Laboratory General

Checklist

CAP Accreditation Program

SPECIMEN COLLECTION, DATA HANDLING, AND

REPORTING

Specimen collection, data handling, and results reporting are critical. Specific instructions for the proper collection and handling of specimens must be made available to laboratory personnel and to anyone collecting patient test materials that are sent to the laboratory.

Inspector Instructions:

● Follow a patient specimen beginning with test ordering through patient identification,

phlebotomy/collection, labeling, transport, receipt and processing, delivery to test area,

analysis, result review, and reporting. Determine if practice matches related policies

and procedures.
COLLECTION MANUAL AND OTHER DOCUMENTATION

Inspector Instructions:

● Sampling of specimen collection policies and procedures

● Reference laboratories policies and procedures

● Specimen collection manuals (available)

**REVISED** 07/29/2013

GEN.40016 Collection Manual Biennial Review Phase I

There is documentation of at least biennial review of the specimen collection/handling

procedure manual by the current laboratory director or designee.

GEN.40032 New Specimen Collection Procedure Review Phase II

The director reviews and approves all substantial changes to the specimen collection/handling procedure manual before implementation.

NOTE: Current practice must match policy and procedure documents.

**REVISED** 07/29/2013

GEN.40050 Distribution of Manuals Phase I

The specimen collection manual is distributed to all specimen-collecting areas within the

hospital (nursing stations, operating room, emergency room, out-patient areas) AND to areas outside the main laboratory (such as physicians' offices or other laboratories).

NOTE: It is acceptable for this information to be electronically available to users rather than in book format; there is no requirement for a paper-based specimen collection manual. Indeed, electronic manuals have the advantage of more accurately reflecting current requirements.

GEN.40100 Specimen Collection Manual Elements Phase II

The specimen collection manual includes instructions for all of the following elements, as

applicable.

1. Preparation of the patient

2. Type of collection container and amount of specimen to be collected

3. Need for special timing for collection (e.g. creatinine clearance)

4. Types and amounts of preservatives or anticoagulants

5. Need for special handling between time of collection and time received by the

     laboratory (e.g. refrigeration, immediate delivery)

6. Proper specimen labeling

7. Need for appropriate clinical data, when indicated

A variety of tests in clinical pathology also require specific clinical information (e.g. maternal AFP

screening, TDM peak and trough measurements, antibiotic therapy, etc.) or special instructions for collection, preservation, and storage (e.g. timed or 24-hour urine specimens).

**REVISED** 07/29/2013

GEN.40125 Referral Laboratory Specimen Handling Phase II

For specimens sent to reference laboratories, the referring laboratory properly follows all

requisition, collection and handling specifications of the reference laboratory.

NOTE: Pre-analytic variables must be closely controlled to maintain specimen integrity. These

include specimen temperature, transport time, and the interval before separation of blood cells from serum/plasma. For coagulation tests, important considerations include proper filling of the collection tube, the use of waste tubes, and, if blood must be drawn through an indwelling line, flushing of the line. Twenty-four-hour urine specimens may require special preservatives for specific tests. Also, it may be necessary to collect specific patient information required by the testing laboratory.. 
SPECIMEN COLLECTION

Accurate and precise laboratory data depends on properly performed phlebotomy to obtain a high quality specimen.

Inspector Instructions:

● Specimen collection (patient identification, specimen labeling, correction of labeling,

    and adverse event) policies and procedures

● Sampling of phlebotomy training records

● Paternity/forensic collection policies and procedures

● Sampling of phlebotomy supplies (expiration date, storage)

● Specimen collection at one or more sites within the institution.

● How is feedback related to specimen quality provided to the phlebotomist?

● If specimen collection errors are a recurring problem, further evaluate the laboratory's

    investigation of how the errors occurred and the corrective actions that were implemented
**REVISED** 07/29/2013

GEN.40460 Phlebotomy Supplies Phase I

Phlebotomy supplies such as blood collection tubes and collection devices (e.g. heel lancets) are used within their expiration date and stored per manufacturer's instructions.  
GEN.40470 Specimen Collection Training Phase II

There is documentation that all personnel performing patient blood collection have been

trained in collection techniques and in the proper selection and use of equipment/supplies.

NOTE: This includes phlebotomists at remote sites that are owned and operated by the laboratory. 
GEN.40490 Patient Identification Phase II

The individual collecting the specimen positively identifies the patient before collecting a

specimen.

NOTE: Personnel must confirm the patient's identity by checking at least two identifiers before

collecting a specimen. For example, an inpatient's wristband may be checked for name and unique hospital number; an outpatient's name and birth date may be used. The patient's room number may not be used as an identifier. The patient's identity should be verified by asking the patient to identify him- or herself, when it is practical to do so*. The identifying label must be attached to the specimen container(s) at the time of collection, and not deferred until a later time. The intent of this requirement is to ensure a documented, consistently followed system for correct patient sample identification at the point of collection. 
*For example, verbal verification is not necessary if obtaining the services of a translator would

delay specimen collection.

Evidence of Compliance:

✓ Written collection procedure defining criteria for patient identification.
GEN.40491 Specimen Labeling Phase II

Primary specimen containers are labeled by at least 2 identifiers.

NOTE: All primary specimen containers must be labeled with 2 identifiers at the time of collection.

Submitted slides may be labeled with a single identifier, but two identifiers are preferred. Examples of acceptable identifiers include but are not limited to: patient name, date of birth. Hospital room number is not an acceptable identifier.

The 'primary' specimen container is the innermost container received by the laboratory that actually holds the specimen. In the outpatient setting, obtaining uniform compliance with this requirement may be difficult for thelaboratory. In this setting, the laboratory should:

1) Provide a list of acceptable identifiers to its clients; 2) Communicate with its clients regarding the importance of this requirement; and 3) Have a procedure for following up with clients when inadequately labeled specimens are received. Communication and follow-up may be through written memoranda, phone calls, visits by clientservice personnel, or other means of transport disclosure.

Evidence of Compliance:

✓ Written collection procedure defining criteria for labeling of primary specimen containers.
GEN.40492 Specimen Label Correction Phase I

The laboratory has a written policy regarding correction of information on specimen labels.

NOTE: If laboratory personnel become aware of a potential error in patient identification or other

information (e.g. phlebotomist initials, date/time of collection) on a specimen label, best practice is

to recollect the specimen. However, there may be circumstances when recollection is not possible or practical (e.g. for specimens that are impossible or difficult to recollect, such as cerebrospinal fluid, etc.).The laboratory should define the circumstances under which correction of the information on specimen labels is permitted. A record of all such corrections should be maintained. The laboratory should investigate errors in specimen labeling, and develop corrective/preventive action as appropriate, including education of personnel who collect specimens.

Evidence of Compliance:

✓ Records of corrections to specimen labels and corrective action

NOTE TO INSPECTOR: The following requirement applies to laboratories that do not perform compatibility testing in-house, and for whom no Transfusion Medicine checklist is used.

**REVISED** 07/31/2012

GEN.40493 Compatibility Specimen Labeling Phase II

All blood samples used for compatibility testing are labeled at the time of specimen collection

in the presence of the patient with:

1. Patient's first and last name

2. Unique identification number

3. Date of collection

4. A method to identify the phlebotomist

NOTE: Blood specimens collected for compatibility testing must be positively and completely

identified and labeled before leaving the patient. Acceptable practices for positive identification of

patient and blood specimen labels must be defined in the procedure manual and may include visual inspection and/or an electronic system to read the identifying information contained in bar codes or radio-frequency identification (RFID) microchips or the patient's wristband. Acceptable practices for generating specimen labels must be defined in the procedure manual and may include electronic devices utilizing information encoded in bar codes or RFID microchips. There must be a dependable method to identify the phlebotomist who collected the blood sample, such as initials or another identifier on the tube, or an electronic record.

Evidence of Compliance:

✓ Written procedure defining labeling requirements of specimens for compatibility testing AND

✓ Written procedure defining system identifying the phlebotomist collecting compatibility testing

Specimens

GEN.40497 Paternity/Forensic Data Phase II

If the laboratory collects specimens for paternity/forensic identity testing, the following data are obtained:

1. Place and date of specimen collection

2. Identity of person collecting the specimen

3. Photograph, or photocopy of a picture identification card for each individual

    tested

4. Signed record of information (including name, race, relationship) for each

    individual tested

5. Date of birth of child

6. Synopsis of case history/investigation, sample source

7. Documentation of informed consent

NOTE: If the laboratory uses prepackaged kits for specimen collection, any additional instructions

that accompany the kit must be followed.

GEN.40498 Specimen Labeling - Paternity/Forensic ID Phase II

For paternity/forensic identity testing, the information about each individual and the accuracy

of the sample label is verified by that individual or the legal guardian.

Evidence of Compliance:

✓ Records of information and label verification by patient or legal guardian

GEN.40505 Phlebotomist Feedback Phase I

There is a mechanism to provide feedback to the collector of the specimen on issues relating to specimen quality.

NOTE: The accuracy of an analytic result depends upon the initial quality of the specimen. Proper

phlebotomy techniques are essential.

Evidence of Compliance:

✓ Written policy defining methods for providing feedback to phlebotomists AND

✓ Records of phlebotomy issues communication such as staff meeting minutes OR records of

   employee counseling.
