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 SEQ CHAPTER \h \r 1EVALUATION DESIGN AND METHODOLOGY

A. 
Introduction
This document presents the design and methodology for an evaluation of the NIH intramural Animal Research Services program. In addition to the introduction, the document includes the following sections:

· 
Description of NIH Animal Research Services program.

· 
Evaluation goals.

· 
Stakeholders and intended uses of the evaluation.

· 
Evaluation questions to be addressed.

· 
Overall evaluation methodology.

· 
Key variables (data requirements).

· 
Data sources.

· 
Data collection strategies.

· 
Methods to ensure data integrity.

· 
Types of analyses to be performed.

· 
Evaluation tasks.

· 
Evaluation products.

· 
Evaluation timeline.

· 
Potential evaluation issues.

This document has been prepared by E.H. Pechan & Associates, Inc. (Pechan), a management and technology consulting firm. Pechan developed the document based on a review of relevant documentation on the Animal Research Services program, interviews with selected key stakeholders, and our experience on related projects. We expect that the contents of this document can be readily incorporated into an evaluation proposal to the NIH Office of Evaluation, as well as into a contract statement of work.

(Note: For purposes of this document, the terms “Animal Research Services Program” and “Animal Care and Use Program” are synonymous and will be used interchangeably.

B.

Description of NIH Animal Research Services Program

1.

Program Description
Sixteen NIH Institutes and Centers (ICs) operate distinct animal care and use (ACU) programs at the Bethesda campus in support of NIH intramural research. These programs constitute the intramural ACU program. Key organizational characteristics are as follows:
· 
The NIH Deputy Director for Intramural Research (DDIR) is the responsible Institutional 
Official for the ACU program. 

· 
The 16 ACU programs are coordinated through the NIH Office of Animal Care and Use 
(OACU). OACU is one of several staff offices under the DDIR and provides compliance 
and education services in support of the ACU program.

· 
The IC Scientific Director (SD) is the responsible official for the intramural ACU 
program within the IC. The SDs report to their respective IC Directors.

· 
The 16 ACU programs are accountable to the DDIR and comprise the majority of the 
elements of the intramural NIH Animal Welfare Assistance on file with the Office of 
Laboratory Animal Welfare (OLAW). OLAW is under the Office of Extramural 
Research (OER).

· 
The NIH Animal Research Advisory Committee (ARAC) develops NIH-wide policies 
and procedures for the ACU program. The Executive Director of OIR is the chair of the 
ARAC. All of the chairs of the individual IC animal care and use committees, described 
below, are members of the ARAC.

In support of the ACU program, veterinary care and animal husbandry services are provided through several organizational mechanisms:

· 
The Division of Veterinary Resources (DVR), within the Office of Research Services 
(ORS), manages about 1/2 of the available animal holding space; and provides animal 
holding, veterinary care, and specialized services on a fee-for-service basis for the ICs. In 
addition to providing animal holding and veterinary care for selected ICs, DVR also 
provides certain centralized services on a fee-for-service basis for all ICs. These include, 
for example, animal transportation, nutrition, pharmacy, diagnostic, clinical pathology, 
and large-scale animal surgery services. Fee-for-service arrangements include both unit 
service charges and annual “membership fees.” ORS is under the Deputy Director for 
Management (DDM).

· 
The majority of the ICs have IC-specific holding areas for animal care. (Most also utilize 
DVR space.)

· 
There are seven “shared” facilities, where the animal facility is managed by a single lead 
IC. The other ICs “lease” animal husbandry and veterinary care services from the lead IC. 
These other ICs pay the lead IC for these services usually based on “rack” charges, i.e., 
charges that reflect the number of racks used to house animals. Other shared facilities 
may use other formulas. A users committee develops operating guidelines for each shared 
facility.

· 
Each IC has a senior veterinarian- the Animal Program Director (APD), who is 
responsible for veterinary care and animal husbandry for all facilities for which the IC 
has responsibility. The APDs report to the Scientific Directors, and are also accountable 
to the DDIR for the provision of proper animal care and use programs. The APDs have a 
committee that provides recommendations on animal care and use policy to the ARAC. 

· 
Each animal care facility has a Facility Veterinarian responsible for the provision of 
appropriate veterinary care for all animals housed in the facility. The Facility 
Veterinarian reports to the IC Animal Program Director or to the Director, DVR, 
depending on whether the facility is IC- or DVR-managed.

· 
Each IC has an Animal Care and Use Committee (ACUC), which performs animal study 
proposal review and semi-annual reviews of IC ACU program elements and facilities. 
The Chair of each ACUC is appointed by the IC Director or Scientific Director, and is 
typically a senior principal investigator that utilizes animal research services.

· 
Approximately 55 veterinarians and 500 animal care and use technicians support the 
ACU program. This includes five Contractor veterinarians. About 90% of the animal care 
technicians are Contractor staff.

· 
About 25% ($700 million) of the total NIH intramural budget supports research projects 
using laboratory animals. 

The above is a fairly complex organizational structure for the provision of NIH animal research services, with responsibilities shared by the individual ICs, the Office of Intramural Research, the Office of Management (i.e., ORS), and NIH-wide and individual IC animal care and use committees. This complexity, along with the anticipated reduction in resources, high cost of providing animal research services, and potential opportunities for reducing redundancies and gaining economies of scale, while maintaining or enhancing research capabilities, provides the rationale for an organizational evaluation of the provision of animal research services in NIH. Exhibit 1 illustrates the organizational structure of the Animal Research Services program.

2.

Program Goals
The overall goal of the NIH Animal Research Services program is to provide efficient and effective animal research services to the NIH intramural research program investigators. In support of this goal, these services must be:

· 
Responsive to the scientific needs of the program investigators.

· 
Efficient with respect to costs and the use of resources.

· 
Compliant with all Federal, State and local regulations.

· 
Meet or exceed the standards for accreditation by the Association for the Assessment and 
Accreditation of Laboratory Animal Care, International (AAALAC).
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C.

Evaluation Goals

The goals of the evaluation are:

· Evaluate the organizational efficiency and effectiveness of the Animal Research Services 
program. (This would focus on organizational issues as opposed to technical issues. Also, 
the focus would be on organizational efficiency, while maintaining effectiveness and 
quality of services in supporting the needs of the intramural program investigators.)

· Develop and recommend an organizational Concept of Operations that (1) supports the 
provision of efficient and effective Animal Research Services to the intramural research 
community; (2) reduces redundancies and achieves economies of scale; and (3) supports 
the 
objectives of the scientific mission, while balancing administrative, fiscal, space and 
regulatory constraints.

· Evaluate the need for and advantages and disadvantages of a Chief Veterinary Officer 
(CVO)/Attending Veterinarian charged with developing, implementing and coordinating 
the successful operation of animal care and use at NIH.

· Develop and recommend performance measures for ongoing monitoring and evaluation 
of the Animal Research Services program.

D.

Stakeholders and Intended Uses of the Evaluation

1.

Stakeholders
The key stakeholders of the evaluation include the following:

· Office of Intramural Research, including the Deputy Director for Intramural Research 
(DDIR) and, indirectly, the Office of Animal Care and Use.

· IC Scientific Directors.

· IC intramural program investigators who utilize animal care and use services. This 
includes the chairs of the animal care and use committees (ACUCs).

· IC Animal Program Directors (APDs).

· ORS Division of Veterinary Resources.

As indicated above, the key stakeholders include the management, providers, coordinators and users of the Animal Research Services program. 

2.

Uses of the Evaluation
Selected stakeholders (i.e., primarily the Deputy Director for Intramural Research and the IC Scientific Directors) will, in consultation with the other key stakeholders, review the findings, recommended concept of operations, and supporting data to determine the best organizational framework for the provision of animal research services in the future.

E.

Evaluation Questions to be Addressed

The key questions the evaluation will address are as follows:

· From an organizational standpoint, what are the strengths and improvement opportunities 
in the provision of efficient and effective animal research services to the NIH intramural 
community?

· What is the best organizational model for the provision of efficient and effective animal 
research services that (1) reduces redundancies and achieves economies of scale; and (2) 
supports the scientific mission, while balancing research needs, animal care, and 
administrative, fiscal and regulatory constraints?
· For the recommended organizational model, what are the estimated required fiscal and 
staffing resource levels, and what are the options for cost recovery?

· How will the recommended organizational model impact the management of current and 
planned animal research facilities?

· What are the needs for and advantages and disadvantages of having a Chief Veterinary 
Officer (CVO)/Attending Veterinarian? If this position is recommended, what are the 
responsibilities and authority required for the position?

· What are appropriate performance measures for ongoing monitoring and evaluation of 
the Animal Research Services program?
F.

Overall Evaluation Methodology

The evaluation will involve both a process and outcome evaluation. The overall methodology will emphasize a “utilization-focused” evaluation, consistent with the principles advocated by Michael Quinn Patton in Utilization-Focused Evaluation, The New Century Text, 3rd ed. (Sage 1997). Some of the key principles of this approach include: (1) ensuring that the evaluation design reflects the information needs and priorities of the primary intended users of the evaluation; (2) keeping the primary intended users informed of evaluation progress; (3) informing the primary intended users of interim findings; (4) ensuring that the issues and inputs of all relevant stakeholders are addressed; and (5) organizing findings and supporting data to be relevant and understandable to the primary intended users.

G.

Key Variables (Data Requirements)

Key variables required to address the study questions are presented below, grouped under the categories of (1) program organization and activities, (2) program resources, (3) population characteristics; (4) performance measures and results, and (5) external factors.

1.

Program Organization and Activities
Archival Data on Program Organization and Activities

· Organizational structure of Animal Research Services program, including specific 
missions and responsibilities of the organizations, committees, and personnel 
involved in managing, providing, coordinating and using animal research services. These 
include:

· Office of Intramural Research, including the DDIR, Executive Director, and 
Office of Animal Care and Use.

· IC Scientific Directors.

· Intramural program investigators that utilize animal research services.

· Animal Program Directors.

· ORS Division of Veterinary Resources.

· Managers of DVR, shared, and IC-specific animal research facilities.

· Animal Research Advisory Committee.

· Animal Care and Use Committees.

· Shared Facility User Committees.

· Animal Program Directors Committee.

· IC Intramural Administrative Offices.

· Specific type and volume of animal research services provided by various organizations 
and personnel (internal staff and Contractor staff). These include:

· Animal husbandry services.

· Clinical veterinary, technical and research services, e.g., clinical pathology, 
surgery, intensive care unit (ICU), pharmacy, health surveillance, etc.

· Administrative services, e.g., animal procurement, transportation, billing, etc.

· Selected polices and procedures on the Animal Research Services program.

New Data on Program Organization and Activities

· Clarification by stakeholders of organizational characteristics and issues in the provision 
of animal research services.

2.
Program Resources
Archival Data on Program Resources

· Staff counts by position category for the organizations and committees involved in 
the animal research services program.

· Contractor staff counts by position category.

· Employee retention by position category.

· Costs of providing animal research services, including fee-for-service and other cost 
recovery methods. (Note: We recognize that there are comparability problems in 
comparing cost data across the ICs and DVR. For example, while DVR charges reflect 
all costs in providing services, charges in shared facilities may not include the salary and 
fringe benefit costs of all veterinarians.)

· Number of and space of facilities used in the Animal Research Services program.

3.
Population Characteristics
Archival Data on Population Characteristics

· Customers (users) of the Animal Research Services program, by IC.

· Utilization (i.e., percent of capacity used) of space, facilities, and services by IC and by 
provider (e.g., DVR, shared facility, IC-specific facility).

· Animal census data by facility and IC.

4.
Performance Measures and Results
Archival Data on Performance Measures and Results

· Existing performance management plans, performance measures, and performance 
outputs and outcomes for the program. (Note: “Performance outcomes” reflects primarily 
the extent to which the Animal Research Services program supports the scientific needs 
of the intramural program investigators.) 


The above information, including about 20 performance measures organized according to 
a Balanced Scorecard approach, and the results of a recent (FY 2004) DVR customer 
survey, are available for DVR. It is uncertain whether similar information is 
maintained by the ICs.

New Data on Performance Measures and Results

· Performance with respect to efficiency and effectiveness of Animal Research Services 
program.

· 
Extent to which Animal Research Services program supports the scientific needs 
of the intramural program investigators. (This relates to the “effectiveness” of the 
program, and would include such attributes as quality, timeliness, usefulness, 
availability and responsiveness of services.)

· 
Extent to which the Animal Research Services program is efficient and effective 
with respect to such measures as (1) utilization of and extent of redundancy of 
staff, services and facilities; (2) cost of services; (3) clarity and consistency of 
animal care and use policies and practices across the ICs, e.g., movement of 
animals across facilities, use of protective clothing; (4) clarity of roles and 
responsibilities; (5) recruitment, retention and development of staff; and (6) 
efficiency and 
usefulness of key decision-making processes, such as the 
prioritization of services, allocation of resources, development and 
implementation of standard policies and procedures, etc.

· Views of stakeholders on strengths and improvement opportunities in the provision of 
efficient and effective animal research services, focusing on organizational issues.

· Views of stakeholders on alternative organizational models for the provision of animal 
research services, including the use of a Chief Veterinary Officer, and the adoption of 
centralized or de-centralized services. (Note: De-centralized services may include 
services performed by individual ICs or shared services, in which one or more ICs 
provide services for other ICs.)

· Views of expert advisory panel on evaluation findings and organizational options for the 
provision of animal research services.

5.
External Factors
New Data on External Factors

· Benchmarking data on selected organizational characteristics and performance measures 
of other large-scale animal research services programs.

H.

Data Sources

1.

Sources for Archival (Secondary) Data

Sources for archival data include the following:

· Mission and function statements for organizations and committees involved in the 
Animal Research Services program.

· Organization charts of the Animal Research Services program.

· Overview description of animal care and use program that was recently submitted to the 
Association for the Assessment and Accreditation of Laboratory Animal Care 
International (AAALAC), in support of accreditation of the Bethesda-based ACU 
program, which includes the NIH Animal Center (NIHAC) and satellite facilities.
· Selected NIH policies on animal care and use, especially 3040-2- “Animal Care and Use 
in the Intramural Program.”

· Current staffing, services, financial, facility and utilization (of space, facilities and 
services) data for Animal Research Services program. (Note: Some of this data may not 
be fully available or consistent across DVR and the ICs and may require (1) contacts 
with selected NIH intramural administrative staff to obtain it; and/or (2) computations or 
estimates.)

· Current performance management plans, including performance measures, for 
organizations involved in Animal Research Services program. (Note: As indicated above, 
this is available for DVR. It is uncertain whether this is available for other service 
providers.)

· Copies of customer surveys (questionnaires and results) for Animal Research Services 
program. (Note: This is available for DVR. It is uncertain whether this is available for 
other service providers.)

2.

Sources for New Data

Sources for new data include the following:

· Knowledge of and views of stakeholders on organizational characteristics, strengths, 
improvement opportunities, and organizational options in the provision of Animal 
Research Services. This includes data to be obtained from:

· Interviews with key stakeholders to explore issues in detail.

· Electronic customer survey of users of Animal Research Services.

· Benchmarking data on selected organizational characteristics and performance measures 
from other organizations (public and private) providing large-scale animal research 
services programs.

· Knowledge of and views of expert advisory panel on evaluation findings and 
organizational options for the provision of Animal Research Services.

Exhibit 2 illustrates the relationships between the data sources and the evaluation questions.

3.

Roles of and Composition of Expert Advisory Panel
As indicated above, an outside expert advisory panel is proposed to assist the Evaluation Contractor in the conduct of the study. Its role and composition would include:

· Providing substantive knowledge and expertise in the management and operations of 
large-scale animal research programs.

· Providing expert guidance and advice to the evaluation project team in the conduct of the 
study.

· Serving as a “sounding board” and reviewing findings and organizational options and 
recommendations. 

· Would consist of 6-10 members. Members would represent the following:

· 
Nationally recognized lab animal veterinarians. These would be people who have 
managed or are managing large-scale animal research services programs.
· 
Lab animal veterinarians with previous NIH experience.

· 
Lab animal veterinarians that are also researchers.

· 
Senior research scientists that use large-scale animal research services programs.

Exhibit 2- Evaluation Questions vs. Data Sources Matrix

	Data Sources
	What are the strengths and improvement opportunities in the provision of efficient and effective animal research services?
	What is the best organizational model for the provision of efficient and effective animal research services? 
	For the recommended model, what are the estimated required fiscal and staffing resource levels, and options for cost recovery?
	How will the recommended model impact the management of current and planned animal research facilities? 
	What are the needs for, advantages and disadvantages, and if recommended, responsibilities and authority of a (CVO)/Attending Veterinarian? 
	What are appropriate performance measures for ongoing monitoring and evaluation?



	Mission and function statements, org. charts, ACU description, policies 
	x
	x
	
	x
	x
	

	Staffing, services, financial, facility, utilization data
	x
	x
	x


	x
	x
	x

	Current performance management plans/surveys
	x
	
	
	
	
	x

	Interviews with key stakeholders
	x
	x
	x
	x
	x
	x

	Electronic customer survey
	x
	x
	
	
	x
	

	Benchmarking data on organizational characteristics/ performance measures of other  organizations
	
	x
	x
	
	x
	x

	Knowledge of and views of expert advisory panel
	x
	x
	x
	x
	x
	x


I.

Data Collection Strategies

Proposed data collection strategies include the following:

1.
Provision of Archival Data to Evaluators by NIH personnel. 


Some of this data may have to be obtained during interviews and tabulated, computed, or 
estimated.

2.
Interviews with Stakeholders to Explore Issues in Detail. 


About 85 interviews (in-person) are envisioned:

· 
Project Officer- 1.

· 
Deputy Director for Intramural Research (DDIR)-1.
· 
Executive Director of Office of Intramural Research- 1.

· 
Office of Animal Care and Use (OACU)- Director, three professional staff- 4.

· 
IC Scientific Directors- 16.

· 
IC Animal Program Directors- 16.

· 
Chairs of IC Animal Care and Use Committees- 16.

· 
Other Intramural Principal Investigators- 10.

· 
Director, Office of Research Services (ORS)- 1.

· 
ORS Division of Veterinary Resources (DVR)- Director, three branch chiefs- 4.

· 
Selected Intramural Administrative Officers- 10.

· 
Others to be determined- 5. 

Separate interview guides would be developed for different stakeholder groups. Interviews are expected to require 1-2 hours. Collectively, it is envisioned that the interviews would address the following:

· 
Specific animal research services used or provided- type, frequency, and provider 
(i.e., DVR, shared facility, or IC-specific facility.)
· 
Nature of involvement in committees dealing with animal research services, 
including nature of decision-making processes.

· 
Views on the extent to which animal research services support research needs, by 
type of service and provider.
· 
Other views on the efficiency (including the management) of animal research 
services, by type of service and provider. 
· 
Views on the advantages and disadvantages of centralized vs. de-centralized 
services, by type of service.

· 
Views on the efficiency and effectiveness of committees dealing with animal 
research services.
· 
Views on animal research services performed particularly well, by type of service 
and provider.

· 
Suggested improvements in animal research services, focusing on organization 
and management issues.

· 
Views on additional animal research services that should be provided or services 
that should be deleted.

· 
Views on roles, organizational placement, advantages and disadvantages of the 
use of a Chief Veterinary Officer (CVO).

· 
Suggested performance measures for animal research services.


Follow up communications (in-person, telephone, or e-mail) will be held with selected 
interviewees to clarify points as required.

3.
Electronic Customer Survey of Users of Animal Research Services.

· 
The survey would target all users of NIH Animal Research Services- primarily 
intramural program investigators, but also including Animal Program Directors, 
facility veterinarians, and selected intramural administrative staff.

· 
The survey would address the following: 

· User satisfaction with Animal Research Services in terms of such 
attributes as quality, timeliness, usefulness, availability and responsiveness 
in meeting research needs.

· Comments on strengths of current Animal Research Services, focusing on 
management and organizational issues as opposed to technical issues.

· Comments on suggested improvements in Animal Research Services, 
focusing on organization and management issues.

4.
Benchmarking visits to selected large-scale animal research programs. 

· 
Five or six 1-2 day visits are envisioned.

· 
Selection criteria include large and complex animal care programs, with multiple 
facilities and separate organizational units operating under a single AAALAC 
accreditation (preferred, but not a necessity). A mix of public and private 
programs is desired. 

· 
Would solicit suggestions from expert advisory panel and NIH staff.

· 
Potential candidates include the FDA, CDC, USDA, Cornell University, UC-
Davis, 
Merck,
and GLAXCO Smith Kline.
· 
Topics to be addressed in the benchmarking visits include: 
· 
Organizational structure of animal research services program, including 
lines of authority, degree of centralization/decentralization, accountability, 
use of committees, consistency of policies and practices, etc.

· 
Impact of any changes in the use of centralized or de-centralized services.

· 
Performance measures used for the animal research services program.

· 
Selected quantitative benchmark data, e.g., costs of selected animal 
research services and total program, number of veterinarians and support 
staff, volume of services performed, number of researchers supported, etc.

5.
Meetings with Expert Panel to Obtain Inputs, Review findings, and Review 
Organizational Options.


Two or three, 1-2 day meetings with the expert panel are envisioned. Also, the evaluation 
project team would consult with the expert panel by e-mail or telephone, as appropriate.

J.

Methods to Ensure Data Integrity

A range of methods will be used to ensure the integrity of archival and new data.

1.

Archival Data Integrity
· Confirm selected data with other sources, e.g., staff counts with IC 
intramural 
administrative officers.

· Interview people providing the data about its quality (currency, consistency and 
accuracy); identify data limitations.

· Determine how data is derived and what is included (e.g., whether cost data for 
veterinary support services includes personnel costs and overhead costs).

· Update selected data (e.g., staff counts) as project progresses.

· Present selected data in interim reports and project status meetings to obtain reactions 
from stakeholders- as a reality check.

2.

Interview Data Integrity
· Ensure that the interview list includes all key stakeholder groups.

· Solicit inputs of selected NIH staff and expert advisory panel in developing interview 
guides.

· Ensure that desired data is obtained through (1) use of structured interview guides 
with primarily open-ended questions; (2) pilot test of two or three interviews and 
adjustment of interview guides as appropriate; (3) provision of interview guides in 
advance to stakeholders to facilitate preparation for interviews; (4) avoidance of 
judgmental comments or other statements that might cause interviewees to feel 
threatened; (5) use of experienced management and program evaluation analysts; and (6) 
follow up with selected stakeholders on points that are unclear.

· Confirm selected points with other interviewees.

· Identify commonalities and differences in views within and across stakeholder groups.

· Prepare interim reports and conduct project status meetings to provide a sounding board 
and reality check for findings.

· Require evaluation offerors to provide data integrity plan in proposal.

3.
Electronic Customer Survey Data Integrity
· Ensure that the survey list represents all key user groups.

· Solicit inputs of selected NIH staff and expert advisory panel in developing survey 
questions to ensure that the survey questions are useful and valid.
· Ensure that calculations on items such as frequency distributions and means of user 
ratings are accurate by testing them manually.

· Provide clear and concise instructions on the completion of the survey.

K.

Types of Analyses to be Performed

The following types of analyses will be performed:

1.

Descriptive statistics (frequency distributions, means, medians, and possibly standard 


deviations) will be used in analyzing the results of the customer satisfaction survey on 


animal research services. Results may be analyzed by category of respondent (e.g., 


principal investigator, Animal Program Director) or other variables.

2.

Descriptive statistics will be used to tabulate and present quantitative data on resources 


(e.g., staff, costs, space, utilization) used in provision of animal research services.

3.

Descriptive statistics will be used to tabulate and present quantitative data on the 



frequency and volume of different animal research services used, by IC and 



by service provider.

4.

Qualitative analysis (including content analysis) will be used to analyze data from 


stakeholder interviews, documentation review, and benchmarking visits. (Simple 



descriptive statistics will also be used in analyzing interview data, e.g., 




number of stakeholders expressing particular views.)

L.

Evaluation Tasks

The following tasks are planned to accomplish the evaluation goals:
Task 1-  Develop Detailed Evaluation Work Plan.

Task 2-  Establish and Convene an Expert Advisory Panel.

Task 3-  Collect and Review Relevant Documentation and Archival Data on Animal Research Services Program.

Task 4-  Conduct Interviews with Relevant Stakeholders.

Task 5-  Prepare Interim Report of Findings on Strengths and Improvement Opportunities of Animal Research Services Program.

This task would involve developing and presenting preliminary findings based on the stakeholder interviews and the review of the documentation and archival data.

Task 6-  Conduct and Analyze Electronic Customer (User) Satisfaction Survey on Animal Research Services Program.

Task 7-  Obtain Benchmarking Information on Comparable Large-Scale Animal Research Services Programs. 

Task 8-  Perform Management and Organizational Analysis. 

This task would involve analyzing all data and updating findings on strengths and improvement opportunities of the Animal Research Services program.

Task 9-  Develop and Recommend Best Organizational Model (i.e., “Concept of Operations”) for the Provision of Efficient and Effective Animal Research Services.

This would include:

· 
Evaluation of alternative organizational models in terms of characteristics and advantages 
and disadvantages.

· 
Detailed rationale for recommended model, including the impact on support of the 
scientific mission and organizational efficiency and effectiveness.

· 
Description of recommended organizational model. This would include:

· 
Organizational configuration for the management and provision of Animal 
Research Services, including reporting relationships, functions and services of 
various organizational components, including committees.

· 
Other recommended changes in the management of the Animal Research Services 
program, including decision-making processes.

· 
Estimated fiscal and staffing resource levels.

· 
Recommended cost structure, including cost recovery methods.

· 
Impact on the management of existing and planned animal research facilities.

· 
If recommended, qualifications, organizational placement, responsibilities, and 
authority of a Chief Veterinary Officer (CVO)?Attending Veterinarian..

· 
If CVO position is recommended, assessment of the potential impact on 
recruitment and retention of best-qualified veterinarians. 

· 
Recommended performance measures for ongoing monitoring and evaluation of the 
Animal Research Services program. This would include a description of the measures, 
data required to generate the measures, frequency of measurement, and uses.

Task 10-  Prepare Draft and Final Reports and Final Briefing.

Task 11-  Prepare Progress Reports; Participate in Project Status Meetings.

An internal review committee of 5-6 people representing the primary stakeholder groups is proposed to meet with the Contractor periodically (e.g., monthly or bi-monthly) to review evaluation progress, provide a sounding board and reality check, and otherwise provide guidance in the conduct of the study. This would supplement the role of the outside expert advisory panel.

M.

Evaluation Products

The following evaluation products would be developed:

1.

Detailed evaluation work plan.

2.

Interim report of findings on strengths and improvement opportunities based on 



interviews and review of archival documentation and quantitative data.

3.

Report of results of electronic customer survey.

4.

Monthly progress reports and agendas for monthly or bi-monthly project status meetings.

5.

Draft final report of findings and recommendations.

6.

Final report of findings and recommendations.

7.

Briefing to NIH of major findings and recommendations.

N.

Evaluation Timeline

The evaluation is estimated to require 9 months to complete. The schedule for delivery of the evaluation products is shown below.

	Evaluation Product


	Estimated Completion Date

(calendar time)

	Detailed evaluation work plan.
	3 weeks from effective date of contract (EDOC)

	Interim report of findings based on interviews and documentation/data review.
	4.5 months from EDOC

	Report of results of electronic customer survey
	5.5 months from EDOC

	Draft final report of findings and recommendations.
	7.5 months from EDOC

	Final report of finding and recommendations.
	9 months from EDOC

	Briefing to NIH of major findings and recommendations.
	9 months from EDOC

	Monthly progress reports.
	2 weeks after end of month

	Agendas for project status meetings
	To be determined


The planned schedule by evaluation task is shown below.

	Evaluation Task
	Start date
	Completion Date

	1.  Develop Detailed Evaluation Work Plan.


	Beginning of week 1, month 1
	End of week 3, month 1

	2.  Establish and Convene an Expert Panel.
	Beginning of week 2, month 1
	End of month 1

	3.  Collect and Review Relevant Documentation and Archival Data.


	Beginning of week 2, month 1
	Middle of month 4 (Some data may be collected later based on interview results and analysis.)

	4.  Conduct Interviews with Relevant Stakeholders.


	Beginning of week 4, month 1
	Middle of month 4 (Some follow up interviews may be conducted later based on analysis.)

	5.  Prepare Interim Report of Findings on Strengths and Improvement Opportunities.


	Middle of month 4
	Middle of month 5

	6.  Conduct and Analyze Electronic Customer (User) Satisfaction Survey on Animal Research Services.
	Middle of month 5
	Middle of month 6

	7.  Obtain Benchmarking Information on Comparable Large Scale Animal Research Services Programs. 
	Beginning of month 6
	End of month 6

	8.  Perform Management and Organizational Analysis. Analyze all Data and Update Findings.
	Beginning of month 7
	End of month 7

	9.  Develop and Recommend Best Organizational Model (i.e., “Concept of Operations”)
	Beginning of month 7
	End of month 7

	10.  Prepare Draft and Final Reports and Final Briefing.


	Middle of month 7
	Middle of month 8 for draft report. End of month 9 for final report and briefing.

	11.  Prepare Progress Reports; Participate in Progress Status Meetings.
	
	14 days after end of month for progress reports. Project status meetings TBD.


N.

Potential Evaluation Issues 

The following related methodological issues have been identified:

· 
Availability of data on costs and utilization of animal research services.

· 
Consistency of cost and utilization data across NIH.

DVR accounts for all of its costs in determining charges of all the animal research services it provides to the ICs. These include costs of personnel (direct and indirect), space, equipment, animal purchases, contractor costs, and other operating costs. DVR charges ICs based on either unit costs of services or annual “membership” fees, based primarily on historical usage.

In contrast, lead ICs who provide veterinary care services to other ICs in shared facilities typically charge on the basis of costs per rack, where rack refers to a physical entity in a facility used to house animals. We are uncertain if these charges are inclusive of all appropriate cost elements, such as expenses for management and administrative personnel. Thus, the service charges for DVR and the lead ICs in shared facilities may not be comparable in terms of the cost elements included. For IC-specific facilities, it is uncertain what costs, if any, are specifically determined for veterinary services.

Thus, based on the available data, it may be difficult to compare the costs of veterinary services provided by DVR with the costs of comparable services provided in shared and IC-specific facilities. This may limit the ability to determine the cost efficiency of services. The approach to dealing with this issue will involve (1) identifying the differences in the makeup of the cost figures across DVR and the ICs; and (2) developing rough estimates to the extent practical, based on contacts with the appropriate staff.

We understand that DVR maintains utilization data on selected services. The methods used to compute or estimate utilization vary by service. For example, the utilization of animal husbandry services is determined annually by dividing the number of animals housed in a given facility by the holding capacity, i.e., the estimated maximum number of animals the facility can house. The utilization of the surgery service is determined by dividing the number of surgeries performed by the number of surgeries conducted in the peak year (as opposed to the percent of time the surgery facility is utilized). The utilization of the ICU is determined by dividing the actual revenue earned by the ICU by the actual costs. We are uncertain what utilization data is maintained by the ICs or the methods used to determine it. The possible unavailability and inconsistency in the utilization data may, similar to the comparability problems with cost data, limit the ability to determine the service cost efficiency. The approach to dealing with this issue will be similar to the approach for the cost data- identifying and documenting differences in the utilization data, and developing rough estimates where practical.

We do not expect these issues to significantly affect the ability to meet the goals of the evaluation.
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Current NIH Animal Research Services Program

Note:  Solid lines indicate formal reporting relationships. Dashed lines indicate informal relationships.
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