Section 1.5.1
Glossary 
The following is a glossary of terms that are specific to oncology and have been used in this functional profile.
Revision History:
2010/02/12 – Updated based on 2010/02/11 conference call and caEHR team additions

2010/03/18 – Updated with contributions from Dr. John Ellerton.
	Term
	Explanation of use in Outpatient Oncology Functional Profile

	Activity
	Any action that can be planned scheduled or performed to improve the health or alter the course of the disease. Examples may include but are not limited to patient assessment, surgical procedure, medical treatments, counseling, and clinical trial enrollment.

	Adverse Event
	Any unfavorable and unintended sign (including an abnormal laboratory finding), symptom, or disease temporally associated with the use of a medical treatment or procedure regardless of whether it is considered related to the medical treatment or procedure (attribution of unrelated, unlikely, possible, probable, or definite). Each AE is a unique representation of a specific event used for medical documentation and scientific analysis.

	
	

	Anti-emetic guidelines
	Anti - emetic guidelines that are practice guidelines that indicate the  therapies that ought to be associated with the specific therapeutic agent

	Area Under the Curve
	This is an informative pharmacokinetic measurement that represents the patient’s overall exposure to a drug.  When a person takes a medication, the level of the medicine in the bloodstream rises and falls at a rate based on the pharmacokinetic properties of the drug and the elimination capacity of the patient.  The concentration in the blood can be plotted over time.  The area under this concentration-time curve (the AUC) is the overall amount of drug that was present in the bloodstream after a dose. 

	Assent
	Even though parents and guardians must consent for their child to join a study, children should have a part in making a decision to join a study, if they are capable of doing so. When a child is asked to have a part in the decision, this is called "assent".

	Biologic therapy
	NEED TO HAVE TARGETED THERAPY PERHAPS INSTEAD OF BIOLOGIC. Molecularly targeted anticancer agents (MTAs) are defined here as those that selectively target specific molecular features of cancer cells such as aberrations in genes, proteins, or pathways that regulate tumor growth, progression, and surviva

	Bone marrow transplantation
	 Hematopoietic stem cell transplantation (HSCT) is the process and intravenous infusion of hematopoietic stem and progenitor cells to restore normal hematopoiesis and/or treat malignancy.  THIS SHOULD REPLACE THE TERM “bone marrow transplantation”

	Care Coordinator                         
	The Patient Care Coordinator provides a bridge between the medical and the supportive services.      The medical component is comprised of the various physicians and the medical intervention they prescribe.  The supportive care component encompasses the Patient Care Coordinator, the Program Assistant and any of the programs offered to the patients and families.

	Care Plans
	Is a list of therapeutic activities that have happened, are happening or will happen and can be organized, planned and checked for completion. It focuses on actions which are designed to solve or minimize problems. It also permits the monitoring and flagging of unperformed activities for later follow-up. A care plan may contain one or more treatment plans.

	Chain of Trust
	"Chain of trust" is a concept used in the computer security field to describe the contractual agreements made between parties to assure that the confidential information they share remains secure throughout its journey. There is no standard set of obligations for chain-of-trust agreements. However, such agreements obligate both parties to adopt a form of strong authentication such that data transmissions are attributable and non-repudiable. (Otherwise, one party or the other could claim not to have received an important piece of information sent electronically.) from http://www.medscape.com/viewarticle/502875_9 [sic]

	Chemotherapy
	systemic  treatment of cancer using drugs that are non-selective.

	Chemotherapy treatment cycle
	Chemo is typically given in cycles, with rest periods between the cycles. A cycle can last 1 or more days. A cycle is typically given every 1, 2, 3, or 4 weeks. A typical course may consist of multiple cycles. 

	Clinical guidelines
	Standardized practice recommendations determined by expert groups

	Clinical Marker
	- Measurable and quantifiable biological parameters (e.g., specific enzyme concentration, specific hormone concentration, specific gene phenotype distribution in a population, presence of biological substances) which serve as indices for health- and physiology-related assessments, such as disease risk, psychiatric disorders, environmental exposure and its effects, disease diagnosis, metabolic processes, substance abuse, pregnancy, cell line development, epidemiologic studies, etc.

	Clinical pathways
	(Critical pathway, treatment pathway Clinical medicine) A standardized algorithm of a consensus of the best way to manage a particular condition. Modalities used Teletherapy, brachytherapy, hyperthermia and stereotactic radiation. See Oncology, Surgical oncology Medtalk A multidisciplinary set of prescriptions and outcome targets for managing the overall care of a specific type of Pt-from pre-admission to post-discharge for Pts receiving inpatient care; CPs are intended to maintain or improve quality of care and costs for Pts, in particular DRGs.


	Clinical Research Protocol
	(Also called Clinical Trial Protocol) A document that describes the objective(s), design, methodology, statistical considerations, and organization of a trial. The protocol usually also gives the background and rationale for the trial, but these could be provided in other protocol referenced documents. Throughout the ICH GCP Guidance, the term protocol refers to protocol and protocol amendments.

	Clinical trial
	Any investigation in human subjects intended to discover or verify the clinical, pharmacological, and/or other pharmacodynamic effects of an investigational product(s) (including procedure(s) and devices(s)), and/or to identify any adverse reactions to an investigational product(s), and/or to study absorption, distribution, metabolism, and excretion of an investigational product(s) with the object of ascertaining its safety and/or efficacy. The terms clinical trial and clinical study are synonymous.



	Clinical Trial Management System
	also known as CTMS, is a customizeable software system used by the biotechnology and pharmaceutical industries to manage the large amounts of data involved with the operation of a clinical trial. It maintains and manages the planning, preparation, performance, and reporting of clinical trials, with emphasis on keeping up-to-date contact information for participants and tracking deadlines and milestones such as those for regulatory approval or the issue of progress reports. 

Often, a clinical trial management system provides data to a business intelligence system, which acts as a digital dashboard for trial managers.
In the early phases of clinical trials, when the number of patients and tests are small, most managers use an in-house or home-grown program to handle their data. As the amount of data grows, though, organizations increasingly look to replace their systems with more stable, feature-rich software provided by specialized vendors. Each manager has different requirements that a system must satisfy. Some popular requirements include: budgeting, patient management, compliance with government regulations, and compatibility with other data management systems.
Each sponsor has different requirements that their CTMS must satisfy; it would be impossible to create a complete list of CTMS requirements. Despite differences, several requirements are pervasive, including: project management, budgeting and financials, patient management, investigator management, EC/IRB approvals, compliance with U.S. Food and Drug Administration (FDA) regulations, and compatibility with other systems such as data management systems, electronic data capture, and adverse event reporting systems.

	Clinical Data Management System
	Or CDMS is used in clinical research to manage the data of a clinical trial at an individual investigator site. The clinical trial data gathered at the investigator site in the case report form are stored in the CDMS. To reduce the possibility of errors due to human entry, the systems employ different means to verify the entry. The most popular method being double data entry.

Once the data has been screened for typographical errors, the data can be validated to check for logical errors. An example is a check of the subject's age to ensure that they are within the inclusion criteria for the study. These errors are raised for review to determine if there is an error in the data or clarification from the investigator is required.

Another function that the CDMS can perform is the coding of data. Currently, the coding is generally centered around two areas; adverse event terms and medication names. With the variance on the number of references that can be made for adverse event Terms or medication names, standard dictionaries of these terms can be loaded into the CDMS. The data items containing the adverse event terms or medication names can be linked to one of these dictionaries. The system can check the data in the CDMS and compare it to the dictionaries. Items that do not match can be flagged for further checking. Some systems allow for the storage of synonyms to allow the system to match common abbreviations and map them to the correct term. As an example, ASA could be mapped to Aspirin, a common notation. Popular adverse event dictionaries are MedDRA and WHOART and popular Medication dictionaries are COSTART and WHO-DRUG.

At the end of the clinical trial the dataset in the CDMS is analyzed and sent to the regulatory authorities for approval.

	Computerized Clinical Decision Support (CDS)
	Software designed to use data regarding the patient as it relates to Knowledge Base information, algorithms and guidelines to help determine the best course of action for the patient, to help the clinician understand that action and to help the patient comply with that action.  For example, a system that uses data regarding family history, to run risk algorithms to determine risk and determine the applicable guidelines for care.  The system presents that data to the clinician in a way that helps her/him understand what action to take, displays and begins the institution of appropriate orders and consultations and prints/provides information for the patient specific to them that helps them better understand why they should comply with the recommendations.

	Consult
	A consultation is a request from one physician to another for an advisory opinion. The consultant performs the requested service and makes written recommendations regarding diagnosis and treatment to the requesting physician. The requesting physician utilizes the consultant’s opinion combined with his own professional judgment and other considerations (e.g. patient preferences, other consultations, family concerns, comorbidities) to provide treatment for the patient. 


	Consultation Note
	Notes (encounter details) written by a consulting physician upon the request of the admitting or primary physician.  This has special billing implications

	Course of Therapy
	see Course of Treatment

	Course of Treatment
	A series of activities that are provided to a patient with a therapeutic intent for a specific duration. A typical course may include multiple cycles and/or activities.

	CTCAE 
	The Cancer Therapy Evaluation Program (CTEP) of the National Cancer Institute (NCI) developed the original Common Toxicity Criteria (CTC) in 1983 to aid in the recognition and grading severity of adverse effects

	Cumulative Dose (lifetime and episodic)
	Example use in Profile: "The system SHALL support tracking a patient's cumulative dose (lifetime and episodic) for the purposes of dose calculation decision support and alerting"

Example use in Profile: "The system SHALL be able to manage (include import, store and update) the maximum allowed cumulative dose for all drugs where it is appropriate in the systems' drug database." 
Example use in Profile: "The system SHALL alert the provider when the maximum allowed cumulative dose for a patient may be exceeded as a component of drug interaction and dosing services – including at time of order, administration and treatment planning." 

Total sum of doses of an agent that a person has received over a period of time.  This could include the complete lifetime of the patient or a specific date window of an episode of care. 

Some drugs used in various chemotherapy regimens have a lifetime limit due to their cumulative toxic effects. It is important to understand that it is the individual drug, not the entire chemotherapy regimen that has a lifetime limit.

When there is a maximum recommended/allowed cumulate dose for a drug – this information may be provided by many sources including the drug database systems, clinical trial systems, pharmacies or in-house management and may be updated over time as guidelines may change. 



	Cytogenetics
	the use chromosome banding to analyze structural and numeric chromosomal aberrations; dividing cells are required.  or   Molecular cytogenetic or fluorescence in situ hybridization (FISH) analysis complements and extends analysis for specific genetic aberrations; viable tumor is not required.  or    Additional methods include multiplex (M-FISH), spectral karyotyping (SKY), comparative genomic hybridization (CGH), and microarray-based CGH (aCGH) and other such methods that may become available to identify genetic aberrations.

	Drug Database
	

	Flow cytometry
	the use of Fluorescently conjugated antibodies, bound to cell-surface or intracellular proteins, to allow enumeration and detailed characterization of subsets of cells in heterogeneous mixtures or  Fluorescent DNA-binding dyes allow determination of tumor ploidy and can assess cell-cycle characteristics of tumors

	Formulary
	A formulary is a list of medications managed by an organization.  The organization may be a hospital, an insurance company, a state, or other entity. Typically, the formulary includes attributes of drugs that define whether or not they are recommended, paid for, the level of payment, and sometimes recommended alternative drugs. Providers can access these lists to help determine the most cost effective treatments for the patient.
The following is an interpretation of data structure that is probably incorrect.  See above.
The drugs in a formulary are often listed in two or more groups, depending on how much of the cost the patient is expected to pay. The amount the patient is expected to pay is called co-pay. A typical insurance formulary might include the following groups (also called levels or tiers):

Group
Drugs
Co-pay size
Level 1

Generic drugs

$

Level 2

“Preferred” brand-name drugs

$$

Level 3

“Non-preferred” brand-name drugs

$$$



	Image Biomarker
	- The subset of biomarkers that manifest themselves via imaging means, including optical, ultrasound, X-ray, CT, PET, SPECT, and MRI.  Examples include: lesion volume, microcalcifications, tumor margin. (NCI caBIG/CBIIT Life Science DAM)

 Synonym is ClinicalMarker; MESH

	Immunotherapy 
	the use of therapeutic monoclonal atniboides and immune complexes to kill cancer cells.  These can be targeted therapies.

	Inclusion / Exclusion Criteria
	Criteria used to select subjects for participation in a clinical trial or other purposes.  These include general health attributes that may require the subject to be in good health or have a disease for which the investigational drug is targeted.  Inclusion / exclusion criteria also includes questions regarding allergies, medications that are prohibited or those required for entry into the clinical trial.  Childbearing potentialmay be included as well.

	Informed consent
	The informed consent process is the critical communication link between the prospective human subject and an investigator, beginning with the initial approach of an investigator to the potential subject.  It is the process of obtaining the legally effective informed consent of the subject or the subject’s legally authorized representative to participate in a clinical trial.  The informed consent process involves three key features: (1) disclosing to potential research subjects information needed to make an informed decision; (2) facilitating the understanding of what has been disclosed; and (3) promoting the voluntariness of the decision about whether or not to participate in the research.

	Knowledge Base
	A knowledge base is a special kind of database for knowledge management, providing the means for the computerized collection, organization, and retrieval of knowledge  (http://en.wikipedia.org/wiki/Knowledge_base) use by CDS systems.

	Medical Algorithms
	Example use in Profile: "The system SHALL have the ability to support medical algorithms"  

A medical algorithm is any computation, formula, statistical survey, nomogram, or look-up table, useful in healthcare. Medical algorithms include decision tree approaches to healthcare treatment (i.e., if symptoms A, B, and C are evident, then use treatment X) and also less clear-cut tools aimed at reducing or defining uncertainty. Medical algorithms are part of a broader field which is usually fit under the aims of medical informatics and medical decision making. Medical decisions occur in several areas of medical activity including medical test selection, diagnosis, therapy and prognosis, and automatic control of medical equipment.

The intended purpose of medical algorithms is to improve and standardize decisions made in the delivery of medical care. Medical algorithms assist in standardizing selection and application of treatment regimens, with algorithm automation intended to reduce potential introduction of errors.

Examples include:

· Calculators,. e.g., an on-line or stand-alone calculator for body mass index (BMI) when stature and body weight are given; 

· Flowcharts, e.g., a binary decision tree for deciding what is the etiology of chest pain 

· Look-up tables, e.g., for looking up food energy and nutritional contents of foodstuffs 

· Nomographs, e.g., a moving circular slide to calculate body surface area or drug dosages.

Specific examples relevant in the field of oncology include:

· BRCAPRO (http://www.isds.duke.edu/~gp/brcapro.html ) that combines family history information to determine the risk of carrying a BRCA1/2 mutation

· CancerMath (http://www.lifemath.net/cancer/breastcancer/outcome/index.php) which combines information regarding tumor and patient characteristics to determine prognosis of Cancer)



	Order Set
	A set of multiple orders ordered as a group.

	Order Set Template
	A draft or proposed order set that may be modified by individual orderers either permanently or at the time of ordering.

	Pain management tools
	Patients often have difficulty expressing their pain symptoms and the intensity of their individual pain. Pain management tools enhance communication between caregivers and patients.

	Radiation therapy
	The use of high-energy rays to damage cancer cells, stopping them from growing and dividing

	Referral
	A referral is a request from one physician to another to assume responsibility for management of one or more of a patient’s specified problems. This may be for a specified period of time, until the problem(s)’ resolution, or on an ongoing basis. This represents a temporary or partial transfer of care to another physician for a particular condition. It is the responsibility of the physician accepting the referral to maintain appropriate and timely communication with the referring physician and to seek approval from the referring physician for treating or referring the patient for any other condition that is not part of the original referral.

	Regimen
	A treatment plan that specifies the dosage, the schedule, and the duration of treatment

	SAE
	Serious Adverse Event (SAE) : Any untoward medical occurrence that:

· Results in death,

· Is life-threatening,

· Requires inpatient hospitalization or prolongation of existing hospitalization,

· Results in persistent or significant disability/incapacity, or

· Is a congenital anomaly/birth defect.

(From the ICH guidance for Clinical Safety Data Management: definitions and Standards for Expedited Reporting.)

	Sponsor
	Clinical research sponsor (e.g. bio-pharmaceutical or medical device company)

	Transfer of Care
	A transfer of care occurs when one physician turns over responsibility for the comprehensive care of a patient to another physician. The transfer may be initiated by either the patient or by the patient’s physician, and it may be either permanent or for a limited period of time until the patient’s condition improves or resolves. When initiated by the patient’s physician, the transferring physician should explicitly inform the patient of the transfer, and assist the patient with timely transfer of care consistent with local practice. (2007)

Sourced from: http://www.aafp.org/online/en/home/policy/policies/c/consultreftransf.html

	Transfusion medicine
	

	Treatment cycle
	A series of activities including but not limited to administration of one or more therapeutic agents, where the series may repeat over time in a regular manner. 

	Treatment phase
	

	Treatment Plan
	The formulation, implementation, management and completion of an intended set of activities to treat a specific condition. A treatment plan may contain one or more courses of treatment, or activities.

	Treatment team
	allidividuals involved int eh care o the patient during the treatment


�I don’t really understand this definition at all.





