Section 7. Visit Checklists

This section contains examples of checklists detailing the protocol-specified procedures that must be
completed at MTN-016 study visits. The checklists also specify the data collection forms that must
be completed at each visit. Detailed procedural guidance for performing clinical and laboratory
procedures is provided in Sections 10 and 12, respectively. Detailed forms completion instructions
are provided in Section 13.

71 Use of Checklists

The visit checklists included in this section are designed to guide site staff in proper study
procedures as well as to serve as source documentation of procedures performed at study
visits. Note, however, that checklists alone may not be sufficient for documenting all
procedures. For example, chart notes may be required to:

Explain why procedures in addition to those listed on a checklist were performed
Explain why procedures listed on a checklist were not performed

Document procedures performed at interim visits

Document the content of counseling sessions and/or other in-depth discussions with
participants

See Section 3 for detailed information on source documentation requirements. Tips for
completing visit checklists in accordance with these requirements are as follows:

o Enter the participant identification number (PTID) and visit date in the top section of
each page of the checklist. If information is written on the front and back of the checkilist,
enter the PTID and visit date on both sides.

e Enter your initials beside only the procedures that you perform. Do not enter your initials
beside procedures performed by other staff members. If other staff members are not
available to initial checklist items themselves, enter, initial, and date a note on the
checklist documenting who completed the procedure, e.g., “done by {name}” or “done
by lab staff.”

o If all procedures listed on a checklist are performed on the date entered in the top section
of the form, the date need not be entered beside each item. If procedures listed on a
checklist are performed on multiple dates, enter the date upon which each procedure is
performed beside each item.

e Ifaprocedure listed on the checklist is not performed, enter “ND” for “not done” or
“N/A” for “not applicable” beside the item and record the reason why on the checklist (if
not self-explanatory); initial and date this entry.
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7.2 Sequence of Procedures

The sequence of procedures presented on the visit checklists is a suggested ordering. In
consultation with FHI 360, site staff may modify the checklists included in this section to
maximize the efficiency of site-specific study operations. Site staff may alter the sequence of
procedures to suit local staffing and logistical requirements, with the following exceptions:

¢ Informed consent for screening and enrollment must be obtained before any study
procedures are performed.

¢ Informed consent for the collection of infant HIV testing must be obtained before any
samples are drawn.

NOTE: Checklists in this section are provided as guidelines for the sites. The site can choose to
modify these checklists or create their own checklist. Modified checklists should be reviewed by FHI
360 prior to implementation.
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PTID:

Initials

Visit

Date: Visit Code: 1.0

Procedures

1. Confirm participamt identity. Cross-check with the RMTH-016 Participant Name-
PTID Link Log to determine whether 2 RMITH-016 Participant ID monber has
previously been azzigned to the participant.
O Mo MTMN-014 PTID previously assigned
O MTHN-PTID previouwsly zszipned
= Jfthisr iz @ subseguent pregnancy, STOP. Cowmplete the Subseguenr Pregnancy
Fizit Checkiist.

2. Detarmins participant eligibility based on mformation available. To be sligthle,
participant must meet both of the following criteria:
8 Participant haz had 3 knovm confirmed pregnancy during participation in
zn eligibls parent pratacaol
8 Participant is aither still pregnant, or the preznancy outcome ocourred lass
than gne year azo
= Jf participans i determined fo be ieligible, STOP. ﬂ,fr no? fim any forms to
SCHARP.

3. Administer znd obiain screening and entoliment mformed consent with participant
according to site S0Pz, [For sites using a single matemnal'infant conzent both woman
and mfant consent are dons at this tima ] Complste Informed Conzent Coverzhest.
= Jfthe poviicipant does mol consent o screening and enraliment, STOP. Do not
S ey fornes ro SCHARFP.

4. Asgizn an MTH-0146 FTID by completing a new row m the KMTH-016 Nams-PTID
Link Log.

5. Obtain or update locator miormation

4. If medical racords will be requested from other clinical sites, abtain any neceszary
zizned local record releases.

7. Complate the Woman Enrollment form.

2. Complate the Woman Demographics form.

4. Complate the Parent Protocol Participation form.

10, Complete the Genefic Screening History form.

11. Obtzin‘update medical history. Docoment on Woman Medical History Log
{mon-DataFax) or approved altemative source per site S0Ps.

12. Dooument all medications taken during the pragnapcy on the Woman
Concomitant hedications Log.

13. Obtzin presnancy hizstory and complste the Pregnancy Report and History form.
Note that BIT-018 pragnancy history forrn i= mors detziled than parent protocol.

14. If awailzble, review and dooument nlirasound exam result= and complete
TUlirasonnd Results form.

15. If woman haz experienced pregnancy gutcome 2t the time of enrollment, complete
all procadures identified on the Pregnancy Outcome form.

14. Provide coaching or counzeling on any izzues az indicated by contsnt of participant
izt

17. Provide site contact information and remind participant to contact site staff if
naeded prior to next schedulad visit.

12, Schedule next visit.

12, Brovide reimbursament.
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PTID: Visit Visit Code: 1.0
Date:
Initials Procedures
20. Beview and fax all required DrataFax forms to SCHARP DataFax:
O “Woman Enrollment
O "Woman Demographics
O Parent Protocol Participation
O Genetic Screening History
O TUlraseumd Besults
O Pregnancy Feport and History
O Woman Concomitant Medications Log
As Neaded:
O Pregnancy Cuicomea
21. Blace all smdy visit checklistz, chart notes, caze report formse, and other stody
documents identified with a BTID only in an RMT2-014 participant notsbook a3ziznad
to the participant.
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Visit

PTID: Date:

Visit Code:

Initials Procedures

1. Complete participant registration, confirm participant’s identity, verify PTID.

2. Beview/update locator information

3. Update medical history and document on Woman Medical History Log (non-
DataFax) or approved alternative source per site S0Ps.

4. Update the Woman Concomitant Medications Log. Document review with a
signed and dated note on each document reviewed. Initial and date updated entries.
3. Beview genetic screening history and vpdate the Genetic Screening History form
accordingly.

6. Update pregnancy history, including pregnancy-related morbidities such as
hypertensive disorders of pregnancy, antenatal hemorrhage, and abnormal
placentation. Update the Pregnancy Report and History form accordingly.

7. Perform or schedule ultrasound if results of an ultrasound from this
pregnancy are not available. Complete the Ultrasound Results form.

2. If woman has experienced a pregnancy outcome at the time of visit, obtain medical
records, and complete all procedures identified for the Pregnancy Outcome form.

9. Inguire about social harma. If a social harm i3 reported, complete the Social Harms
Assessment Log form.

10. Complete the Woman Follow-up Visit form.

11. Provide coaching or counszeling on any izsues as indicated by content of
participant visit.

12. Eemind participant to contact site staff if needed prior to next scheduled wvisit.

13. Schedule next visit and/or confirm estimated date of delivery.

14. Provide reimbursement

15. Fax all required Datalax forms to SCHARTP DataFax:

Woman Fellow-up Visit

O Ultrascund Results

O Pregnancy Report and History (only refax updated pages)

O

O

O

Genetic Screening History (only re-fax updated pages)
Woman Concomitant Medications Log (only refax any new or updated
pages)
Az MNeeded:
O Social Harms Assessment Log
O Pregnancy Outcome
16. Place all study visit checklists, chart notes, case report forms, and other study
documents identified with a PTID only in an MTN-016 participant notebook assigned
to the participant.
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Visit

PTID: Date:

Visit Code:

Initials Procedures

1. Complete participant registration, confirm participant’s identity, verify PTID.
2. Beview/update locater information.
3. Complete the Woman Interim Visit form.
4. Update medical history and document on Woman Medical History Log form
(non-DataFax) or approved alternative source per site S0Ps.
3. Asszess concomitant medications, if indicated. Eeview/update the Woman
Concomitant Medications Log. Docoment review with a signed and dated note on
each document reviewed.
6. Inguire about social harms. If a social harm is reported, complete the Social Harms
Assessment Log form.
7. If reason for visit is to:

* Report pregnancy cutcome, complete all procedures identified on the

Pregnancy Outcome Form.
¥ Perform ultrazound assessment, complete the Ultrasound Results form

&. Provide coaching or counszeling on any issues as indicated by content of participant
visit
9. Femind participant to contact site staff if needed prior to next scheduled visit.
10. Fax the required Datalax forms to SCHARP Datalax:
O Woman Interim Visit
As Needed:

Pregnancy Outcome

Ultrazound Results

Woman Concomitant Medications Log
Woman Termination

Woman End of Study Inventory

Social Harms Assessment Log

oooooo

11. Place all study visit checklists, chart notes, case report forms, and other study
documents identified with a PTID oanly in an MTN-016 participant notebook azzigned
to the participant
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PTID:

Initials

Visit

Date- Visit Code: 1.0

Procedures

1. Confirm participant identity. Cross-check with the RMTH-016 Participant Mame-
PTID Link Log to confirm MTH-0146 that Participant ID number has previously been
assigned to the participant.
O MTH-PTID previcusly assiened
O Mo MTH-014 FTID previously assigned
= [fthir & not a subzeguens pregnancy, STOF. Compilete the Woman Screening
& Erroliment Visir Checkiizt

2. Determine participant eligibility based on imformation available, To be cligthle,
participant must meet both of the following criteria:
O Participant has had a known confirmed pregnancy during participation in an
elizible parant protocol
O Participant is either still pregnant, ar the pregnancy outcome goourrad less than
QHS YeaT AZ0
= [f pavticipane i determined to be ineligible, STOF. Complete item 2 of the
Woman Enrollment form. Do not fioe any forses to SCHARP.

3. Administer and obtain scresnmg and enrolbment mformed consent with participant
accaording to site S0P, [For sites nging a single maternal ‘infant consent both woman
and imfant consent are done at this time ] Complste Informed Conzent Covershest.
= [f'the pavticipans does ot consens to screening and enrolliment, STOF. Do not
e ey forms ro SCHARP.

4. Update locator information.

5. If medical racords will be requested from other clinical sites, obtain any neceszary
local record relagzas.

§. Complete the Woman Subsequent Consent form.

7. Ohizin genetic screening history and cormpleta the Genetic Screening History
form.
= Npte that facher may be different or new rformation may be available frome
DFEVIOUS PrEERaNC).

2. Obizin‘update medical history. Docoment on Woman Medical History Log form
(non-DataFax) or approved altemative source per sits 20Pa.

9. Azgesz copcomitant medications. Feview/'updats the Woman Concomitant
Medications Log form(s). Document review with 2 signed and dated note on each
docnment revisged. Initial and date updated antries.

10, Olptzin pregnancy history and complste the Pregnancy Report and History fonm.

11. If awailzble, review and documment ultraseumnd exam results and complate the
TUltrasonnd Results form.

12, If woman hasz experienced the subsaguent pregnancy outcome 2t the time of visit,
obtain medical records, and complete zll procedurss identified for the Pregnancy
Outcome fom.

13, Inquire about social harms, If 3 social harm 1z reported, completa the Social
Harms Asseszment Log fonm.

14. Brovide coaching or counseling om any izzues 33 indicated by contant of participant
vizit

15. Brovide zite contact information and remind participant to coatact site staff if
needed prior to next schedulad visit.
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PTID:

Initials

Visit
Date:

Procedures

Visit Code: 1.0

16. Schedule next visit, if applicable]

17, Brovide reirnbuarsement.

1%, Beview and fax all required DrataFax forms to SCHARDP DataFax:
Woman Subsequent Conzant
Preznancy Feport and History
Cenetic Screaning History
Woman Concomitant Medications Log (only refax new or updated pages)

ooood

Ultrazound Fesults

As Meaded:
O Pregnancy Cutcome

19, Flacs all smdy visit checklists, chart notes, caze report forms, and other stody
doouments identified with 2 FTID only in an BIT2-0146 participant notebook asziznad

to the participant.
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PTID:

Initials

Visit

Date- Visit Code: 1.0

Procedures

1. Comfirm whether or not infant conzent has alrsady been abtained.
O Infant conzent already obtained.
O Infant conzent not yet obtained.
O Explain the informed conzent process to the infant’s parent’'suardian.
O Administer and obtzin screening and enrollment infonmed consent for the
infant according to site S0P,

O Dooament process in chart notes and/or the Informed Consent Covershest

= [frhe byl s parent’ugrdion does ket consens I Jcreening and enrallment,
ETOFP. Do not fooc avy forms to SCHARP.

2. Confirm eligibility, azzizn mfant PTID, and complste the Pregnancy Ountcome
form, item 2.

3. Feviewupdate locator information.

4. If medical racords for the infant will be requested from other clinical sites, obtam
any neceszary local record releazes,

5. Complate Infant Enrollment form.

4. Fieview update infant medical birth history and complets the Infant Medical
History Log form (non-DratsFax).

7. Document 2l medications since birth oa the Infant Concomitant AMedication Log
and a1l vaccinations since birth on the Infant Vaccination Log

2. Conduct and record infamt physical exam as per protocol:
O Cormplete the Infant Visit form_
O Cormplete the Infant Physical Exam form.
O If thers are any suspected ar confirmed sbnonmalites, complete the blajor
Lislformation Eligibility Assessment Worksheet (zection 10.7.1). If directed,
O Complete the Major Malformation Assessment Form (2ection 10.7.2)
AN
O Confrm that conzent has besn granted and collect photo images {section
10.7.3). If photographs are tzken complste the Infant Visit form, itarn 5.

4. Ag necessary, perform infant HIW testing and complets Imfant HIV Test Fesults
and RITH-014 (Hon-DataFax) LDWIS Specimen Tracking Sheet

10, Imquire showut sacial harms. If 3 social harm is reported, completa the Social
Harms Assessment Log form.

11. Brovide coaching or counzeling om any issues az imdicated by contant of visit

11. Biemind participant to contact site staff if needed prior to next scheduled visit.

13. Schedule next visit.

14, Brovide reirnbursement,

15. Fax the required DataFax forms to SCHARP DataFax:
O Infant Enrollment
O Infant Visit
O Infant Physicsl Exam
O Infant Concomitznt Medications Log
O Updated Pregnancy Cutcome Fonm
Az Meaded:
O Infant Vaccination Log
O Infant HIV Test Results

146. Place all smdy visit checklistz, chart notes, czze report forms, and other study
doouments identified with 2 FTID oaly in an RMTH-014 participant notshook azzignad
1o the participant.
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PTID: Visit Visit Code:
Date:

Initials Procedures

1] Confirm whether or not infant consent has already been obtained.
O Infant consent already obtamed.
O Complete participant registration, confirm participant’s identity, verify
PTID

O Infant consent not yet obtamed.
Explain the mformed consent process to the infant’s parent/guardian.
Admimister and obtain screening and enrollment mformed consent for the
mfant according to site SOPs.
Document process in chart notes and/or the Informed Congent Covershest
Confirm eligibility.
Confirm and assign infant PTID), complete/update the Pregnancy
Outcome form, item 9 and complete Infant Enrollment.
= Ifthe imfant’s parent/gugrdion does not cornsent to screening and enrolliment,
STOP. Do not fx a1y forms o SCHARF.
2. Rewview/update locator mformation.
3. Update medical story and document on Infant Medical History Log (non-
DatsFax).
4 Feviewupdate the Infant Concomitant Medications Log znd the Infant
Vaccmation Log (if applicable). Document review with a signed and dated note on
each document reviewed. Initial and date updated entries.
3. Conauct and record infant physical exam as per protocol.
O Complete the Infant Visit form.
O Complete the Infant Physical Exam form.
O Ifthere are any suspected or confirmed abnormalities, complete the Major
Malformation Eligibility Assessment Worksheet {sechnn 10.7.17. If directed,
O Complete the Major Malformation Assessment Form (zection 10.7.2)
AND
O Confirm that consent has been granted and collect photo mages (section
10.7.3). If photographs are taken, complete the Infant Visit form, ttem 3.
6. Az necessary, follow-up on or perform miant HIV testing and complete Infant HIV
Test Results and MTN-016 (Non-DataFax) LDMS Specimen Tracking Sheet
/. Inguire about social harms. [T a social harm 15 reported, complete the Social Harms
Assessment Log form.
£ Provide coachmz or counselng on any izsues as mdicated by content of mfant visit.
9 Months T & & Femnd participant fo contact site staff if needed prior to next
scheduled visit.
10. RMonths T & & Schedule next visit
11 Month 13: Complete the Infant Termination and Infant End of Study
Inventory forms.
12. Provide remmbursement

aoaoa ao
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Visit

PTID: Visit Code:
Date:
Initials Procedures

13, Fax the required DataFax forms to SCHARE DataFax:
O Infant Visit
O Infant Physical Exam

Az Needed:
O Infant Enrollment
O Updated Pregnancy Outcoms Form
O Infant Concomitant Medications Log (refax any new or updated pages)
O Infant Vaccination Log
O Infant HIV Test Results
O Social Harms Assessment Log

At Month 12 only:
O Infant Tenmination
O Infant End of Study Inventory

14, Place all study vizit checkhsts, chart notes, case report forms, and other study
documents identified with a PTID only in an MTN-018 participant notebook assigned
to the participant.
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Visit

Date- Visit Code:

PTID:

Initials Procedures

1. Confirm whether or not mfant consent has already been obtamed.
O Infant consent already obtamed.
O Complete participant registration, confirm participant’s identity, verify
PTID.
O Infant consent not yet obtamed.

O Explain the mformed consent process to the infant’s parent/guardian.
Admimster and obtamn screening and enrollment mformed consent for the
mfant according to site 30Ps.

Document process in chart notes and/or the Informed Conzent Coversheet
Confirm eligibility
Confirm and assign mfant PTID, complete/update the Pregnancy
Outcome form, item 2, and Infant Enrollment.
= Ifthe mfomi’s parent/guardian does not consent to screening and enroliment,
STOF. Do not fax aoy forms io SCHARP
2. Bewview/update locator mformation.
3. Complete the Infant Interim Visit form.
4 Update medical history and update the Infant Medical History Log.
3. Assess concomitant medications, 1f indicated. Fewview/update the Infant
Concomitant Medications Log and the Infant Vaccination Log. Document review
with a sipned and dated note on each document reviewed.
8. Inquire about social harms. If a social harm 15 reported, complete the Social Harms
Assessment Log form.
T T reason for visit 1= to follow up on or perform Infant ATV testmg, complete Infant
HIV Test Results and MTN-018 (INon-DataFax) LDMS Specimen Tracking Sheet
8. If mdicated, conduct and record infant physical exam (note: 1f mfant 1= enrclling
during this intermm visit, full physical exam including weight, length, head
crrcumference, and abdominal circumference (prior to 1 month of age) must be
completed):
O Complete the Infant Physical Exam form.
O If there are any suspected or confirmed abnormalities, complete the hajor
Malformation Elizibility Assessment Worksheet (section 10.7.1). If directed,
O Complete the Major Malformation Assessment Form (zection 10.7.2)
AND
0 Confirm that consent has been granted and collect photo images (section
10.7.3). If photographs are taken, complete the Infant Visit form, item 5.
9. Provide coaching or counseling on any 1ssues as mdicated by content of visit
10. Femind participant to contact site staff if needed prior to next scheduled visit.

aoaoa o

MTN-016 SSP Manual Version 2.0 1 April 2014
Section 7 Page 7-12



PTID:

Initials

Visit
Date:

Procedures

Visit Code:

11. Fax the required Datalax forms to SCHARE Datal ax:
O Infant Interim Visit

Az Needed:

Infant Enrollment

Updated Pregnancy OQutcome Form

Infant Concomitant Medications Log

Infant Vaccimation Log

Infant HIV Test Results

Infant Phyzical Exam

Infant Visit

Infant Termination

Infant End of Study Inventory

Social Harms Aszsessment Log

gaaoaoaaaoaan

12 Place all study vizit checklists, chart notes, caze report forms, and other study
documents identified with a PTID only in an WMTN-016 participant notebook assigned

to the participant
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