other information on issues of interest to OEIl, and

» Examplesfor techniques and process that may be useful for future inspections.

CROSS-INDEXING

Each work paper Primary File must contain a cross-indexed copy of the draft report, sgnificant
changesin the find report. The Primary file should aso contain the Vaidators notes, and action taken
by Team Leadersto resolve the Vdidator's questions and concerns. Cross-indexing is a process to
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establish and document a necessary linkage between facts used in a report and the supporting evidence
for those facts in the work papers.

Cross-indexing is avauable tool for validating the facts used in OEI reports. It isaso critica when
reported facts and conclusions are chalenged or questioned by reviewers and users of OEI reports.
The cross-indexed report and related work papers alow gpplicable Program Analyst to quickly and
readily find supporting evidence needed to rebut any challengesto our report message. This ability
helps maintain OEI’ s credibility, and it ingtills confidence in our users.

OEl regions and Team L eaders have condgderable flexibility in designing a cross-indexing scheme.
Accordingly, OEl regions have adopted indexing systems that are unique to their region. Some regions
use a system of numbers and/or letters to identify each work paper. The numbers and/or letters are
usually placed at the top of each work paper. Where applicable, those numbers and letters are
annotated in the margin of the ingpection report to precisaly link specific facts to the supporting
evidence in the work papers. Other regions have opted to use a system of endnotes for this purpose.

The important congderation is not the type of indexing system used, but rather will it facilitate locating
supporting evidence in the work papers for facts contained in OEI reports. Also, the system should be
smple enough to adlow a person who has no familiarity with an ingpection and related work papersto
trace reported facts back to the evidence and sources we relied on.

OEI'swork papers are the historical records of ingpection work done. In instances where the Program
Andyst who did an inspection has retired or is no longer with OEI, the work paper system and the
related indexing system must be sufficient for an independent person to use in responding to any
chalenges or questions about the ingpection.
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RIG Certification of Work Papers

Ingpection Name:

I ngpection Number: OEI-

Team Leader;

RIG or Designee; Date;

Signature by the RIG or designee indicates that work papers are in order and adhere to the six
principles.
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FORMAT FOR PRIMARY FILE

TABLE OF CONTENTS

Inspection Title:
I ngpection Number :

Work Paper Section Box No. File No. Index No. Box Location
P-1--TABLE OF CONTENTS P-1 P-1
P-1 P-1-A
P-1 P-1-B
P-1 P-1-C
P-2-RESEARCH AND PRE- P-1 P-2
INSPECTION
P-1 P-2-A
P-1 pP-2-B
P-1 pP-2-C
P-3--INSPECTION DESIGN P-1 P-3
P-1 P-3-A
P-1 P-3-B
P-4--DATA AND ANALYSIS P-1 P-4
P-1 P-4-A
P-1 P-4-B
P-1 P-4-C
P-5-REPORT P-1 P-5
P-1 P-5-A
P-1 P-5-B
P-1 P-5-C
P-1 P-5-D
P-1 P-5E
P-1 P-5-F
P-1 P-5-G
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August 8, 2002

Work Paper Section Box No. File No. Index No. Box Location
P-6--FOLLOW UP P-1 P-6
P-1 P-6-A
P-1 P-6-B
P-1 P-6-C
P-1 P-6-D
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FORMAT FOR SECONDARY FILE

Title:

TABLE OF CONTENTS

Number:

Work Paper Section

Box No.

File No.

Index No.

Box Location

August 8, 2002
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Work Paper Section Box No. File No. Index No. Box Location
OEI Inspection Schedule
| nspection Name:
| ngpection Number :
ORIGINAL
PLANNED ACTUAL
MILESTONE DATE DATE

1.  Inspection Assgned

2. Start Notice

3.  Preingpection Begins

4.  Desgn Conference

5. Desgnto Review Team

6. DedgnApproved

7. Entrance Conference

8.  Complete Data Collection

9. Complete Data Andysis

10. Working Draft to Review Team

11. Working Draft Approved

12. Exit Conference

13. Report Vaidation

14. Draft Report Sent for Signature

15. Draft Report Signed

16. Find Report Sent for Signature
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17. Fina Report Sgned ‘ |

| have reviewed this I nspection Schedule and everythingisin order.

Signed: Title: Date:

(Sgnature of RIG or Designee)

APPENDIX M - Data Collection Burden Certification

These procedures are intended to keep the reporting burden of respondents to a minimum while
alowing needed independence and objectivity to OEl anadydsin collecting and andyzing dataon HHS
program operations.

To assure that these important objectives are met, each inspection will be executed consstently with an
approved written design. The gpproved design document will provide a detailed description of data
needs, sources, types, collection methods, sampling, and andytica methods. Regiona offices will not
gtart the ingpection phase of a study before the design and any corresponding data collection
instruments are approved.

Generdly, when an ingpection design cdls for data collection from 10 or more members of the public,
the data collection instruments and resulting burden on respondents must be approved.

RESPONSIBILITIES
I nspection Team

OEl ingpection teams (andyst, Project Leader, and Team Leaders) have responsibility for designing
ingpections and any needed data collection instruments. In doing so, they must obtain input, advice,
and approval from OEl Review Team members as appropriate.

The ingpection team prepares awritten design for the inspection. The gpproved design document will
provide a detailed description of data needs, sources, types, collection methods, sampling, and
andyticd methods. A data collection certification will be prepared for every

ingpection (see Attachment A).

Also, when an ingpection requires asurvey of 10 or more respondents, ingpection teamswill prepare a
certification for each data collection insrument as outlined in Attachment B. In

such cases, ingpection teams will obtain the needed OIG certifications to document that public reporting
burdens are limited.

Regional Inspectors General
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The Regiond Inspectors Generd are respongble for reviewing and gpproving al ingpection designs and
data collection instruments. The RIGs will certify that designed inspection work and the reporting
burden for survey respondents are appropriate.

Further, the RIG will ensure that the completed certification documents (Attachments A, B

and C) are completed and filed by the Team Leader in the officia work paper file of each inspection.
The RIGs cannot delegate their overdl respongbility but in their absence, may delegate certification
responsibilities to their Deputy Regiona Ingpector Generd.

Director of Regional Operations

The Director of Regiona Operations will ensure that Regiona Inspectors Generd and their Saffs design
and execute ingpections which embrace the policy and procedurd guidance in this memorandum.

Director, Technical Support Staff

When appropriate, the Director will assgn a Technical Support member(s) to assist and advise
regiond inspection teams on sampling and andyticd methods. Further, the TSS memberswill on the
sampling method, size, precison, and confidence leve of approved survey designs.

For each inspection design that cals for 500 or more respondents, the TSS senior Statistician will
independently review data collection methods and the burden on respondents. The Statitician will then
recommend modifications or gpproval (see Attachment C).

Director, Policy and Oversight Division

During its periodic reviews of ingpection work papers, the Policy and Oversight Division will assure that
survey certifications were completed, properly gpproved by Regiond and Headquarters officids, and
included in the work paper files.

The Director will aso conduct an annud analysis of OEI ingpection designs to assess the extent that the
requirements of this procedure are met to minimize unnecessary and burdensome data collection and
advise, if appropriate, on additiona measures.

Deputy Inspector General for Evaluation and I nspections

The Deputy Ingpector Generd for Evauation and Inspectionsis responsible for ensuring that each
ingpection is gppropriately designed and executed. For inspection designs calling for surveys of 500 or
more respondents, the Deputy will review and certify (Attachment C) that data collection methods are
appropriate, and not unnecessarily burdensome for respondents, given the particular ingpection
objectives and circumstances.
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CERTIFICATION

The ingpection team will provide a data collection certification for each ingpection conducted by OEI.
The certification is to be sgned by the Regiond Ingpector Generd (Attachment A).

The ingpection team will obtain written certification for each data collection instrument desgned to
survey 10 or more respondents.

The certification form, which will be sgned by the Regiond Inspector Generd, will document thet the
data collection instrument is gppropriate for the purposes of the study, and it minimizes collection of
unnecessary and burdensome data. Attachment B contains a sample Certification Form.

For each data collection instrument involving 500 or more potentia respondents, three additiona
reviews are required. Firgt, TSS must provide a separate written certification that the sample size,
planned confidence level, precision, and expected vaues are mutualy consistent. In addition, the
Director of the Program Evauation Divison will review the data collection methods and recommend
modifications or gpprova of the data collection. Findly, the Deputy Inspector Generd for Evauation
and Inspections must certify the data collection method (see

Attachment C).

IMPLEMENTATION
The principles and procedures described in this memorandum are effective immediately.

I ngpection methodologies calling for surveys of 10 or more respondents will be certified using the
catification form in Attachment B.

Surveys of 500 or more potential respondents will aso require a certification by appropriate
Headquarters officias using the Certification Form in Attachment C.

The Procedures Committee will include this memorandum in the Procedures Manua and will evauate
them after one year of operation, and will recommend any changes deemed appropriate.
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Attachment A

Data Collection Certification

Name of Ingpection:

Number of Inspection:

No Daais being collected from the public a
Datais being collected from 9 or fewer respondents Q

Giveabrief description of the data used in the study and the sour ce.

Datais being collected from 10 or more respondents Q

If thisblock is checked, the data collection instrument certification form must also be
completed.

(Signature of Regional Inspector General)

original isfiled in work paper files
copy issent to Program Specialist

Original isfiled in work paper files Copy is sent to Program Specialist
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Attachment B

Data Collection Instrument
CERTIFICATION

Titleand Number of Inspection:

Number and Type of Respondents from whom Response Will be Solicited:
Federal Q Non-Federal a

Estimated Responses
Per cent: Number:

Overall Sampling Approach (Select One)
Universe: Purposive Sample: Representative Sample:

Description of Universe:

For Purposive Samples, Describe Selection Method:

For Representative Samples,
Description of Sampling Method:

Confidence Levd:
Precision at Typical Expected Values (give examples):

Estimated Burden Hours Per Response:
Estimated Total Burden Hours:

If the sample sizeis499 or lessthe certification iscomplete. Otherwise, complete
Attachment C and send all forms along with the design to Headquartersfor further action.
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REGIONAL INSPECTOR GENERAL: | cetify thet this survey and data collection instrument is
gppropriate for the purpose of this sudy. The survey and data collection instrument was designed to
minimize collection of unnecessary data, and the reporting burden on respondents. The reporting
burden is commensurate with the value of the information to be received.

(Signature of Regional Inspector General)
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Attachment C

CERTIFICATION OF SURVEY METHODOLOGY
FOR OEI INSPECTION

To becompleted in all caseswith a sample size of 500 or more.

Titleand number of ingpection:

TECHNICAL SUPPORT STAFF: | certify that the sample sze, planned confidence leve, precison,
and expected values are mutudly consistent.

(Signature of TSS Senior Statigtician)

ASSOCIATE DIRECTOR OF THE PROGRAM EVALUATION DIVISION: | certify thet this
survey and data collection instrument is appropriate for the purpose of this study. The survey and data
callection instrument was designed to minimize collection of unnecessary data, and the reporting burden
on respondents.  The reporting burden is commensurate with the vaue of the information to be
received.

(Signature of Associate Director, PED)

DEPUTY INSPECTOR GENERAL FOR EVALUATION AND INSPECTION: | certify that
the survey and data collection instrument is gppropriate for the purpose of this study. The survey and
data collection instrument was designed to minimize collection of unnecessary data, and the report
burden on respondents. The reporting burden is commensurate with the value of the information to be
received.
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(Signature of DIG for OEI)

August 8, 2002
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APPENDI X N -President’s Council on

Quialifications

I ndependence

Due Professional
Care

Integrity and Efficiency

Quality Standardsfor Inspections

March 1993

Individuals assigned to perform ingpection work must collectively
possess adequate professiona proficiency for the task required.

Individuas performing ingpection work must be free from impairments
that hinder objectivity. Inspectors must consstently maintain an
independent, objective attitude and appearance, and shdl be subject to
supervisory guidance and review to preclude actua or perceived
imparments or bias in conducting ingpection work and presenting
results.

Due professiona care will be used in conducting inspection work
and in preparing reports of other products.

Quality Control To ensure quality and to expedite the progress of an inspection, proper

supervison will be exercised from the art of an ingpection to completion of
the final inspection report.

Planning

Data Collection
and Analysis

Evidence

Supporting

Documentation

Timdiness

To ensure adequate planning, inspection work will be coordinated,
researched, and designed to achieve the objectives of the inspection.

Information and data obtained about the organization, program,

activity, or function being inspected should be consstent with ingpection
objectives and sufficient enough to provide areasonable basis for
reaching conclusons.

Evidence supporting ingpection conclusions should be competent and
relevant and lead a prudent person to the same conclusion as that of the
inspectors.

All rlevant information generated, obtained, and used in

supporting ingpections findings, conclusions, and recommendations should be
retained.

Ingpectors should seek to ddiver Sgnificant information to gppropriate
management officiasin atimey manner.
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Appendix N - PCIE Quality Standards N-1



PROCEDURES MANUAL

Fraud and Other
Illegal Acts

Reporting

Follow-up

If during or in connection with an inspection, ingpectors become
aware of illegd acts, or indications of such acts, they should promptly

present such information to their supervisors for review and possible
referrd to the gppropriate investigative office.

All ingpection reports shal present factud data accuratdly, fairly, and
objectively, and present findings and conclusonsin a persuasve
manner.

Appropriate follow-up will be performed to assure that any
recommendations made to agency officias are adequately considered
and appropriately addressed.

August 8, 2002
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APPENDIX O - Exceptionsto
The Freedom of Information Act

5U.S.C. §552
As Amended

8§
552. Public information; agency rules, opinions, orders, records, and proceedings

(b) This section does not apply to matters that are--

)
(A) specificdly authorized under criteria established by an Executive order to be kept
secret in the interest of nationd defense or foreign policy and
(B) aeinfact properly classfied pursuant to such Executive order;

(2) related solely to the interna personnel rules and practices of an agency;

(3) specificaly exempted from disclosure by statute (other than section 552b of thistitle),
provided that such statute

(A) requiresthat the matters be withheld from the public in such a manner asto leave
no discretion on the issue, or

(B) edablishes particular criteriafor withholding or refersto particular types of
matters to be withheld;

(4) trade secrets and commercid or financia information obtained from a person and privileged
or confidentid,;

(5) inter-agency or intra-agency memorandums or |etters which would not be available by law
to a party other than an agency in litigation with the agency;

(6) personnd and medicd files and amilar files the disclosure of which would conditute a
clearly unwarranted invasion of persond privecy;

(7) records or information compiled for law enforcement purposes, but only to the extent that
the production of such law enforcement records or information

(A) could reasonably be expected to interfere with enforcement proceedings,
(B) would deprive aperson of aright to afair trid or an impartia adjudication,
(C) could reasonably be expected to congtitute an unwarranted invasion of persona
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(D)

(E)

privecy,

could reasonably be expected to disclose the identity of a confidentia source,
including a State, locd, or foreign agency or authority or any private indtitution
which furnished information on a confidentia basis, and, in the case of arecord or
information compiled by acrimind law enforcement authority in the course of a
crimind investigation or by an agency conducting alawful nationa security
intelligence investigation, information furnished by a confidentia source,

would disclose techniques and procedures for law enforcement investigations or
prosecutions, or would disclose guiddines for law enforcement investigetions or
prosecutions if such disclosure could reasonably be expected to risk
circumvention of the law, or (F) could reasonably be expected to endanger the
life or physica safety of any individud,

(8) contained in or related to examination, operating, or condition reports prepared by, on
behdf of, or for the use of an agency responsible for the regulation or supervision of
financd inditutions; or

(9) geologica and geophysica information and data, including maps, concerning wells.,

Any reasonably segregable portion of arecord shall be provided to any person requesting such record
after deletion of the portions which are exempt under this subsection. The amount of information
deleted shdl be indicated on the released portion of the record, unless including that indication would
harm an interest protected by the exemption in this subsection under which the deletionismade. If
technicaly feasible, the amount of the information deleted shal be indicated at the place in the record
where such ddletion is made.
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