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P’C* STUDY

Clinical Research Nurse Survey
FORM # 85

on 3/25/96 , this survey was mailed directly to each Nurse Coordinator on the
P2c? study. The following instructions were included:

INSTRUCTIONS

1. You are asked to complete the enclosed survey and return it by Friday,
April 5, 1996 to the Nurse Coordinator at your designated clinical center
where the survey data will be entered.

2. Enter your CCC assigned certification number on the form. Do not include
your name.

3. When responding to the survey questions, consider your past and current
activities within the P?C? study.

4, If you have any questions about the survey as you are completing it,

contact Diane Carp or Gloria Xanthos at Mount Sinai School of Medicine by
E-mail or phone at (212) 241-1849.

Rev. 03/35/96
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Form #: 85
V0T D7- FORN
Enter your Cert. number: __jybf%—(fiﬂ’ Date Completed: _ _ / _/_
(Cert. # of individual completing this survey) (mm/ dd/y}')

Please respond to all yes/no questions using the following codes:
0 = no
1 = yes

Demographics

1. Enter you institution number ..............ccc.0eeieeennen

e

2. How long have you been working on the P3C2 Study? ........... HOWLONG,

1l =<1 year

= 1 —- 2 years

= 3 — 4 years

> 5 years, but not before 09/01/90
Since the commencement of the study

v wN
1

5.1_8_514’»68

3. a. Was the P2C? Study your first job in research? ..........
If no, response to 3b.

b. How many years of research experience did you have prior to ‘
the chzy S}::udy. .............. P ............ y ............ y ASEX PP
1l =<1 year
2 =1 - 2 years
3 =3 - 4 years
4 = > 5 years

4, How may years of nursing experience do you have since graduation

from your basic nursing program (include years working on the

P22 sytudy) .......... °r AT e T & VRSExP
1 = < 2 years
2 = 2 - 4 years
3 =5 -7 years
4 = 8 — 10 years
5 = > 10 years

Form # 85.00 03/25/96
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Form # 85.00

P2C? Clinical Research Nurse Survey

5. Indicate previous nursing experience prior to P2Cc2 .
a. NOTIE it v oeeeeeeseneseseassnonsnsssassnnsssosnaacsnses
b. Adult (including med/surg, ICU, floor nursing) .......
c. Pediatrics (including med/surg, ICU, floor nursing)
d. Neonatal (includes critical care) ..............ooeene
e. EMErgENncCY TOOM .. .ueoeevnmenrnsnsotsosnsnsoseacseeees
£. Outpatient clinic .........iininiiiiiiiineennees
g Maternal and child care .........cciiieeennnnnaans
h. PULMOMATY o vvvvvvnevnnnsonossannsnnsonssannenescescs
i. CardiolOogY .« .ovvviviernera i
J. HIV/AIDS o oiiititie i enia s sacnes
k. Nurse educator . ......ccoveeerosrannecasananssssenasns
1. Nurse administrator .........c.cceieveereeennooscennans
m. 1P T Yt <) + M I R
n. Other : (specify: PEOTHS P )
Characteristic of Current Position and Responsibilities
6. What is your JOB TITLE in P2C2? ...........ceenerennninnnns
1 = Nurse Coordinator
2 = Clinical Research Nurse
3 = Pulmonary Research Nurse
4 = Cardiology Research Nurse
5 = Study Nurse
9 = Other (specify: TITLESP )
7. What is your nursing classification at your specific site?

= Nurse Clinician

= Nurse Practitioner
= Staff Nurse

= LPN

= Other (specify: CLASS? )

03/25/96
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10.

11.

12.

13.

P>C? Clinical Research Nurse Survey Page 3 of 11

Document degrees held (four spaces provided):
= BSN

= MSN/MS

= MA

BA

= PHD

= Associates

= Nurse Diploma o
- Other (specify: DELRERSP )

ONOUM W
!

Do you have a certification for HIV counselling? ..........

a. During your employment with P2C2, have you pursued further
education? ...ttt i st

If yes, describe: Fup THeP

a. Did you have a written job description of your P2C2 position
when you started with P2C2? ............iiieiiiiinnn

If yes, complete llb:

b. Do you think the job description was adequate? ........

If no, please explain: ANE QL DSP

Have you developed a job description since joining P2C2%?

If yes, explain briefly why you developed 1it:
DEVD ESSP

At your center, to whom do your directly report?
= Principal Investigator

= Nurse Coordinator

Cardiology department

Pulmonary department

Nursing department

I1.D. department

Pediatric department

Other (specify: REPOR 7P )

(eRL NN WE NP VLN S

Form # 85.00 03/25/96
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P>C? Clinical Research Nurse Survey Page 4 of 11

14. a. Do you work part-time or full-time on the P2C? Study? .... PR T F Ui
1 = part-time
2 = full-time

b. How many hours per week do you work on the P22 Study? ... @RMRK
15. a. Are you directly involved with any other clinical studies? OM wo
If yes, respond to the following and indicate hours spent
on each per week 0 =no
1l =yes No. of Hours
b. ACTG AET4ST RCTGHRS
c. WITS WITSST WITSHRS
d. Other (specify: 07/'/\575[) ) OTHS T _OIMS
16. a. Have you been involved in P2C? nursing ancillary studies? ﬂﬂ_\SNLAy
If yes, indicated which ones (respond to each)
L D ) ; £ G g LR IQA/_L_ HIT
C. Teddi TOPS .. viiriniinerneencneennennaneonsenneeasnnes ﬂﬂ_ﬁ b70P
d. One sedation for cardiac and pulmonary procedures ...... ﬂME&EO
17. Have you been, or are you involved in any of the following
related to the P2C%? Study?
a. Prepared an article........... ..ottt [_)ﬁ_E_PﬂR 7
B,  PUBLLCALION + o vvveeennee e ee e e e e e eeaaeenns PRE PPUB
c. Poster session ..........c.ciiiiiiiiiiiii it f?ﬁ_E_PP&S T
d. Presentation ..........ciieieeciitiiiiiiiaa et PBEPPR’E
e. Roundtable discussion ............. .. i P&Eﬁb/f&
£, ADSETACE .. iiiiieeee ettt nenenssnssssonsssnnanssssscens IQR_E_PHBS
g. Other (specify: PﬁE PO 7\5 /0 ) PﬁfﬂTﬁ
18. Do you have responsibilities outside of the P2C? Study at your
site? (i.e. responsibilities in clinical areas or other areas
of your department) ..........c.ceciiniiaiitiiaenn WEMAA/

If yes, please specify: KESPO/!/\.(‘)O

Form # 85.00 03/25/96



19.

20.

21.

22.

P>C? Clinical Research Nurse Survey Page 5 of 11

Do you carry a "beeper" at WOTK? . iiiii it ﬁmpﬁg
Are you responsible for being on call for P2C2 patients _
QUTSIDE

outside of work hours? ........cceeeeerennnoercnnnnnevnenns
Are you ever required to work overtime for P2C2? .........s OVER TIHE

do o de ko d ke ke deo e e d ok Wk de ke ek ok ok k ok ok ok ok ok ke k ok ko ok ke k
* ITEMS 22 - 29 REFER TO YOUR EXPERIENCES WHILE WORKING ON THE *

* P2c2 STUDY. *
**********************************

Have you ever performed the following activities?

Respond to questions 22a through 22nn using the codes provided below:
0 = never
1 = sometimes

2 = often

3 - always
a. Screen and interview prospective study employees ..... /?(LE_(RE/‘/
b. Orient new study staff members ....................0. /Q_le_/\) IE A/
c¢. Evaluate study staff members performances ............ @Z@/HL
d. Supervise staff .......... i it MTHFF
e. Organize regular meeting with PI and or subsite ...... ﬁ_CT‘_/HEET
f. Inservice education ...........ccciiiiiiiiiiiiiiinnn @_T_Eﬁalﬂ/
g. Recruit study participants .............ocvieinenenenn /’iﬂ'_T_ﬁEé R
h. Enroll study patients ...........ccciiienrnnrnrinnnnns _ﬂ_de/l/RDL..
i. Involved in retention of cohort ...................... ﬂgﬁETE /‘/
j. Develop patient education materials ......... 00 ,Oﬁ__“/’_ﬁ:j;a/{
k. Educate families regarding HIV/AIDS ................. ALTE AuFM
e e e TOne By proteces, T ALTRBUCL
m. Act as resource person for families and physicians M_BE&QQ
n. Retrieve patient test results .............ccoveennnn MRE&ZLL
0. Refer clients to other care areas when necessary M_/?EFE/?
P Follow up on hospitalized patients .................. m”é}\r/)

ACTSCHED

q. Schedule appointment for study visits ..............

Form # 85.00 03/25/96



22.

Form # 85.00

aa.
bb.
ccC.
dd.
ee.
££.
gg.
hh.
ii.
3.
Kk.

11.

nn.

P2C? Clinical Research Nurse Survey

continued ..
Respond to questions 22a through 22nn by using the following codes:

0 = never
= sometimes
often
always

1
2
3
Schedule appointments for non-study visits .........

Arrange patient transportation to study visits .....

Escort patients to various hospital departments

Provide emotional support and caring to enrolled families

........................

Approach families for autopsy

Coordinate autopsy procedures

........................

Attend funeral/memorial services of deceased clients

Solicit donations to give to clients

.................

Travel to other hospitals to collect data/perform tests

Travel to other sites for P2C? meetings

Obtain medical records for review

Participate nursing conference calls with the CCC

Conduct reviews required by CCC

.............................

Prepare an annual report

Manage budgets

Perform general clerical duties (i.e. xeroxing, filing)

Data entry

...........................................

Data editing

.........................................

Investigate data discrepancies

Complete study fOImS .........cvvrvnnerrnneecrnnerenns
Respond to queries and various requests via e-mail ....
Run consistency checks

...............................

Review study forms completed by other departments

03/25/96

Page 6 of 11
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23.

Form # 85.00

P>C? Clinical Research Nurse Survey

Have you performed or assisted with
frequency. 1f there are other stud

important to jidentify, list undex other (items 23
Performed/Assiste
0 = No
1 = Perform

2 = Assist

Obtain lab specimens
Venipuncture
Physical assessment
EKG

Holter Monitor application
PFT

Echocardiogram
Spirometry

Chest x—-ray

CT scan
Bronchoscopy

Lung biopsy

DHST administration
DHST readings

Immunizations

Administration of patient sedation

Monitoring of sedated patient

PROTHLSP

Other (specify:

PRLAB
PavEN
PrpyYS
PREKE
PRHOLT R
PAPFT
PoEtHy
PASPIRD
PAXR
PALTSEN
PABRON
PRLunt
PEDHST
PhDHSTR
PAIMMU

PARMMIN

PASED
PhoTi1

PAOTHISP

PROTHA

Other (specify:

Other (specify:

PALTHISP

N

Paotn3

Other (specify:

PROTHYSP

N

Ao THY

03/25/96

d
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the following procedures. Indicate
elated activities that
r — 23u),

Frequency
1 = Sometimes
2 = Often

3 = Always

ou feel are

PoisBr
PRYENF
PRPHYSF
PREKGF
PAHOLTR F
PPFTF
PRECHOF
PASPIROF
PRLXRF
PRETSCN F
PABRONF
PRRUuNGF
PRAHST F

PRMHSTRF

PAIMHUF
PRRONIN
PSEDF
PROTHLF
PROTHLF
PROTHIF

DTy F



P2C? Clinical Research Nurse Survey Page 8 of 11

24. Have you interacted with the following departments? (Respond to each
using the codes listed below.)

0 = never 2 = often

1 = sometimes 3 = always
a. Pediatric pulmonary .........c.ccoevenerncnenuanceeeces J_A_/f}_ZAS
b. Pediatric cardiology ......eivieiiiiiiiiiiiiiiiiane J:A_,/_C'_/}_Rb
c. RadiolOgY . ivvvniiniernen it Jlfﬁ_ﬁb
d. Nuclear Medicine ........c..ieiiriinveeanerennaneeneenns Maﬂﬂ
e. Pediatric Infectious disease ..........cccovienvnaanen IA/;I_/‘/ THOIS
£ ACTC v oo e e e e e e e JVACLTG
P T R JNUWITS
B WIC oottt e e e e e Y
S0 BR e TINER
Jo OR et e e INoR
Ko PICU o e e e e e e e e e e e e JNPTeL
1. Inpatient ........iiiiiiiiiiiiiaeie i :Z_-AEA/’D7
m. Qutpatient ........c...iiiiiiiaiiiiiiiii e wu' TPT
n. Medical records .........c.ceiiiiiianiiiiiiinaenn MEBRE(/
0. Laboratory ......ceniiieiiiiiiiiai i E_Afi‘ﬁ g
P PathOlOBY . ..vivivnir e INPATH
q. Clinical Research Center (CRC).............oovvernecnns TINCLT A
r. DIELArY . iviiiirara i i Eﬂblﬁ 7
S.  S0CLial SEIVICE vrivunenitiirrrunai e INSOCTIAL
t. PhAYMACY . vvvevenenrnannsessosasusseceensusasesssces M HAR
u. Transport services .............cciiiiiiiiarieen &LA/_T_R/M/S
v. Adult HIV/AIDS services .............ocieiinnnneecennns Mil/
w. Biomedical engineering .............ccceiiiiiiiinnen l/\_ffj 0
X. Print ShOp . .vvviiiii ittt .;lA_/_P RIN 7
y. Other (specify: TNOTHEP ;_“{QTH

Form # 85.00 03/25/96



P2C? Clinical Research Nurse Survey Page 9 of 11

25. Did you interact with the following departments in earlier phases
of the study?

0 = never

1 = sometimes

2 = often

3 = always
a. Prenatal clinic .......ciiiiiiiiiiiiiiiiiiiiiii it ;LA/_/?PRE
b NICU oo e e e e e INENICU
C. NEWDOYT MUELSELY .« oveuneevreeennnnneesesssnnnnnsenseesns QA/_EA/ EWB
d. Labor and delivery .........ccciiiiiunirinninuneeaennne %Lﬁ BoR
e. Nuclear medicine ..........ciiiiriiniiinareens _:.ll,_/_E val
f. Other (specify: INECTHSP ) M07H

26. Indicate off-site agencies that you have interacted with while

on the P2C% Study.
a. Nonparticipant hospitals ...........c..ceoiiuninnnnens —E{Q /'/05/0
b. Home care agencies ......... ...ttt MHO}/E
c. Foster care agencies ...........coeiiiiiiinriiannn MFOS T
d. Preschool/school centers ............cocceoecneennnanns M PRES
e. Day care agencies .......... it MDH re
f. Satellite clinic ..........cieininiiiiiiii s M\SﬁT?—
g. Other (specify: INOOTHSP ) I_/t_@()ﬂ?’

Form # 85.00 03/25/96



P2C? Clinical Research Nurse Survey Page 10 of 11

27. Indicate the number of times you have participated in the following:
a. Annual Nurse Coordinator Workshop .................c... __l/ﬁ”_ﬂ ﬁ’i HoP

b. Steering Committee Meeting (excluding the joint session
with the Steering Committee at the Annual Nurse Coordinator
WOTKSROP)  «vvtviiiiiiiieiiiiin et -_P_ﬂ 'ﬁ_ff /7

28. Have you participated in the following activities?
0 = no
1 = yes

a. Study subcommittee meeting(s) (Cardiac, ID, Publications etc.) \S&/‘/ﬁﬁ-f

(If yes, identify subcommittee(s): J&HEE T\SP )
b. Study subcommittee conference call (s) ....... .. \5‘04(’/9/‘ I
(1f yes, identify subcommittee(s): \fd—é/QLLfP )
29. Outside of the regularly scheduled meetings and conference calls,

have you had direct contact with the NIH or its representatives
to discuss P2C2 related matters? ............coeeeeorcorcnns /‘/I#/ﬂ%
0 = no
1 = yes

If yes, please describe below:

ML o SP

Form # 85.00 03/25/96



P>C? Clinical Research Nurse Survey Page 11 of 11

30. Have you employed other activities at your center to facilitate

The STUAY?  «venvovenvonenreneneenennensaseneeusanenusnsenss OTHACT

If yes, describe and explain below. (Please consider this carefully.
Include soliciting of patient incentives, organization of parties,
personal anecdotes etc.)

OTHAE TSP
Entered by: __j?ézzljf? Date entered: __.__/:?7i:§22?i?//
(cert. #) (mm/dd/yy)

Form # 85.00 03/25/96
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PC? HIV
FEEDING INTERVENTION
FORM # 86

INSTRUCTIONS

This form is to be completed for all Group I and II patients. Document the first
episode of feeding interventionm, which occured at any time since the patient’s

enrollment, and lasted for more than two months. (We will allow a window of
three months prior to enrollment.)

Patient records must be reviewed, and data entered by April 15, 1997.

(NOTE: If the review was not completed prior to the deadline, a missing form
must be entered.)

Rev. 11/25/96
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P’C? STUDY
FEEDING INTERVENTIONS
GROUPS 1 AND II PATIENTS
Patient’s ID #: - ‘lbﬁl - Form #: 8 6
M T- FoRN
Completed by: Date Completed: __ _ /__ _/__ __
(print name) (mm/dd/yy)
Code missing data items as follows: F5 = Unknown F8 = Date unknown
1. Has the patient had feeding intervention for a period
of more than two months at anytime while enrolled on
the P2C? study, administered for a period of more than two
ey =+ T- v L I I LI
0 =no
1 = yes
2. Indicate the feeding intervention this patient has undergone o
for a period of more than two months? ............... FITYPE
1 = Gastrostomy tube
2 = Nasogastric tube
3 = Parenteral nutrition (hyperalimentation) _ o
DT-FasTR
3. Start date of intervention ............cciiiiiiieennn I A A
4.  Starting WeiSht (KE) «eeeeesrnnvrneeeesssmnnnnnmooooses __F _{—_%’_ﬂ‘f)/
5. Starting height (Cm) ........oveernnnnnarrerrnnnneees FIs Isz’
6. Stop date of intervention ...........c.c.ceiieiiinineeeen _ _;?f;ﬁj_%lf
7. Ending weight (Kg) .......iivrmirnerrnnnrnnrneerecens ___}ifi!ffl’
8. Ending height (Cm) ........cioioennnnnnnnmenmnnnnnnnens FiSl.PHJ
9. Comments: FICOMN
Entered by: ___CfﬁiT:f{O Date entered: _____/}i?;j%gfiﬁ{{
(cert. #) (mm/d4d/yy)
Form # 86.01 03/20/97

Naw Vaiickl added 52//7/??



P*C? STUDY Page 1 of 2
PRIMARY CARETAKER EXIT INTERVIEW

FORM # 87

INSTRUCTIONS

Data for Form 87 is to be obtained directly from the caretakers of Group I, Ila
and IIb children currently enrolled in the P2C? study. This form is to be
completed by the interviewer in the presence of the primary caretaker or by
telephone contact with the primary caretaker. For the purpose of this exit
interview the "primary caretaker" 1is defined as the person living with and
assuming the daily care for the child who is the participant in the P2C? study.
Data collected for this form i{s limited to information about the child and
caretaker pertaining only to the period of time that the child has been followed
in the P2C? study. A Spanish speaking translator is required for caretakers who
speak only Spanish. To control for the caretaker’s inability or difficulty with
reading, the interviewer will state each question and record each response. The
Interview Introduction will be read to the caretaker at the beginning of the
interview. It should be individualized for each child. This exit interview is
to be completed between December 1, 1996 and January 31, 1997.

ITEM # INSTRUCTIONS/NOTES

(PART I)

1-19 Explain to the caretaker that in the first part of the interview you
will ask questions that have choices for answers. The caretakers
should select from the choices given. Repeat questions and choices
as needed to obtain the caretaker'’s response.

15 Examples of assisitive devices include: wheelchairs, braces,
hearing aides, supplemental oxygen, feeding tubes, gastric buttons,
etc. Please note devices on the form.

(PART II)

20 a - u Prior to proceeding through Part II read through the list of choices
that are available for items 20 a—u (choices 0 through 3). Proceed
with the interview by reading each item to the caretaker to elicit
a response. It may be necessary to re—state the response choices
when reading each item. An index card containing the response
choices may be used to help with the responses in the in-person
interviews. For phone interviews you may need to read the response
choices with each item. If caretakers have difficulty rating the
services, you can probe for their rating by asking, "If you had to
pick one of the choices, which do you think comes closest to what
you think about the service?"

Rev. 11/25/96



ITEM #
(PART III)
21 - 28

P’C? STUDY Page 2 of 2
PRIMARY CARETAKER EXIT INTERVIEW

FORM # 87

INSTRUCTIONS /NOTES

Explain that you will ask each question for the purpose of eliciting
a response. Inform the caretakers that you will be recording their
responses and that there are no "right or wrong" answers. Allow
sufficient time for the caretaker to reflect on the questions.
Repeat the questions as needed. Interviewer silence and probing may
help to elicit responses. Such probes as "How is that?”, "In what
ways?", or "Is there anything else?" can be used. Record only

direct verbal responses.

Rev. 11/25/96



Patient ID #:

Interviewer:

P'C* HIV
PRIMARY CARETAKER EXIT INTERVIEW

GROUTSIAND]IPRnuAKYCAnETAxEns

TO BE COMPLETED BY THE INTERVIEWER

IDNO Form #:
— IWT-CERT pate:

(print name) ?Ee;z.#)

Page 1 of 9

817

—

bT-F0
T ok
(mm/dd/yy)

Form Instructions

* primary Caretaker - the person living with and assuming the daily care for the

child. It should be the person vh

study visits.

Code missing data items as follows: F5 = Unknown

F6 = Not applicable

o has usually brought the child for the p2c?

1. What is

Part I

your relationship with the child who has been

followed in the P?G? Study?

1
2

(Yol < WU, I V]

2. What is

3. What is

4, What is

U wN

Form # 87.00

= biological parent

= biological grandparent

= non-kinship foster parent

kinship foster parent

adoptive parent _
relative (specify: OTHREL AT

AHILDRE L

= other (specify: OTHERS P

FOUE AEE7 . .vieihenanae s

your gender? . ........c.iieeenerer et
= male
= female

your race/ethnicity? ...........ccoveeeeeenenns
= White Non-Hispanic

= Black Non-Hispanic

= Hispanic

= Asian/Pacific Islander

= American Indian/Alaskan Native

other (specify: CTHER RAC_

YuRAGE
WuR GEAD

VouR RACE

Rev. 11/25/96



Patient's ID #: - -

P’C* HIV
PRIMARY CARETAKER EXIT INTERVIEW

5. Use the following codes to respond to items 5a — 5c:
1 = English
2 = Spanish
9 = other (specify: L/?‘A/GVJPEH

a. What language do you usually speak  ...... ...
b. What language is usually spoken in the child's home?

c. What language does the child usually speak? ......

6. How would you describe your health status? ...........
1 = excellent
2 = good
3 = fair
4 = poor

7. How long have you had primary responsibility for the care
of this child? (years/months) [use decimal to enter a i)ort.ion of a year

PRINEYRS  PRIMEMTH

{years)

if needed]
8. a. Are you responsible for the care of other children
or adults?
0 =no
1 = yes

Page 2 of 9

LANG HOHE
LBNGCOHA D
(RN GOTH

Vour L7 H

(rnths)

CARE OTH

If "1" (yes), complete items 8b - 8e (include the child on study

in the count):

b. Number of children less than 3 years of age? ......
c. Number of children 3 to 5 years of age? ..........
d. Number of children 6 to 18 years of age? .........

e. Number of adults? ........ ... inanann

Form # 87.00 Rev. 11/25/96
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Patient’'s ID #: - - Page 3 of 9

P’C? HIV
PRIMARY CARETAKER EXIT INTERVIEW
9. a. At any point during the time the child has been in
your care (see item 7) were you employed?..........
0 = no
1 = yes
If "1" (yes), complete 9b - 9c:

b. Number of years part-time ............ccccoeeeennns

c¢. Number of years full-time ............cocneevveens

10. Which of the following income sources are used to support
this child? :
0 = no
1 = yes

a. Caretaker's employment ..........c..ccceeuecenrrnrenees

b. Other household resident’s employment .............coo--

d Y3 A I LA
€. OLREY ottt iviieen s
(Specify: INOHESP )

11. What is your highest level of education? ..............
= no formal education

= primary or grade school

= < 12 years of secondary or high school

= high school graduate

some college

college graduate

MW= O

Form # 87.00 Rev. 11/25/96
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Patient's ID #: - - Page 4 of 9
P:C? HIV
PRIMARY CARETAKER EXIT INTERVIEW

12. Have you been actively involved in an educational training
program or formal academic program during the period this

child was in your care ..........coceiniininrrnns {EN{-TRH«IA/
0 = no
1l = yes
If "1" (yes), please specify: EALL.'gP/EC/
13. Use the following codes for items 13a and 13b:
1 = walk 4 = car service
2 = bus 5 = taxi
3 = subway/train 6 = personal car
a. What method of transportation do you usually use to
take this child to P2C%? study appointments? ...... TRANSUS U
b. What method of transportation do you usually use to
take this child to health care appointments other _
than for the P2C2 Study? .......c.ocevvncnennnsenens TRANSOTH
14. How long does it usually take via the usual method of
transportation to get to the medical center where the P2C?
visits are done? (Note if the child has to attend more
than 1 site for visits, complete the information for each
site.)
1 = < 30 minutes
2 = 30 = 60 minutes
3 = 61 - 90 minutes
4 = 91 — 120 minutes —
9 = Other (specify: / NE/;-SIDEG/ )
a. Primary P2C2 Site .......ceeiieninnrecaiiininneees TINEPRINM
b. Secondary P2C% Site .......cceivrrraareetiiniaaaen TEHESECO
15. Does the child require assistive devices? ............ /QSIST
0 = no
1l = yes -
If "1" (yes), describe: /)SS I$ /570

Form # 87.00 Rev. 11/25/96



Patient’'s ID #: - - Page 5 of 9
P:C? HIV
PRIMARY CARETAKER EXIT INTERVIEW

16. a. Do you have daily assistance in caring for the child? «\bﬂl L\/ﬁ°§7
0 =no
1 = yes

If "1" (yes), indicate which of the following provides
assistance; and if the individual either accompanies you
on study visits or takes the child to the P2¢2 study visits.

Assistance Assistance
with Care with Visits

1= yos 1 = aecompantes on visit
2 = takes child to visit

b, RELALIVE .« rvnneeeeeeeeeeee e AUCREL AUVRE I~

e FLLEnd  ovroere e e AUCFRND  RWVFRND
d. Home health aide .........ceoeeeeeeeoennn RLCHHP RWVH#A
€. OLRET o eeneee et et RUCOTH RWYOTH
(Specify AUt o74SP )

17.  1In general the PAC? VISIES: .voueenneerneerneecoss VISTTS

1 = were short
2 = were a manageable length of time
3 = took too long

Form # 87.00 Rev. 11/25/96



Patient’s ID #: - -

P’C? HIV
PRIMARY CARETAKER EXIT INTERVIEW

18. Where does the child receive primary health care? .....
1 = this P2C? study site
2 = other P?C? study site
3 = off site not related to P2G2

19, a. Did the child attended a program/school while on
the P2C2 Study? ....cvvivnirnnnnecnecnnnannnnnsenns
0 =no
1 = yes

Page 6 of 9

PRIMHLT K

ATTEAD PR

If "1" yes, indicate the type of program/school, the duration, the average length
of a day and the frequency of attendance (complete items 18b - 18d as needed)

Length of

Irpe Duration a Typical Day
1 = day care (years / months) 1 = half days
2 = nursery school/preschool 2 = full days
3 = head start program
4 = early intervention
5 = glementary,secondary

or high school
b, PRTYPEZL PRYIRYRY PRDuURMO1 PRLENGTH
c. PRIYPEL PROURYRL, _PRDURHOL, PRLENG THL
4.  PRTYrE3 PROURYR3, _PROUR MO3 RLENGTHS

Form # 87.00 Rev. 11/25/96

Frequency
(no. of days per week)

PRFRQL
PRFRQ L
PRFRO3



Patient's ID #:

P:C? HIV
PRIMARY CARETAKER EXIT INTERVIEW

PART II

20. How helpful were the following services/items to you, that were
available

a. Transportation to study visits
b. Reimbursement for travel/parking expenses
c. Availability for transportation
d. Meal coupons
e. Coupons for food stores

f. Coupons for retail stores
g. School supplies
h. Stickers
i. Clothing

j. Child care products

1. Toys

through the P2C% Study Centers (rate each item).
service not supplied

not helpful

somewhat helpful

very helpful

...................
........
...................
.....................................
--------------------------
........................
..................................
.........................................
.........................................
..............................
..........................................

.............................................

m. Activities to occupy the child during the visit ...

n. Coordinating child’s appointments

o. Coordinating child and mother's appointments

..................

p. Assistance with scheduling/rescheduling appointments

q. Calling to remind caretakers about appointments

r. Obtaining information for other forms (WIC,camp, etc.)

s. A rest place for moms during visits

..............

t. Accompanying the caretaker and child during the visit

u. Phone contact with the study nurses

Form # 87.00

...............

Rev. 11/25/96

Page 7 of 9

SERSCH
:§_E_—R_S TICk.
SERCLOTH
JERLLP
SER PART
SERTOYS
SEROCE
SERUA
SERUHA
SERSCHED
SERREN
S ERFDRMS
JSERREST
JERALLH
SER PHONE



Patient's 1D #: - - Page 8 of 9

21.

22.

23.

24,

25.

P:C* HIV
PRIMARY CARETAKER EXIT INTERVIEW

PART III

Indicate the reasons you have continued to participated in the P2C2 Study.

HEASCON

What service provided by the study, was most helpful for your continuing

with study?
SERVICLES

What part of the study did you find most difficult?

DIFFILUL

What suggestions would you make to future study participants, that would
help them stay with a study over time?

SUELST

What do you think are benefits for you and your child from participating
in such a study?

BENEFIT

Form # 87.00 Rev. 11/25/96



Patient’s ID #: - -

PC* HIV
PRIMARY CARETAKER EXIT INTERVIEW

Page 9 of 9

What were

26. From time to time everyone has missed scheduled appointments.
some of the reasons that may have caused you to miss an appointment?
MISSED AP
27. What are your thoughts about this study ending?
FNNINGST
28. Is there anything else you would like to add?
ANY AbD
R T X b e e e
29. This interview was conducted .............cccvvieievnn INTVIA
1 = in person
2 = over the telephone
7. FHENT
Entered by: ___CEZ[TLAZQ Date entered: ___ __/;% -
(cert. #) (mm/dd/yy)

Form # 87.00 Rev. 11/25/96



Page 1 of 3
P’C’ HIV
NON-CARDIAC, NON-PULMONARY COMPLICATIONS

FORM # 91

INSTRUCTION

This form is to be completed for each new non-cardiac, non-pulmonary illness
diagnosed. More than one diagnosis may be documented on the form if occurring
during the same episode.

Intercurrent and Chronic Illness:

Groups I and II - Complete this form when a final diagnosis has been made.

ITEM # INSTRUCTIONS /NOTES
1 -4 Complete as needed. Each item listed (a - d) must be completed for

each diagnosis made.

Enter "F6" in the first field immediately following the last entry.

a DATE OF DIAGNOSIS:
Indicate the date the diagnosis was made.

b NARRATIVE:
The diagnosis must be written in the space provided.

c SITE CODE:
Code the site of disease. Use the SNOMED 5 digit topography
codes. The prefix has been provided, enter the code number
only.

If the site is not found in the SNOMED Indices or a site
cannot be assigned (see general instructions), wuse the
following conventions:

T-00001 = Code not found/unable to code

T-00002 = Site code not applicable

Rev. 09/01/90



Page 2 of 3

P’C? HIV

NON-CARDIAC, NON-PULMONARY COMPLICATIONS

FORM # 91

INSTRUCTIONS /NOTES

DIAGNOSIS CODE:

ITEM #
d
Rev. 09/01/90

Code the diagnosis. Use the SNOMED Function (prefix F),
Disease (prefix D) or Morphology (prefix M) codes. The prefix
must precede the code number. Refer to the alphabetic index,
Volume II, for the complete listing of diagnoses.

Some disease code numbers are four digits in length. When
entering these codes, use as many spaces as needed. Start the
entry from the left and leave the last space blank.

Example: Wasting syndrome, D-4690

D - 4 6 9 O

If the diagnosis cannot be found in the SNOMED Indices, enter
"D-00001".



Page 3 of 3

P’C? HIV
NON-CARDIAC, NON-PULMONARY COMPLICATIONS

FORM # 91

CODING EXAMPLE

Example: 1. Urinary tract infection
2. Lymphopenia

1. Diagnosis:
a. Date of diagnosis (mm/dd/yy) viiiiieiiienie... O 8B/O 5/8 0

b. Narrative - Urinary tract infection

c. Site code (SNOMED) . ...euveeveevuneeenecesseen.. I -0 0 0 0 2,

d. Diagnosis code (SNOMED) i ereriiiiiiiiiie .. D -8 5 0 1

(Note: Site could be coded as T-70100 [urinary tract], but the code D-6501 incorporates the
site and condition is one code. Code site as T-00002 [not applicablel.)

2. Diagnosis:
a. Date of diagnosis (mm/dd/yy) i iiiieeiiiiine... O B8/ 1 O/8 O
b. Narrative - Lymphopenia
c. Site code (SNOMED) i iiiiiiee . T -0 X 2 2 0
d. Diagnosis code (SNOMED) e ienieiiiee. M- 5 9 1 0 0

(Note: Site code is required in order to fully describe the diagnosis.
T-0X210 [blood lymphocyte cell,NOS] + M-59100 (cytopenia] = lymphopenia)

3. Diagnosis:
a. Date of diagnosis (mm/dd/yy) ......c.oieiiiinen oo o
b. Narrative - F6
¢. Site code (SNOMED) et e L
d, Diagnosis code (SNOMED) .........ccovvevvnrenena U e e e ———

Rev. 09/01/90



Page 1 of 2

P:C? HIV
NON-CARDIAC, NON-PULMONARY COMPLICATIONS
GROUPS I AND II PATIENTS
Patient’s ID #: - TDNC - Form #: 91
| DT. FORH
Completed by: Date Completed: __ _ / _ /
(print name) (mm/dd/yy)
Code missing data items as follows:
F5 = Unknown F6 = Not applicable F8 = Date unknown
1. Diagnosis:
pr- MPL
a. Date of diagnosis (mm/dd/yy) ......c..cccenennennnn . S A
b. Narrative - NCepLNARR
. Site code (SNOMED) ..-eenennesnnnnnenenenennnnnnn o JTTE AL
/
d. Diagnosis code (SNOMED) . ....c..eurenneonsoneennes - brR&uefL
2. Diagnosis:
M- MEPL
a. Date of diagnosis (mm/dd/yy) .......c..ccccennnnns Y AN AR
b. Narrative - MNCPANARR
T f
c. Site code (SNOMED) ................................_1_—__}_Y*L_'E_/l/‘p&’z'
- /
d. Diagnosis code (SNOMED) ....veevnncnornecnoononnns - DIAGL g{_)'_’z'
3. Diagnosis:
Dy
a. Date of diagnosis (mm/dd/yy) ......cccoeceeerennnns _ S AN
b. Narrative - NCPINARR
c. Site code (SNOMED) ................................_J;:;___:}{_/fi/V3f°3

DIAGALPS

d. Diagnosis code (SNOMED) .........c.ccevencnncnnnn. . siasibb el

Form # 91.01 Rev. 06/25/90



Patient #: - - Page 2 of 2

P’C? HIV
NON-CARDIAC, NON-PULMONARY COMPLICATIONS

4. Diagnosis:

a. Date of diagnosis (mm/dd/Y¥) «.evevvnennneeeeeeennns o __/ET‘_///QOZ

b. Narrative — NP YNRRR

c. Site code (SNOMED) _T_—___f_yj_/"E_/Vf’fy
- DRGMPY

d. Diagnosis code (SNOMED) .........c.ooveevnnnnnennenn = WA 70T

ER T ! L FMEN T
Entered by: _QIL_"E_/"(__” Date entered: __ _/)S_i— _/;/_ _/
(cert. #) (mm/dd/yy)

Form # 91.01 Rev. 06/25/90
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P:C* HIV
PARTICIPATION IN OTHER STUDIES (PATIENT)

FORM # 92

INSTRUCTIONS

The purpose of this form is to document other study information. Enter each
study into the data base one time only.

ITEM #
1-4
Rev.

INSTRUCTIONS /NOTES

Complete items 1 - 4 as needed. "Study code”, "protocol number”, and
"treatment (no/yes)" must be completed for each study identified.
All other items are to be completed only if treatment is
administered as a part of the study.

Complete each line of information as needed and enter "F6" in the
first field immediately following the last entry. The "Fé6"
designates that entry is complete, and additional fields are not
applicable. It is not necessary to write "F6" in each space shown.

(See example)

STUDY CODE:
Use the codes provided at the top of the form. If the
participant is on a study other than those listed in 1-3,
enter the code "9"(other) and write in the name of the study
in the "Specify other study" field.

PROTOCOL NUMBER:
Enter the protocol number if applicable. If the study does
not use protocol numbers, enter "F6" (mot applicable). If
unknown, enter "F5". (See example)

TREATMENT (NO/YES):
Indicate if treatment is administered as a part of the study
by entering "O" (no) or "1" (yes). If "O" is entered, the
documentation is complete for that line. If "1" is entered,
document the treatment information by completing the remaining
items in the row.

06/25/90



Page 2 of 2

P’C* HIV
PARTICIPATION IN OTHER STUDIES (PATIENT)

FORM # 92

TREATMENT IDENTIFIER:
If a code is assigned to the treatment regimen, enter that

code. (See example)

START DATE:
Enter the date the treatment was started in the format

mm/dd/yy.

SPECIFY TREATMENT:
If the treatment regimen is known, write it in the space

provided. If unknown, for example if blinded, enter "F5"

(unknown) .
EXAMPLE : The participant is involved in following three studies:
1. WITS
2. ACTG

3. Study XYZ, Protocol #710, no treatment
COMPLETE THE FORM IN THE FOLLOWING MANNER:

Study Codes

1 = WITS (Women and Infants HIV Transmission Study)
2 = ACTG (Pediatric AIDS Clinical Trial Group)
3 = 1VIG (Intravenous Immunoglobulin vs. Placebo)
g = Other
Complete if Treatment
Study Protocol Treatment Treatment Start Specify Treatment
Code Number no/yes Identifier Date (If Known)
1. 1 6 _ 0 — [ S S
Specify other study:
2. 2 1 2 _8_ 1 _F6 ___ 0 _1/0_1/ 8 0 Two dose AZT
Specify other study:
3. g 0 7 1 0 0 —_ e
Specify other study: Study XY¥YZ
4, F6 —— Y S

Specify other study:

Rev. 06/25/90
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P2C? HIV
PARTICIPATION IN OTHER STUDIES (PATIENT)
GROUPS 1 AND II PATIENTS
patient’'s ID #: - JDNO . Form #: | 9 2
DT-ForM
Completed by: Date Completed: _ _ /__ _/__ __
(print name) (mm/dd/yy)
Code missing data items as follows:
F5 = Unknown F6 = Not applicable F8 = Date unknown
Study Codes
1 = WITS (Women and Infants HIV Transmission Study)
2 = ACTG (AIDS Clinical Trials Group)
3 = IVIG (Intrvenous Immunoglobulin vs. Placebo)
9 = Other
Complete if Treatment
Study Protocol Treatment Treatment Start Specify Trent.ment: o
Code Number (0=no/l=yes) Identifier Date (If known)
L. STubyfs;  PROToL_ TRTbWED TRTODL TR TREATL
Specify other study: J Tu b}/ﬁ Tj;
2.STubtny _ PROTOZ TRTMWEL TTCOBEL _ A TREATA
Specify other study: MSTU DY’O Taz/
. Staos_ Pro3  Tanae3 Thiwes __, SERT TREAT3
Specify other study: \57—/4 DVC‘/ T\3
Jusy  PRoT e TRTEEY  DT-TRTY TREATY
o STty Phoy  TRTMewEY  TMIT [ R
Specify other study: \STU BYO T'\/
T/ b7-FMEXT
Entered by: __:???i_ffl_ Date entered: __ _ / _ /__ __
(cert. #) (mm/dd/yy)

Form # 92.01 Rev. 06/25/90
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P:C* HIV
DISCONTINUED FOLLOW-UP/RETURN TO FOLLOW-UP
FORM # 93

INSTRUCTIONS

This is an "as needed" form and is used to document the reason for discontinued
follow-up. This form applies to both the mother and the patient.

ITEM # INSTRUCTIONS
1 Enter the date of the last contact with the patient, mother or

guardian. The last contact may be the date of the last visit or
date of the last phone contact. Documentation in a medical record
of contact by another department will also apply. The date is
entered in the format mm/dd/yy.

2 Choose the correct response to indicate the reason follow-up is
discontinued. If the response is "other", specify the reason in the
space provided.

Note: Noncompliance with appointments (code #2) is no longer
considered an appropriate reason for discontinuation for follow-up.
This code will not be accepted by the computer.

3 Provide a detailed description of the measures taken to keep the
patient on study.

4 Indicate if authorization to discontinue follow-up was obtained from
the nurse coordinator and principal investigator.

The form must be signed by the nurse coordinator and initialed by
the principal investigator.

5 At initial entry for a discontinued follow-up, the "returned to
follow-up" field will be entered as "F8". If a patient returns to
the study, the original form should be pulled, and edited by
entering the date returned. This should be followed by an edit to
the database. If the child is discontinued a second time, a second
Form 93 must be completed.

Rev. 02/01/92
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P:C? STUDY
DISCONTINUED FOLLOW-UP / RETURN TO FOLLOW-UP
GROUPS I AND 11 PATIENTS
J bAD
Patient’s ID #: - - Form #: 93
DT FCRH
Completed by: Date Completed: __ _/__ _/__ __
(print name) (mm/dd/yy)
DISCONTINUED FROM FOLLOW-UP
»T- FuP
1. Last date of contact (mm/dd/yy) ......c.ccceecerrerenen S S
/ o -
2. Follow-up discontinued due to: ..........cevreenenrece WHYS 702
1 = patient/mother withdrawal
2 = noncompliance with appointments (Do Not Use)
3 = child lost to follow-up
4 = moved , - -
9 = other (Specify: SPECLIFYO )
3. Describe measures taken to keep the patient on study:
DF HEHO
4. Authorized by Nurse Coordinator and Principal
Investigator (must be signed below) ..............ce-- NCPTau 7H
0 = no
1 = yes
Signature of Nurse Coordinator:
Initialed by (Principal Investigator):
RETURNED TO FOLLOW-UP _ —
D7T-RETuR
5. Patient returned to follow—up (mm/dd/yy) ..........---: I A
. Y FMENTT
Entered by: ___45}17:110 Date entered: __'__/L;;jZJ{Z?%:? /
(cert. #) (mm/dd/yy)

Form # 93.04 Rev. 10/25/93
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P:C* HIV
DEATH NOTIFICATION FOR PATIENT AND FETUS
FORM # 94

IN TION

This is an "as needed" form and must be completed if the patient/fetus expires
during the study period.

ITEM #
2
3 -5
Rev.

INSTRUCTIONS /NOTES

If an autopsy is performed on this participant, Form # 97
(Postmortem Studies form) must be completed in addition to this

form.

Document the immediate cause of death as well as any contributing
causes. Each entry must be coded in SNOMED and will include the
site, diagnosis and etiology (organism). Etiology will be coded for
infectious diseases only.

NARRATIVE:
Write out the immediate cause of death.

TOPOGRAPHY:
Code the site of the disease which caused the death. Use the
SNOMED 5 digit topography codes (codes with the prefix of
nTn) . The prefix has been provided, enter the code number
only. Be a specific as possible.

If the site is not found in the SNOMED Indices or a site
cannot be assigned (see general instructions), use the
following conventions:

T-00001 = Code not found/unable to code

T-00002 = Site code not applicable

06,/25/90
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P*C? HIV

DEATH NOTIFICATION FOR PATIENT AND FETUS

FORM # 94

ITEM # INSTRUCTIONS /NOTES

3-5 CAUSE:

(continued) Code the cause of death. Use the SNOMED Function (prefix F),
Disease (prefix D) or Morphology (prefix M) codes. The prefix
must precede the code number. Refer to the alphabetic index,
Volume II, for the complete listing of diagnoses.

Some disease code numbers are only four digits in length. Use
as many spaces as needed. Begin the entry from the far left
and leave the last space blank.
Example: Wasting syndrome, D-4690
D -_4 6 _9 0
If the cause cannot be found in the SNOMED Indices, enter "D-
00001".
ORGANISM:
For infectious diseases only. Enter the appropriate code for
the organism which caused the disease. The prefix has been
provided. If the code cannot be found in the SNOMED Indices,
enter "E-0001". Enter "E-0002" if this field is not
applicable.
Rev. 06/25/90
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P’C* HIV
DEATH NOTIFICATION FOR PATIENT AND FETUS
FORM # 94

CODING EXAMPLE

Example: Immediate cause of death: PCP
Contributing cause of death: AIDS

3. Immediate cause of death
a. Narrative - Pneumocystis carinii
pneumonia
b. Topography (SNOMED T - codes).............. T -2 _8 0 0 O
¢. Cause (SNOMED M, F or D - codes) ...........M-4 0 0 0 0
d. Organism (SNOMED E - codes) .............. E-4 3 3 _1
4, a. Were there contributing causes .......... 1.
0 = no
1 = yes

b. Narrative - Acquired immune deficiency

syndrome

c. Topography (SNOMED T - codes)............... 2 -0 8 0 0 O
d. Cause (SNOMED M, F or D - codes) .......... D~ 4 _6 3 5. __
e. Organism (SNOMED E - codes) .............. E-3 4 8 0

Rev. 06/25/90
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P:C* HIV
DEATH NOTIFICATION FOR PATIENT AND FETUS
GROUPS I AND II PATIENTS
JDN
Patient’s ID #: - ~ D40 - Form #: 9 4
DT-FoRY
Completed by: Date Completed: __ _ /__ /
(print name) (mm/dd/yy)
Code missing data items as follows:
F5 = Unknown F6 = Not applicable
DT- DEATH
1. Date of death (mm/dd/YY) .. .veineivinnrrnneneecanens _ _/__D/_/l__k‘f)_
2. a. Has an autopsy been performed? .................. HKITO PS V
0 = no
1 = yes

If an autopsy was not performed, complete item 2b.
If an autopsy was performed, Forms 06, 07 and 08 (Postmortem Studies) must

be completed in addition to this form.
Ao RuToPSY

b. Indicate the reason the autopsy was not performed:
= autopsy not requested

= permission denied / family

permission denied / custodial care

= expired elsewhere (p%c? study not notified immediately

following death) —_
= other (sspecify: SPMOAUT )

(=] SN
]

3.  Immediate cause of death (use SNOMED coding system)

a. Narrative - @H[LSE,:L

b. Topography (SNOMED T — codes)...........coverereen. Ir- [_0_’0_‘_1_ _

c. Cause (SNOMED M, F or D — COES) ....cvvnevvnnnrsss _ - MILEASED
d. Organism (SNOMED E — COdeS) ....vnovvvvnneeonnnnns g- K701

Form # 94.02 Rev. 07/06/95
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P:C* HIV
DEATH NOTIFICATION FOR PATIENT AND FETUS
4. a. Were there contributing causes ..........cceeoeeees (A E
0 - no
1 = yes
If yes, complete 4b - 4e. If no, stop here.
b. Narrative — @ﬂaiﬁ,l.
¢. Topography (SNOMED T — COG@S). ... scenvrrnsserscsss - L
d. Cause (SNOMED M, F or D — codes) ..................___—____j?Zéﬁiﬁ;f;?L’
e. Organism (SNOMED E — codes) .........c.ceervrcnces _g_—_’fj“ff%’_
5. a. Additional contributing cause ..........c.ceceeeer ﬁéUMJ/f
0 = no
1 = yes
If yes, complete 5b - Je. If no, stop here.
b. Narrative - 0%}(1.(53
70
c. Topography (SNOMED T — cOdes).......coeeecrcrcrerrs _I_—____{jf;l_ _
d. Cause (SNOMED M, F or D — codes) - MsERIES
E £7I103

e. Organism (SNOMED E — codes) ...iiiiiieniienannennn E- Mi+t2-

(NOTE: In addition to this form, Form 10 [Mortality Review] must be
completed by the primary care physician for complete reporting of cause of

death.)
,, - i T
Entered by: __0@_"_/\1/0 Date entered: __ J_z_?/iﬂi
(cert. #) (mm/dd/yy)

Form # 94.02 Rev. 07/06/95
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P’C? HIV

DEATH NOTIFICATION FOR MOTHERS IN GROUPS I AND II

FORM # 95

INSTRUCTIONS

This is an "as needed" form and must be completed if the biological mother
expires during the study period.

TEM _#
2 -4
Rev.

INSTRUCTIONS /NOTES

Document the immediate cause of death as well as any contributing
causes. Each entry must be coded in SNOMED and will include the
site, diagnosis and etiology (organism). Etiology will be coded for
infectious diseases only.

NARRATIVE:

Write out the immediate cause of death.

TOPOGRAPHY:

06,/25,/90

Code the site of the disease which caused the death. Use the
SNOMED 5 digit topography codes (codes with the prefix of
np") . The prefix has been provided, enter the code number
only. Be a specific as possible.

1f the site is not found in the SNOMED Indices or a site
cannot be assigned (see general instructions), use the
following conventions:

T-00001 = Code not found/unable to code

T-00002 = Site code not applicable
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P:C* HIV
DEATH NOTIFICATION FOR MOTHERS IN GROUPS I AND I
FORM # 95

IT # INSTRUCTIONS /NOTES

2 - 4 CAUSE:

(continued) Code the cause of death. Use the SNOMED Function (prefix F),
Disease (prefix D) or Morphology (prefix M) codes. The prefix
must precede the code number. Refer to the alphabetic index,
Volume II, for the complete listing of diagnoses.

Some disease code numbers are only four digits in length. Use
as many spaces as needed. Begin the entry from the far left
and leave the last space blank.
Example: Wasting syndrome, D-4690
D -_4 6 9 0
1f the cause cannot be found in the SNOMED Indices, enter "D-
00001".
ORGANISM:
For infectious diseases only. Enter the appropriate code for
the organism which caused the disease. The prefix has been
provided. If the code cannot be found in the SNOMED Indices,
enter "E-0001". Enter "E-0002" if this field is not
applicable.
Rev. 06/25/90
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P’C* HIV
DEATH NOTIFICATION FOR MOTHERS IN GROUPS I AND II
FORM # 95

CODING EXAMPLES

Example: Immediate cause of death: PCP
Contributing cause of death: AIDS

3. Immediate cause of death

a. Narrative - Pneumocystis carinii

pneumonia
b. Topography (SNOMED T - codes).............. T -2 8 0 0 0
c. Cause (SNOMED M, F or D - codes)  iieses.. M- & 0 0 0 0
d. Organism (SNOMED E - codes) .............. E-4 3 3 1
4. a. Were there contributing causes .......... 1
0 = no
1 = yes

bh. Narrative - Acquired immune deficiency

syndrome
c¢. Topography (SNOMED T - codes).............. T -0 9 0 0 O
d. Cause (SNOMED M, F or D - codes) eieiee... D -4 6 3 _3__
e. Organism (SNOMED E - codes) .............. _E-3 _4 8 0

Rev. 06/25/90



P:C? HIV
DEATH NOTIFICATION (MOTHER)

(Death Occuring while on Study)

Page 1 of 2

MT S0
Mother’'s ID #: - - Form #: 95
D7-FoRH
Completed by: Date Completed: _ _ /__ /
(print name) (mm/dd/yy)
Code missing data items as follows:
F5 = Unknown F6 = Not applicable
bT_NDTH
1. Date of death (mm/dd/yy) ....-cceerescrenrerermerroes Y 2 S
2. Immediate cause of death (use SNOMED coding system)
a. Narrative — Negus e I
b. Topography (SNOMED T — codes)......................_I_—__ __Aif4fi¥;_
c. Cause (SNOMED M, F or D — codes) ........ooovnvevrr™ JYHZU%ﬁﬁQZ
d. Organism (SNOMED E - codesS) ...iiirecinaiiaaannen _E_:_—_/ZE Z_—_ZQ_ L
3. a. Were there contributing causes ............c..ccee WitpySE
0 = no
1 = yes
If yes, complete 3b - 3e. If no, stop here.
b. Narrative - MeppS EA
c. Topography (SNOMED T — codes)......................_I_—__ _£7'7béLZ/
d. Cause (SNOMED M, F or D — codes) .........eooverer o Jé?iéy{quéL
e. Organism (SNOMED E — cOdeS) ..c...concvarcnercnere E- MEILIL
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Patient # - -
P2C* HIV
DEATH NOTIFICATION (MOTHER)
4, a. Additional contributing cause .............ccoonnen /‘/ﬂ/ éﬂ[/J"E
0 = no
1l = yes

If yes, complete 4b - 4e. If no, stop here.

b. Narrative — . Me AUSE3
' 2

c. Topography (SNOMED T - Py U-7-) IS AU Mo _Nzﬂf_'_s_

4. Cause (SNOMED M, F OF D — COES) ..uvvrrersnnnneeer HHORPHS

e. Organism (SNOMED E - codesS) ...iiiieiaiienasnianas _E - _/1524_5

/ T NENT
Entered by: __C_E&T'__A'_O Date entered: __ __/_% /_7_/‘_/__
(cert. #) (mm/dd/yy)
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P:C* HIV
PARTICIPATION IN OTHER STUDIES (MOTHER)

FORM # 96

INSTR 10N

The purpose of this form is to document other study information on the mother.
Complete this form at the time of enrollment. Enter each study into the data
base one time only.

ITEM #
1-4

INSTRUCTIONS /NOTES

Complete items 1 - 4 as needed. "Study code", "protocol number", and
"treatment (no/yes)" must be completed for each study identified.
All other items are to be completed only if treatment is
administered as a part of the study.

Complete each line of information as needed and enter "F6" in the
first field immediately following the last entry. The "F6"
designates that entry is complete, and additional fields are not
applicable. It is not necessary to write "F6" in each space shown.
(See example)

STUDY CODE:
Use the codes provided at the top of the form. If the
participant is on a study other than those listed in 1-3,
enter the code "9"(other) and write in the name of the study
in the "Specify other study" field.

PROTOCOL NUMBER:
Enter the protocol number if applicable. If the study does
not use protocol numbers, enter "F6" (not applicable). If
unknown, enter "F5". (See example)

TREATMENT (NO/YES):
Indicate if treatment is administered as a part of the study
by entering "O" (no) or 1" (yes). If "O" is entered, the
documentation is complete for that line. If "1" is entered,
document the treatment information by completing the remaining
items in the row.

Rev. 06/25/90
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P’C* HIV
PARTICIPATION IN OTHER STUDIES (MOTHER)

FORM # 96

TREATMENT IDENTIFIER:
If a code is assigned to the treatment regimen, enter that

code. (See example)

START DATE:
Enter the date the treatment was started in the format
mm/dd/yy.

SPECIFY TREATMENT:
If the treatment regimen is known, write it in the space

provided. If unknown, for example if blinded, enter "F5"

(unknown) .
EXAMPLE : The participant is involved in following two studies:

1. WITS
2. Study ABC, Protocol #015, Treatment AZT

COMPLETE THE FORM IN THE FOLLOWING MANNER:

Study Codes
1 = WITS (Women and Infants HIV Transmission Study)

2 = ACTG (Pediatric AIDS Clinical Irial Group)

9 = Other
Complete if Treatment
Study Protocol Treatment Treatment Start Specify Treatment
Code Number (no/vyes) Identifier Date (If Known)
1. 1 B __ . o N A A
Specify other study:
2. 9 0 15 1 F6__ 0_10.1/820 AZT
Specify other study: ABC

3. _Es - - - -

Specify other study:

4. — -

Specify other study:

Rev. 06/25/90
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P:C? HIV
PARTICIPATION IN OTHER STUDIES (MOTHER)
GROUPS I & Il MOTHERS
T N
Patient’s ID #: - N'J’ bA'C Form #: 9 6 _
NT- FOR M

Completed by: Date Completed: __ _ /__ _/__ __

(print name) (mm/dd/yy)
Code missing data items as follows:

F5 = Unknown F6 = Not applicable F8 = Date unknown

Study Codes
1 = WITS (Women and Infants HIV Transmission Study)
2 = ACTG (Aids Clinical Trials Group)
9 = Other

Complete if Treatment

Study Protocol Treatment Treatment Start Specify Treatment
Code Numbex (0=no/l=yes) Identifier Date (If known)
7 7- - _
Wit Nomorz tmam oot _ {50 WTREATL
Specify other study: HS TUA 0 Ti—
2. HsTubes_ MoRorod  MBTOAL- HTRTS I i NTREATL
Specify other study: N N Juhr0 7L
o i 7-TRT: _ _
3. Nstunep3__ MPrero3  MIRTmw3 HIRTEDS _N_ i _’/_Ti NTREAT 3
Specify other study: /48 Tu b 0 73
_ . — _TR7Y o —
oty Hhemy wimey w77 HTREATY
Specify other study: /\/S TU A 0 7‘71
AERT- 1O DT FMHEL'T
Entered by: _tMt =77 Date entered: __ _ / __/__ __
(cert. #) (mm/dd/yy)

Form # 96.01 Rev. 06/25/90
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P’C? HIV
CONSENT REFUSAL
FORM # 99

INSTR N

Complete this form for all eligible candidates who were approached for informed
consent, but who refused. Not more than one form should be completed per
candidate. If the individual is approached multiple times, the data is to be
collected at the initial refusal, only.

(NOTE: If the candidate enrolls at a later date, the initial
refusal data will remain in the database. The original refusal will
not be voided. Also, there will be no mechanism to cross check the
original refusal with the enrolled patient.)

ITEM # INSTRUCTIONS /NOTES
la Indicate the group for which the candidate was eligible.
1b & 1lc Indicate sex and race for Group I patients and Group II

postnatally enrolled patients.

5a - 5e Indicate the reasons why the guardian refused informed
consent. Respond to each item.

Rev. 12/01/90
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P!C* HIV

CONSENT REFUSAL

ART PN
Computer assigned number: - Form #: 99

DT-FoRM
Completed by: Date completed: __ _/__ _/__ __
(print name) (mm/dd/yy)
CRERoLP

a. Candidate considered for ..........eaneiiieenens
1 = Group I
2 = Group II prenatal
3 = Group II postnatal

If response for la is "l" or n3"  complete 1lb and lc:

P S AR

CRSEX
1 = male

2 = female
CRbL0B
c. Date of birth ....c.iiieeiiirenenenenrnneereenres I Y SR

CRAA E

= White non-Hispanic

= Black non-Hispanic
Hispanic
Asian/Pacific Islander
American Indian/Alaskan Native (RARAC.ES £
other (Specify: )

WU W
|

/
Legal guardian approached for the study: ....eeecnenns ngyé(ﬁ R
1 = child’s biological mother
2 = child's biological father

9 = oth
°<s§§c1fy: CRGUARSP )

™~
=
=
R
~

Referred to study group by ......ceeeerarrnenrnanens
1 = OB/GYN department

9 = other ()ﬁ'/\)l- f‘/f /)

(Specify:

Form 99.00 Rev. 12/01/90
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PC? HIV
CONSENT REFUSAL
5. Guardian refused informed consent due to (respond to each
item listed)
0 = no
1 = yes
a. Approached for too many studies ........ .. 0. ﬁf\lﬁﬁﬁjl
b. Uneasy about invasive procedures ..........c.ceeen (R f?/f/M,Z/
c. Study of no value to the participants ............ Cﬁ/f’){ﬁj\g
d. No one available to provide informed consent ..... éﬁf?ﬁﬁl L/
e. Patient expired ..........ciciiiiiiiaiiiees (WR[HJS
. OERET e e e e e et e e e CRRERS ¢
(Specify (R KEAU o ( )
P T FHEN]
Entered by: ___ﬂfig(:ééb Date entered _ _ /__ _/ 1L
(cert. #) (mm/dd/yy)

Form 99.00 Rev. 12/01/90
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