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PROVIDER’S CONFIDENTIAL REPORT OF HIV/AIDS INFECTION

PATIENT INFORMATION

PATIENT HISTORY

1. PATIMY 10 NUMGER (FROM LAB RL46) 15, AFTER 1977, THIS PATIENT HAD: (CHECK ALL THAT APFLY)
Y N
2LPATIENY NAME (LAY, FVRAT: ) OO sex with Male
O O sex with Female
- ADGTIESS (ETRIRT, ART: A FO. KO [J LI Injected Non-Prescription Dry
O Recaived Clatiing Factor Esvm Ox O oter
CITHSTATE, 38 CODE: O L] Blood Transfusion: ~ First . Last ,
O O Worked In Health Care Setting: Qccupation:
GOUNTY; z 'ElE”";“E O O Recipient Of Tissue/OrgansiArtificial insemination Date: !
5. 887 6. 0oN¢ O I mjection Drug User
O O Bisexual Male (Femnale Only)
T.OMTEOPERIN |8 AGE 5 MARITAL STATUS [ 10. SEX. L] 00 Person With Hemophilia/Coagulation Disorder
1| 5 M [0 W B | [0 transtusion/Transplant Recipient With Documented HIV Infoction
“Elmvj:n- [=] AsisnPaciio . 12, Hispanic Emniclty | [T T Person ith AIDS/HIV Infection Whose Risk Is Not Known
D O ik atia DOves ONo | 16. FOR PEDIATRIC/PERINATAL CASES
5 VRS i L] Ooconsed~ Do of Doty —— 7 e Free I;?‘VE{ nl,:n T\;ﬁsvlf:nf OF AGE, MOTHER WITH HIVIAIDMS;h S , ,
14 CouNTRY OF BRTH [ us. [ other Cluskaown | ¢ Newborn, Date Anti-Retroviral Therapy for HIV Prevention Began: — /— /.
17. FOR ADULT FEMALES  Hopalitis B: HBsAg [1Pos LINeg  numper of Live-Born Infants Delivered in the Last 18 Months:
Y] [)] Patient is Currently Pregnant EDC: — / /. Provide Birih Information for Most Recent Birth(s):
If Yos, Week of Pregnancy Antiretroviral Therapy Began: fuo: S Birth Hospital: Breastted [¥] [R)
[ zovazny O other: 008: /— Birth Hospital: Breastted [Y] [N)
WI5B0-1641 @12 E]
BORATORY DATA
18, CURRENT HIV TEST(s) ncon- Not TEST DATE | 20. IF HIV TESTS ARE NOT DOCUMENTED, IS HIV DIAGNOSED BY A PHYSICIAN?
HIV Antibody Tests: Pos Neg clusive Done MMDDNYY If Yes, Diagnosis Date: ’
HIV-1 EIA . =i Provider: City/state:
HIV-1 Western BIoVIFA . o o o [m}
HIV-IHIV-2 Combination EIA.. 0 O 0O [u] 21.[Y] [N] Pationt s Past or Present HIV Vaccine Trial Participant
e e e i . b o B 22. PREVIOUS HIV TEST?[Y] ] It Yes, Most Recent Result: [F] [][ln ]
HIV Antibody Test Specimen Was: - £
O Serum 0 Oral Fluid [ Urine 1 Other: Typeof Test: [J Antibody [JAntigen [JPCR  [J Culture
. O Qualitative PCR O Quantitative PCR (VL}
tncon-  Not TESTDATE| LI Other (specily) Test Date: A
HIV Detection Tests: Bos Neg olusive Done MMDDNYY Providar:
PCR,DNAorANAProbe ... 00 O O O /| gusiae;
Culture ... o o o | I Y i
Antigen Test . o o 0o | O It Previously Tested, Reason for Retest:
Other: Q i O Case Management Eligibility O MedicaidMedicare Eligibility
) [J High Risk Negative O Client Request
HIV VIRAL LOAD TESTING: (Record most recent testing) TEST DATE 0 Confirm Diagnosis O Other:
D Detectable OO Non-Detectable MM/DDYY
. 23. CD4+ LYMPHOCYTE COUNT: TEST DATE
(7  oobon  ——— o
Type 11. NASBA (Organon) 12. RT-PCR (Roche) 13. bDNA (Chiron) 18. Other 19. Unspecified g§+n::f£n(cm+ Count . } { } i"s,“L — ; —
19. TESTING LABORATORY NAME(S), ADDRESS(ES), TELEPHONE NUMBER(S): -
First CD4-+below 200pL or 14% [ [ J[ J[ Joefspl ____/_
(It Known) [ 10 1% P
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ROBIN GARNAHAN
Secretary of State
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CODE OF STATE REGULATIONS




Institutional Review Board (IRB)
GUIDELINES FOR RESEARCH INVOLVING HIV TESTING & REPORTING
The Code of State Regulations [Title 19] requires that positive HIV test results be reported to the Department of Health within three (3) days of first knowledge or suspicion.  Subjects’ names and addresses, however, are not required to be reported when the test is a direct result of participation in research or screening for research participation, if screening is considered part of the research.  In such cases, the consent form must be signed before the HIV test is performed.  To protect research participants’ confidentiality, investigators should use only a unique patient identifier when sending specimens to the laboratory and when positive test results are reported to the Department of Health. The SLU IRB recommends that no documented identifiable positive HIV results be kept on file.  
Missouri state requirements for communicable disease surveillance and reporting are available here.  Please be aware that these requirements apply to discoveries in clinical and research settings.
1. Procedures to follow for studies testing for HIV
HIV testing as a research activity (including screening):

Studies that will test for HIV/AIDS must indicate the testing as a research procedure in the IRB application.  The IRB approved research consent document must include language about the HIV testing that will be done as part of the study (refer to the IRB model consent document).    
Notification of IRB approved Research Studies Testing for HIV:

Once the study has received IRB approval, the investigator must notify the Missouri Department of Health that the study will conduct HIV testing. This notification must occur before commencement of the study.  A sample notification letter follows this guidance.  Documentation can be faxed to 573-751-6417 or mailed to:



Administrator



Missouri Department of Health and Senior Services



Office of Surveillance



930 Wildwood, P.O. Box 570



Jefferson City, MO   65102
Reporting Positive HIV Test Results:

All positive HIV test results should be reported with a unique code to the Missouri Department of Health.  The required reporting form follows this guidance and can also be found in the Missouri Code of State Regulations.  The form can be faxed to 573-751-6417.

References:  
Missouri Code of State Regulations, Title 19, CSR 20-26.040



Missouri Revised Statutes, Ch. 191, section 191.656

Missouri DHSS HIV/AIDS Surveillance Program Confidentiality and Security Manual, Revised 10/29/03
2. Sample Notification Letter 

This letter may accompany the IRB approval documentation when notifying the Office of Surveillance at the Missouri Department of Health and Senior Services (DHSS) about a research project which tests for HIV.

[DATE]

Missouri Department of Health 

   and Senior Services

Administrator, Office of Surveillance

930 Wildwood, P.O. Box 570

Jefferson City, MO 65102-0570

Re: 
IRB approved research study testing for HIV/AIDS 

Title:

SLU IRB#:

Dear Administrator:

As per the reporting requirements under Missouri Title 19 [CSR 20-26.040], this is to provide notification that the above-entitled IRB approved research project is exempt from reporting the identity of persons enrolled on this study who test positive for HIV.  A unique patient code will be used instead of identifiers such as the patient’s name and street address.

Enclosed is a copy of documentation indicating that this research study has received approval from the Saint Louis University Institutional Review Board (IRB).

If you have any questions or require further information, please contact [name] at [email and/or phone number].

Sincerely,

        [Signature of Investigator]_____

[PRINTED NAME OF INVESTIGATOR]

[INVESTIGATOR TITLE]

enclosure:  SLU IRB approval letter
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Det.
[ Asymptomatic + Kaposs sarcoma [m]
O Symptomatic, No History of AIDS-Defining liness & Lymehoma, Burkins (o€ squielend B
3 CO44 is now o hes been <200/14% e ] a
O symptomatic, AIDS-Defining Hiness Diagnosed + M. avium complex or M. kansasé, disseminated or extrapumonary  J
Bul pres Moy « M. tubsrculosis, pulmonary a
+ Candidiasis, bronchi, trachea, lungs o o + M. tuberculosis, cssem, or extapum. W]
+ Candidiasis, esophageal O O] . mycobscterkm o oner or unktentied spocies, dissem (w]
« Carcinoma, invasive cervical oo+ ‘or extrapukm.
+ Coceidicidomycoss, disseminated or extropulmonery O [l |- pnsumocysts caniniipreumonia [m]
+ Cryplococoosis, extrapuknonary 0 0| Pneumonia, recurrentin 12mo period a
+ Cryptosporidiosis, cheonic intestinal O O/ | Pprogressive mtioces leukoencephalopatty o
+ Cytomogalovinus disease (oher than fiver, spleen, of nodes) O DO/ | - satmonets sepicemia, recurrent 0
+ Cytomegalovirus retinkis (viskon loss) O O/ |+ Toxoplasmosis of brain [m]
+ HIV encephalopathy 0O O/ |- wasting syndrome due io HIV [m]
A T b 0o Eiask g e e @
Preumanits, esophagtis Pediatric: (Additiona! indicator Diseases)

+ Histoplasmosis, dissem. or axapUK. a + Bacteria itections, multple or recurrent, (el Saimonet septicernie) [

* Isosporiasis, chronic intestinal {>1 mo) U * Lymphoid inter slitial preumania andior pulmonary lymphoid hyperplasia

B3 Patient (or Parent/Guardian) Informed of HIV Infection Status
[ Physician Has Performed Spousal Notification

[@ Physician Requests Parner Notification Assistance

25. If AIDS, Facility of Diagnosis: TYPE OF FACILITY WHERE AIDS WAS DIAGNOSED: {Check One)
City/State: 0 Hospital Inpatient [ Hospital Outpatient (3 Public Clinic
Opuic [ privae £ Federal O Physician's Office [ Other:
Det. = definitive diagnosis  Pres. = presumptive diagnosis  Mo/¥r = dats of inltist diagnosis
MO 580-1641 (3-12) SHP-22

INTERVENTION/PREVENTION SERVICES

[ Physician Requests Support/Referral Information Services
[ Patient is Receiving Treatment for HIV/AIDS

1 Yes, [J Antiretroviral [ Ol Prophylaxis

27 PATIENT'S MEDICAL TREATMENT PRIMARILY RESMBURSED BY:
[J Medicaid Managed Care
O Private Insurance, Non HMO [0 Medicaid Fee-for-Service

O Private Insurance, HMO

O No Coverage
O Other:

[0 Medicare
O Self Pay

28. PROVIDERPHYSICIAN NAME, ADDRESS, TELEPHONE:

29, PERSON COMPLETING HIV REPORT: 80. DATE:

Health Department Use Only:

Initial Source: Report Source:

31. COMMENTS:

NIR Y © Date / / Initials

Type of Report: V. S

- Louis Department of Hoslth

SUBMIT  Missouri Department of Heallh & Serlor Serv - BHSH  Kansas City Heath Depariment iy
REPORT 930 Wikiwaod, PO, Box 57 Suile 2200, Survedlance Unit ‘Surveikance Unil
T0: Jatorson City, MO 65102:0670 2400 Troost Ave., Karisas Cily, MO 64108 1520 Markat St., Room 4027, 51, Lovis, MO 63103
Tel: {573} 751-6463 Tel: (816) $13-6364 Tet: (314) 612-5188
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