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Texas Department of State Health Services

<<Health Service Region____ or Local Health Department>>

Standing Delegation Orders and

Standing Medical Orders for

Tuberculin Skin Testing (TST)
I. Definitions

A. Standing delegation orders (SDO) are defined as written instructions, orders, rules, regulations or procedures prepared by a physician and designed for a patient population with specific diseases, disorders, health problems or sets of symptoms.
B. Standing medical orders (SMO) are defined as orders, rules, regulations or procedures prepared by a physician or approved by a physician or the medical staff of an institution for patients that have been examined or evaluated by a physician and that are used as a guide in preparation for carrying out medical and surgical procedures or both.  These orders, rules, regulations or procedures are authority and direction for the performance for certain prescribed acts for patients by authorized persons as distinguished from specific orders written for a particular patient.

II. Purpose

A. These standing delegation orders/standing medical orders  are provided for <<Department of State Health Services or local health department name>> non-licensed health care workers providing tuberculin skin testing services in <<Health Service Region ____ or local health department service area>>, under the medical supervision of the authorizing physician.  All staff authorized to use these orders will review the SDO/SMO and sign a cover sheet at least annually.  The SDO/SMO and the signature sheets will be retained by the agency for 25 years.  It is the intent of all parties involved that the procedures done through them are in conformity with the Texas Medical Practice Act, the Texas Nurse Practice Act, and rules promulgated under those acts.

III. Process for development of these standing delegation orders/standing medical orders
A. Initially written and reviewed annually by staff at the Department of State Health Services (DSHS) Central Office TB Program;

B. Reviewed by TB expert physicians who are recognized by the DSHS TB program;

C. Reviewed and approved by the physician manager responsible for TB prevention and control;

D. Sent electronically to DSHS regional TB program managers and local health department TB programs as a template for regional or local health department use.

E. Regional Medical Directors and local health department physicians review the template, make any changes they wish to make, sign them and distribute them for use by their non-licensed health care workers to use when delivering tuberculin skin testing TB services to individuals.

IV. Requirements for non-licensed health care workers performing these orders

A. Be an employee (or contractor) of the health department responsible for the care of the patient;

B. Training that allows the provider of TST services to demonstrate to their supervisor or the nurse responsible for management of the TB patient at least the following knowledge and skill:

1. Ability to identify the purified protein testing solution and appropriate syringe they will use to administer the TST;
2. Demonstrate understanding of local or regional health department procedures related to TST;
3. Ability to describe when they must wear an N-95 respirator and perform a fit-check.
4. Demonstrate the ability to administer and interpret a tuberculin skin test according to the procedures contained in this document.  

C. Receive initial and annual performance evaluations by the non-licensed health care worker’s supervisor that document the person’s ability to carry out these orders in the customary manner. Contractors shall receive initial and periodic monitoring by a designated health department supervisor or nurse responsible for the management of TB services to document the person’s ability to carry out these orders in the customary manner. 
V. Place of service and method of contacting the physician
A. Authorized personnel can provide services under the SDO/SMO in the clinic when the physician is with the patient or in the building.

B. Authorized personnel can provide services under the SDO/SMO in the patient’s home, in the clinic setting, or other field settings when a process for contacting the physician has been established by the local or regional health department.  
C. Non-licensed health care workers that provide services using these orders should contact the authorizing physician through the established process when medical direction or consultation is needed. In an emergency situation, the authorized person is to call 911, provide first aid services, and contact the supervising physician.
Procedures for Tuberculin Skin Testing (TST)
Administration of the Tuberculin Skin Test (TST)

Equipment:

1. Refrigerator monitored for temperature between 35 and 46 degrees Fahrenheit (in the field use an insulated cooler that will maintain that temperature range)

2. PPD (purified protein derivative) tuberculin antigen

3. Disposable safety-engineered tuberculin syringe with ¼ inch to ½ inch 27-gauge needle

4. Alcohol sponge or swab

5. Flexible plastic ruler that measures in millimeters (mm)

6. Sharps container for appropriate disposal of syringe

Preliminary

1. Use appropriate hand hygiene methods before starting.

2. Bring patient to a well-lit area that provides protection of patient confidentiality.
3. Obtain the patient’s signature or the signature of someone authorized to consent for the patient on a general consent form. The general consent should be in a language the person signing can understand or use of an interpreter should be documented.
4. Screen patient for contraindications (severe adverse reactions to a previous TST) or factors that increase the risk of progression to TB disease if infected. (May use TB-207 for targeted TB screening or TB-208 for patients with known recent exposure to someone with TB disease.)
a. Determine if patient reports any of the following conditions: 

1) BCG vaccine; (The history of BCG vaccine should be documented but does not cancel the need for tuberculin skin testing.)
2) a recent viral disease or immunization with a live virus vaccine within the last 6 weeks; (A TST may be given on the same day as a live virus vaccination, but if the patient reports a recent viral disease or a recent immunization with a live virus vaccine, the TST should be postponed until 6 weeks after the event. However, if the patient is a high or medium priority contact to a person with currently known or suspected infectious TB disease, place a TST and document information about the recent viral disease or live-virus immunization.  If the first TST is negative, place another TST 8 weeks after contact is broken.  If the second TST is greater than 5 mm and there is doubt about whether the second TST represents recent or remote infection, obtain instructions from the treating physician or obtain a consultation from a DSHS recognized expert TB physician.)
3) immunosuppression by disease, drugs, or steroids,

4) a previously positive skin test.

5. If the patient reports a previous reaction to the skin test, ask the patient to describe the appearance of the reaction.

a. If the patient describes ulceration, necrosis, vesiculation, or bullae at the test site, or symptoms of anaphylactic shock; do not give the TST and refer for evaluation. Ulceration, necrosis, vesiculation, or bullae at the test site, or symptoms of anaphylactic shock are the only contraindications to having a TST administered.  The patient should be asked about symptoms of TB disease for routine screening. If the patient with a history of a previous severe reaction to a TST has had a recent unprotected exposure to a person with potentially infectious TB disease, the patient should have a symptom screen and a chest radiograph. Additional diagnostic tests may be needed if indicated by the symptom screen or chest radiograph.

6. If the patient has written documentation of a previously positive TST, do not give the TST; evaluate as described for 4. a.

7. Select a site on the upper third of left forearm with palm up approximately 2 inches from elbow or wrist that is free from veins, lesions, heavy hair, bruises, scars or muscle ridges. Cleanse the skin of selected site with alcohol by circling from the center of the site outward. Allow skin to dry. An intradermal test may be applied at any site but the use of the left arm is practiced universally to facilitate identifying the location of the injection site by the health care worker who reads the test. If the test is applied at another site, document the exact site of injection. If neither arm is available or acceptable for testing, the back of the shoulder is a good alternate TST administration site.

Placing the TST

1. Remove PPD from refrigerated storage. To avoid reducing the potency of the PPD, store inside the body (not the door) of a refrigerator that is monitored to maintain a temperature between 35-46 degrees Fahrenheit. When the TST is to be administered in the field, transport and store the PPD in an insulated cooler to protect from heat and light.
2. Confirm that the PPD is 5 tuberculin units (TU) of PPD per test dose of 0.1 ml.

3. Confirm that the PPD has not expired and that the vial has not been opened more than 30 days. When opening a new vial, mark the vial with the date opened.

4. Clean vial stopper with antiseptic swab. Draw up slightly more than 0.1 ml of PPD into tuberculin syringe. Remove excess volume or air bubbles to exactly 0.1 ml of 5 TU PPD while needle remains in vial to avoid wasting of antigen. Remove needle from vial. Return antigen vial to refrigeration immediately after filling. Fill syringe as soon as removed from refrigeration to protect from heat. Use immediately to avoid adsorption onto the syringe.

5. Rest the patient’s arm on a firm, well-lit surface.

6. Stretch the skin slightly. Slightly stretching the skin facilitates the introduction of the needle. Stretch skin by placing the non-dominant hand of the health-care worker (HCW) on the patient’s forearm below the needle insertion point and then applying traction in the opposite direction of the needle insertion. Be careful not to place the non-dominant hand of the HCW opposite the administration needle if the patient is likely to move during the procedure. In children some trainers prefer stretching the skin the in the opposite direction of the needle insertion by placing the non-dominant hand of the HCW under the patient’s forearm. This method should not be used for persons with poor skin turgor.

7. Hold the tuberculin syringe close to the skin, bevel up, so that the hub of the needle touches the skin as the needle is introduced. Insert the needle in the first layer of skin with the tip visible beneath the skin. Advance the needle until the entire bevel is under the first layer of skin. Release the stretch in the skin. Holding the syringe in this position will reduce the needle angle to about 5 to 15 degrees at the skin surface, promoting the correct entry for a proper intradermal injection.

8. Inject the PPD into the superficial layer of the skin to form a wheal 6 mm to 10 mm in diameter.

9. Remove needle without pressing the skin at the test site and activate the safety feature of the syringe according to manufacturer’s recommendations. Some safety syringes are designed to retract from the skin as the health care worker activates the safety mechanism.

10. Place used needle and syringe in a puncture resistant container without recapping the needle.

11. Immediately measure the wheal to insure that it is 6-10 mm in diameter. If a wheal does not appear (because the injection was made too deeply), or the wheal is smaller than 6 mm (because the needle was not under the skin and part of the antigen leaked on the outer surface of the skin), reapply test at another site at least five centimeters (two inches) from the original site

12. If blood or fluid is present, blot site lightly with gauze or cotton ball and discard used gauze or cotton according to local standard precautions.

13. Document at least the following information: date of TST placement; PPD lot number and expiration date; person who placed the TST; and location of injection site.

14. Provide instructions to the patient regarding care for the injection site.

a. The wheal (bump) is normal and will remain about 10 minutes.

b. Tell the patient to avoid touching the wheal or scratching close to the injection site.

c. Avoid pressure or bandage on injection site.

d. Patient may wash with soap and water (without pressure) after 1 hour. No lotions or liquids on site, except for light washing as above.

15. Give patient an appointment date and time for reading within 48 to 72 hours.

16. Use appropriate hand hygiene methods after placing TST

Reading the Tuberculin Skin Test

Preliminary

1. Use appropriate hand hygiene methods before starting.

2. Keep fingernails shorter than fingertips to avoid misreading TST result. 

3. Gather together reading materials (e.g., eyeliner pencil or ballpoint pen and flexible ruler that measures mm).

Reading the TST

1. Read the test within 48-72 hours. Tuberculin skin tests are tests of delayed hypersensitivity.

2. Have a good light available. Flex the patient’s forearm slightly at the elbow.

3. Inspect for the presence of induration. Inspect from a side view against the light. Inspect by direct light. Induration refers to hardening or thickening of the tissues. In rare instances, the reaction might be severe (vesiculation, ulceration, or necrosis of the skin.) Report severe adverse events to the FDA MedWatch Adverse Events Reporting System, telephone: 800-FDA-1088; fax: 800-FDA-0178; http://www.fda.gov/medwatch report form 3500, Physicians’ Desk Reference. Also, fax a copy of the report to the attention of the Nurse Consultant, DSHS TB Services Branch at 512-458-7451.

4. Bend patient’s arm at elbow to a 90 degree angle

5. Palpate: lightly rub the finger across the injection site from the area of normal skin about two inches from injection site to the area of induration. Do this from four directions. Use zigzag featherlike touch.

6. Repeat palpation with arm bent at elbow at a 45 degree angle to determine presence or absence of induration.

7. Outline the diameter of induration, if present, with ballpoint pen or eyebrow pencil by placing small dots on both sides of the induration. Erythema (redness) without induration is not significant to the tuberculin skin test result. When the induration is not symmetrical, the transverse (at right angles to the long axis of the body) diameter will usually be smaller.

8. Inspect placement of dots relative to the induration, repeat finger movements and adjust dots if needed.

9. Mark the dots that are transverse (perpendicular) to the long axis of the forearm. To insure consistency, measure the maximum transverse diameter of induration (not erythema) in millimeters with a flexible ruler.

10. Place the “0” ruler line inside the edge of the left dot. Read the ruler line inside right dot edge. Use the lower measurement if between two gradations on millimeter scale.

11. Record the TST result as a single measurement in millimeters (mm), even one that will be classified as negative.

12. Always record every TST result as the number of mm of induration. If there is no induration, record the result as 0 mm, not just as negative.

Interpretation of the Tuberculin Skin Test

Negative reaction: An induration less than the specified criteria based on risk factors shows either a lack of tuberculin sensitivity or a low grade sensitivity that most likely is not caused by M. tuberculosis. A negative test does not rule out the presence of tuberculosis. Because of the possibility of a false-negative result, the tuberculin skin test should never be used to exclude the possibility of active disease among persons for whom the diagnosis is being considered.
Interpreting Two-Step Tests: If the patient will be subject to routine screening by TST and has not had a TST administered within the last 12 months, a two-step TST is recommended to lessen the risk of misinterpretation of a boosted reaction to the next routine test.  In a two-step test, the first test is documented.  If the result would normally be considered negative, a second TST is administered within one to two weeks of the first test. The result of the second TST is documented and considered the true result.  
Positive Reaction: An induration greater than or equal to the specified criteria based on risk factors indicates infection with the bacillus that causes tuberculosis. There is some cross reaction of similar species of bacteria. So for persons with decreasing risk factors, the criteria for a positive reaction is set at a larger measurement because larger reactions are more likely to be caused by infection with bacteria of the Mycobacterium tuberculosis complex. Further evaluation is required to diagnose tuberculosis disease:

1. An induration of 5 mm or more is considered to be positive for

a. HIV-infected persons

b. Recent contacts to a known TB case

c. Individuals with fibrotic changes on chest radiograph consistent with old TB

d. Patients with organ transplants 

e. Persons who are immunosuppressed for other reasons such as taking the equivalent of greater than 15 mg/d prednisone for longer than 1 month or taking tumor necrosis factor - alpha antagonists. (The health care worker should seek medical judgment from the physician to interpret the TST result if the patient reports conditions affecting the immune system that are not specified above.)

2. An induration of 10 mm or more is considered to be positive for 

a. Recent arrivals (< 5 yr) from high-prevalence countries;

b. Injection drug users;

c. Individuals who are in close contact with persons with tuberculosis disease and who have reactions ≥ 5 mm should be considered positive and be evaluated for treatment of either latent tuberculosis infection or tuberculosis disease. Individuals with skin test results of ≥10mm should be considered positive and be evaluated for treatment of either latent tuberculosis infection or tuberculosis disease. Note: For persons with negative tuberculin skin test reactions who undergo repeat skin testing (e.g., health care workers), an increase in reaction size of 10 mm or more within a period of 2 years should be considered a skin test conversion indicative of recent infection with M. tuberculosis. In some individuals who have been infected with nontuberculous mycobacteria or have undergone BCG vaccination, the skin test may show some degree of induration. For these individuals, a conversion to “positive” is defined as an increase in induration by 10 mm on subsequent tests.

d. Residents and employees of high-risk congregate settings: correctional facilities, nursing homes and other health care facilities, residential facilities for AIDS patients, and homeless shelters;

e. Mycobacteriology laboratory personnel;

f. Persons with high-risk clinical conditions: silicosis, diabetes mellitus, chronic renal failure, some hematologic disorders (e.g., leukemias and lymphomas), other specific malignancies (e.g., carcinoma of the head or neck and lung), weight loss of > 10% of ideal body weight, gastrectomy, jejunoileal bypass;

g. Children < 4 years of age, or infants, children, and adolescents exposed to adults in high-risk categories

h. For persons whose medical history and home environment are at low risk but are now being tested upon employment in a situation with risks for exposure to tuberculosis, a reaction of > 15 mm induration is considered positive for the initial test. These employees may be given a two-step test. In a two-step tuberculin test, if the first result is negative, a second test is administered within one or two weeks. The second test result is considered the true result and is meant to account for the characteristic of the test solution to boost the ability of the immune system to react to the test solution in someone who was infected in the distant past. Subsequent routine screening tests would be positive at an induration of 10 mm.

3. An induration of 15 mm or more is considered to be positive in individuals with no known risk factors for tuberculosis. Persons who have no risk factors for tuberculosis may have been exposed to non-tuberculous mycobacteria in soil or water and may have some reaction to the test solution. It is considered that all persons with 15 mm induration have been infected with an organism from the Mycobacterium tuberculosis complex.

Documentation:

1. Record name of antigen, manufacturer, lot number, expiration date, date of testing, and date of reading.

2. Record site of application of test if applied at site other than the left volar surface. 

3. Record the size of induration in millimeters (mm).

4. Record whether the result is considered positive or negative.

5. Document instructions given to the patient regarding care of the injection site.
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