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TUBERCULIN SKIN TESTING TWO-STEP PROTOCOL: 
FOR INITIAL TESTING IN ADULTS WHO WILL BE UNDERGOING ANNUAL TESTING 

v2 
PURPOSE Approved 12/11/2019
This protocol specifies the criteria and procedures for pharmacists to initiate the dispensing, 
administration and interpretation of the Mantoux Tuberculin Skin Test (TST) to assist in 
tuberculosis prevention and control. The two-step testing will help in reducing the likelihood 
that a boosted reaction to a subsequent TST will be misinterpreted as a recent infection. 

PHARMACIST EDUCATION AND TRAINING 
Prior to initiating the dispensing, administration and interpretation of TST under this protocol, 
the pharmacist(s) must successfully complete training and follow procedures as specified by the 
US Centers for Disease Control and Prevention Guidelines for Targeted Tuberculin Testing1 from 
a provider accredited by the Accreditation Council for Pharmacy Education, completion of 
Module 3 of the CDC Core Curriculum on Tuberculosis: Targeted testing and the diagnosis of 
latent tuberculosis infection and tuberculosis disease2, or by a comparable provider approved 
by the Kentucky Board of Pharmacy. 

Provider of Training:  

Date of Training:   

Inclusion Criteria 
Pharmacists acting under this protocol are authorized to initiate the dispensing, administration 
and interpretation of TST to adults ages > 18 years of age who are receiving initial TB skin 
testing and will be receiving an annual TST for employment purposes. 

Exclusion Criteria 
Individuals meeting any of the following criteria: 

• Allergy to any component of the TST or those patients with a previous allergic reaction
to TST

• History of severe reaction (necrosis, blistering, anaphylactic shock, or ulcerations) to a
previous TST

• Documented active TB or a clear history of treatment for TB infection or disease
• Extensive burns or eczema at the administration site
• Live vaccination administered within the last 28 days

1Targeted Tuberculin Testing and Treatment of Latent Tuberculosis Infection ATS/CDC Statement Committee on Latent Tuberculosis Infection, 
June 2000. Available at https://www.cdc.gov/mmwr/preview/mmwrhtml/rr4906a1.htm. 

2 CDC Core Curriculum on Tuberculosis. Available at https://www.cdc.gov/tb/education/corecurr/pdf/chapter3.pdf.

https://www.cdc.gov/mmwr/preview/mmwrhtml/rr4906a1.htm
https://www.cdc.gov/tb/education/corecurr/pdf/chapter3.pdf
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• History of positive TST 
• History of documented previous bacilli Calmette-Guerin (BCG) vaccination 

 
MEDICATIONS 
This protocol authorizes pharmacists to administer tuberculin skin test antigen, also known as 
purified protein derivative (PPD), read, and interpret the TST. The Mantoux tuberculin skin test 
(TST) is the standard method of determining whether a person is infected with Mycobacterium 
tuberculosis. This protocol authorizes the pharmacist to dispense and administer the following 
products with an approved indication for TST. 

 
Product Mfr. / Dist. NDCs* 
Tubersol Sanofi Pasteur 1mL (10 tests) = 49281-752-21 

5mL (50 tests) = 49281-752-22 
Aplisol Parkdale 1 mL (10 tests) = 42023-104-05 

5mL (50 tests) = 42023-104-05 
*or any other FDA-approved tuberculin skin test antigen 

 

PROCEDURES FOR INITIATION OF TB SCREENING 
Decision to conduct TST will be based on relevant medical and social history and consideration 
of contraindications and precautions as outlined below and in the ATS/CDC Guideline.1. In 
addition, the need for periodic retesting and individual risk factors for occupational exposures 
will be used to determine the need for two-step testing. 

 
Relevant Medical and Social History 

• Past medical history, including vaccination history 
• Current medications 
• Allergies and hypersensitivities 
• Current living environment 
• History of TST and reactions to TST 

 
Contraindications and Precautions 

• Allergy to any component of the TST or those individuals with a previous allergic 
reaction to TST 

• History of severe reaction (necrosis, blistering, anaphylactic shock, or ulcerations) to a 
previous TST 

• Documented active TB or a clear history of treatment for TB infection or disease 
• Extensive burns or eczema at the administration site 

 
The TST is performed by injecting 0.1mL of tuberculin PPD in the inner surface of the forearm. 
The injection should be made with a tuberculin syringe, with the needle bevel facing upward. 
The TST is an intradermal injection. When placed correctly, the injection should produce a pale 
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elevation of the skin (a wheal) 6 to 10 mm in diameter (see Appendix A for detailed 
procedures). 

PROCEDURES FOR MONITORING AND FOLLOW UP 
The skin test reaction should be read between 48 and 72 hours after administration. An 
individual who does not return within 72 hours will need to be rescheduled for another skin 
test. The reaction should be measured in millimeters of the induration (palpable, raised, 
hardened area or swelling). The reader should not measure erythema (redness). The diameter 
of the indurated area should be measured across the forearm (perpendicular to the long axis) 
and recorded as millimeters of induration. 

 
Interpretation and classification of TST results is determined by diameter of induration and 
consideration of risk factors as outlined in ATS/CDC Guideline1 (Appendix B). If active TB 
symptoms are present or indicated on the TB risk assessment documentation (see Appendix C), 
patient must be immediately referred to a healthcare providerfor treatment and further 
advised regarding isolation precautions. 

 
An initial positive reaction is considered a TB infection and a second TST is not required. An 
initial negative reaction requires a retest 1-3 weeks after the initial TST. Upon retesting, a 
negative reaction suggests the patient does not have a TB infection, in which case TST can be 
repeated annually. However, a positive reaction after retesting is considered a boosted reaction 
due to a TB infection that occurred a long time ago. In this case, the patient has a latent TB 
infection and referral is required such that treatment considerations can be made (see 
Appendix D)2. 

EDUCATION REQUIREMENTS 
Individuals receiving TST will receive education regarding: 

• Need to return in 48-72 hours for interpretation of the TST 
• Result of the TST 
• Need for a second TST in 1-3 weeks if the initial result is negative 
• Need for confirmatory evaluation and a chest X-ray following a positive TST result 
• Between an initial positive TST and confirmatory evaluation, the patient may carry on 

normal activity unless showing signs and symptoms of active TB disease. 
• If active TB symptoms are present or indicated on the TB risk assessment 

documentation (see Appendix C), patient must be immediately referred to a healthcare 
provider for treatment and further advised regarding isolation precautions. 

DOCUMENTATION 
Pharmacists will document via prescription record with each person who receives a TST under 
this protocol including: 
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1. Documentation as required in 201 KAR 2:170 for the dispensing of prescription 
medication; and Documentation that the individual receiving the TST was provided 
with the required education and referral information pursuant to this protocol. 

2. Documentation of test and result must be maintained by the pharmacist and 
provided to the patient and shall include both the millimeters of induration and 
interpretation of test (negative or positive). 

3. Individual test results, either positive or negative, may be provided to others upon 
the individual’s request. This can include employers when testing is provided as 
requirement of employment. 

 

NOTIFICATION AND REFERRAL 
Pharmacist shall ask all persons receiving TST under this protocol for the name and contact 
information of the individual’s primary care provider and shall provide notification of the 
test performed under the protocol to the identified primary care provider within two (2) 
business days. Any individual affirmatively stating that the individual does not have a 
primary care provider may still receive a TST under this protocol provided all other 
applicable requirements of the protocol are met. 

 
Guidance provided by 902 KAR 20:205 indicates all positive results must be sent to the 
local health department within one (1) business day and, if available, the individual’s 
primary care provider for follow-up. 

[If directed by the authorizing prescriber the pharmacist(s), shall provide written 
notification via fax or other secure electronic means to the authorizing prescriber of 
individuals receiving TST under this protocol within 7 days of initiating dispensing.] 

TERMS 

This protocol is effective as of the date all parties execute the document. It shall remain 
in effect for a period of one year and shall automatically renew for successive one-year 
periods unless otherwise terminated by any party, with or without cause. Any 
termination without cause shall require prior notice to all parties of no less than sixty 
days. 

 

SIGNATURES 
 
 

Prescriber Name          Date 
 
 
 

Prescriber Signature 
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Pharmacist Name            Date 
 
 
 

 

Pharmacist Signature 
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Appendix A: Procedural Checklist for Placing/Reading Tuberculin Skin Tests3 

 
 
 

3 Guidelines for preventing the transmission of tuberculosis in Healthcare Settings, 2005. MMWR Vol. 54 / No. RR-17. Available at 
https://www.cdc.gov/mmwr/pdf/rr/rr5417.pdf. 

https://www.cdc.gov/mmwr/pdf/rr/rr5417.pdf
https://www.cdc.gov/mmwr/pdf/rr/rr5417.pdf
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Appendix A: Procedural Checklist for Placing/Reading Tuberculin Skin Tests3
 

 
 
 

3 Guidelines for preventing the transmission of tuberculosis in Healthcare Settings, 2005. MMWR Vol. 54 / No. RR-17. Available at 
https://www.cdc.gov/mmwr/pdf/rr/rr5417.pdf. 

https://www.cdc.gov/mmwr/pdf/rr/rr5417.pdf
https://www.cdc.gov/mmwr/pdf/rr/rr5417.pdf


 

Appendix B: Interpretation of the Tuberculin Skin Test 

The TST reading should be based on measurement of induration, not erythema, using a 
Mantoux skin test ruler. The diameter of induration should be measured transversely to 
the long axis of the forearm and recorded in millimeters. Record no induration as zero (0) 
millimeters. 

 
Classification of the Tuberculin Skin Test Reaction (Table 8: page 1390) 

 
Induration of >5mm Induration of >10mm Induration of >15mm 
Positive if certain factors 
present: 

• HIV positive 
• Recent contact with 

active TB patient 
• Individuals with 

fibrotic changes on 
chest radiograph 
consistent with prior 
TB 

• Individuals with organ 
transplants 

• Individuals who are 
immunosuppressed 
for other reasons 

Positive if certain factors 
present: 

• Recent immigrants 
(<5years) from high 
prevalence country 

• Injection drug users 
• Residents and 

employees of high- 
risk congregant 
settings 

• Mycobacteriology lab 
personnel 

• Persons with clinical 
conditions that place 
them at high risk 

• Positive for any 
individual, including 
persons with no 
known risk factors for 
TB testing 

• However, targeted 
skin testing programs 
should only be 
conducted among 
high-risk groups 

 
 

A negative TST result does not exclude LTBI or active TB disease. 
 
 
 
 
 
 
 
 

Measure TSTs 
Transversely 

 
 
 
 
 
 
 
 
 
 
 



 

Appendix C:  Kentucky Department for Public Health TB Risk Assessment Forms (Example of TB-4 TB Risk Assessment Form 
(Rev. July 2018); TB-4a Instructions for TB Risk Assessment; TB-4b Additional Instructions) Please check the Kentucky 
Department for Public Health website for updates to TB Risk Assessment forms under Clinical Service Guide Forms and 
Teaching Sheets: https://chfs.ky.gov/agencies/dph/dpqi/hcab/Pages/ccsguide.aspx 

https://chfs.ky.gov/agencies/dph/dpqi/hcab/Pages/ccsguide.aspx


 

 



 

 



 

 
 



 

Appendix D: Booster Phenomenon and Two-step TST Testing (Chapter 3, page 58-59)2 
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